KPATKA XAPARTEPHCTUKA HA ITPOAYKTA
Neurotop retard 600 mg maénemxu

1. TRETOBCKO MIME HA HPOAVKTA WIHACTEPCTE] HA 3XPABEONASBAHETO
NEUROTOP RETARD TTRAADKEHHE KM
pagpewiese saynorpe6a e Y01 29( 2. 110
2. KAYECTBEH 1 KOMUYECTBEH CbECTAB ‘ '
-~ 6106 11.01 %(Mq
1 Tabnerxa cprppxa 600 Mr carbamazepine, 7
3. IEKAPCTBEHA ®0OPMA

Peraparm Tabnerxw 33 Opasso TIPWIOKEHUE,
4. KHTHUYHW XAPAKTEPHCTHKHA

4.1. TepanepTnaay AHAHKANAN

Enunencus: CHOXHH WM HPOCTH HApIVANHA HPAGANBIW. | cHepanAsupand
TOHWYHO-KIOHWYHY HpHHafbIW; cMeceHr Gopmu pa nprmagsmy. OcTpa Mammd ®
NORABPXKANO JjeycEre nph Ommonspem adekTMBEM pascTpoMCTBA NPCBSHOWA MMM
pemyxkuus ma penmpmsure. Cvmapom Ha anxoxonpa abctrmemims. TpmreMuHamHa
Hepparmsa. Inocodapwereansa Hespasrmd. Bonesmena jauabersBa  HeBpOHATH
Lientpaner Oesexycen nmaber. Ilommwmcns ¥ HOMIypHs © HEBPOXOPMOHAIHA
ETHONOTHA.

4.2, To3APOBKA ¥ HAYHEE HA NPRJIOKEHHe
03WDOBKA:
Anmuxoneyncusno neyenue:
Tlpenopsuea ce 6aBHO NMokavBaHe HA FO3WPOBKATa Ha carbamazepine, Karo

CHHOBpCMCHIIO C TOBa © HeoOXOmEMO TIOCTENEHHO HAMalgBaHe HA n03aTa Ha
AHTHKOHBYJICAHTATE, A3TION3BAHY IIPCAH HalHa9aBaHCTO Ha carbamazepine.

Bespacmnu u deya Had 10 2o00wuna gvapacm:
Obuwaiino 1 perapnpa Tabinerka HA HCH, 32 NPEATIOTHTAHS BEIEP.

Heya meacdy 6 u 10 200unu
1/2 - 1 perapana rabnerka quesno (15 - 25 mg/kg TenecHa Maca JHEBHO).

IIpodhunaxmura na Manuiino-0enpeCUsHY RCUXO3U;
Obmgatisata xEeBHA 7032 € 1 perapara TalNeTka Ha JEH.




Tpucemunanna vegpanzug, duabemna nesponamus, bezgrkycen duabem:
Cpermata THECBHA 1032 € 1 perapiaa Tabnerxa.

Qcmrop anxoxonexr abcmunenmeH Cunopom:
Cpengata FHECBHA 5033 € 1 perapzsa Tabmerka. B Texxu ciaygan, B OBPBHTE THHA
Ha JISYCHNETO, MOTaT Aa C& IIPUEMAT 10 2 PeTapiHy TabIeTKy HHEBHO.

Hosuposka npu nayuenmu ¢ mesickd 6uOpeyna HedocmamvYHoOCH:

1Ipn mamentTy CHC CKOPOCT Ha rioMepymHata dwrrpamas nox 10 mi/min # npr
DanyeHYH Ha JAWank3a, Cce HOpenopsYBa H3nmonsgaHe Ha 75% o1 cTaEgaprHaTa
TEPANeBTHYHA 034,

Hawuin 53 npRioKeHwe;
TabneTkute ce MPHEMAT G MAIKO TEYHOCT, Y10 BpEME M CHEH XPAHCHS.
Tabrerkwre MoraT Ja ce penay, 0€3 ToBa Ha TNOBNMHAE Ha PETApAHOTO WM
HCHCTREE.

4.3. YipeTHBONIOKA3aHAA

CBpEXIYBCTBRIEHHOCT KBM carbamazepine B CpOFHE BEMECTBA (TPHAIMKIITHH
aHTHAEUPECAHTH), AaIPHO-BeHTIpEKyjsaped (A-V) Omox, Texxa dgepHoxpobHa
HEHOCTATEIHOCT, HOATACHAT KOCTEH MO3EK, IETA TION 6 rOfUIIHA RE3pacT.

IIpennaznuBocT M TNOCTOsHHO Habmomenwe ce W3HCKBA2 TIPH NAIHCHTH,
CTpaNammy OT CBPHEYHO-CHAOBH 3a0oNgBaEus, HAPYIICHHS Ha YEpHOAPOOHATa W/wmm
00peynarta GyHKIW, KAKTO ¥ IPH THAYKOMA.

4.4. Cnenpanna Npeaynpexienns ¥ HPpeiua3Hg MepKH IpH yuoTpeoda

Tlpemm 3amodBaHe Ha JEYeHWE, € HEOOXONMMO W3CHCABAHE HA KPBRHMTC
TTOK232TCHA H Ha YepHOApodHITe QyHKIHM.

B xona #a negennero 1pa0Ba a ce HPOBEPIBAT CHEEHMTE HOKA3ATCIH.

- KphBHA KapTHHA: €/(MH 6T CCOMUIHO B TCYCHMUE HA XBPBAS MECEN, CIEJ KOSTO
€fIFH WHT MECETHO;

- gepHOAPOSHA QYHKIES: TPH HOPMAIHE CTOUHOCTH Ha YEPHOPOOHATS SH3HMH -
emmy WHY Ha 3-4 Mecena ¥ Ha TIO-MaNkyl MHTEPBa)H NPH oTOenI3BaHE HA DATOROIHIHM
CTOHHOCTH.

Jlegenmero ¢ carbamazepine TpabBa Aa OBAE NHPEYCTAHOBEHO B ClIydYaWre Ha
HAPYIHCHA XEMOIO0e33, YPOTpecUBHA WNW CHMITOMATHYHA JNEBKOICHHES, NPH KOXHU
aFSpra9Hy PeaKuvy Bi 3HAYMTEIIHO HAPYINCHA YepHONpodHa Qy KA.

Yio-gecTo MOHMTOpPHpaHE ¥ BHUMAHHWG NpY ONPEHCSIIHEG Ha AOSHPOBKATA CE
TPEHOpHYBa UpH NAOWeHTH CHC CHPACYHO-CHIOBHE 3abonasanus, Hapymena OxOpeasa
W 4epHOpobHa PYHKIESL, KaKTO ¥ IIPH ANUEHTH C TTIayKoMa.




Tlo BpemMe Ha nedeHreTo Tp:dsa 2 ce B30ATRa YHOTPEDAT2 Ha ANKOXOIL.

BuesanHoTO NpexpataBane Ha NCYSHUETO ¢ carbamazepine e OPEeMUAABAHETO
KBM JpYT 8HTHKOHBYJCauT TpsbBa n2 oo M3BEpINBA CaMO KOTATO HAUMSHTHT TIONYIABa
GapOurypary AiE NHazenaM KaTo NPOTEKTHEHO ICICHHE.

EQexTuBHOCTTa HA XOPMOHAFNTE KOHTPANCITHBE MOKE Ha O5he HOHDKEHa OT
carbamazepine. TIpenoprusa ce HpHRAraHeTo HA APYIHE METONH 32 KOHTPANCTIA.

4.5, BaaumoneficTBHY ¢ APYra MEHKAMEHTH B Apyry (JopME HA BIAUMOAEIiCTRAS

Tlopanm WHAYKIWs Ha YEPHONPOORATE CH3EMM MOKE 1A Ce BaMamh e(eKia Ha
ApYrE MEAWKAMEHTH. OPAHE AHTHKOAryJaHTH (KyMapHHOBH NEPUBATH), XHBMIHH,
XOPMOHANHH KOHTPanCITHBY Wi aRTROROTAM (Hamp. Doxycycline).

MerabomasmeT Ha catbamazepine Moxe jga ObHE NONTHCHAT HPH CHHOBPEMEHHO
IPEAMKEAME HA EPATPOMHLONH, TPONCAHTOMHIMH, W3OHHA3HE, HAKOM KajIHEBH
QHTATOHMCTH (HAND. BepanaMmi, muntrazem), Dextropropoxiphene u Viloxazine, koeto
BOXY XO HApacTBAaHE Ha yla3MeHaTa KOHICHTpalys Ha carbamazepine.

Tlopmiuen® inasMeHH HUBAa Ha MEIEKAMCHTA MOTAT A& ¢& YCTAaHOBAT W IpH
EFHOBPEMEHHO MPHIOKCHHE Ha [APYrd AHTUKOHBYICAHTH: QEHATOHH, OPAMHANOH,
BaIIIPOEEa KUCCIMHA) HITH IIAMCTHINH,

KoMOHEHPaHOTO HEYCHME © JIMTHI MOXKE Na HpHYHMHH O0PATHMI HERPOTOKCHIHMA
peakmum. Jlewemwe ¢ carbamazepine Moxe fda 3al0UHE TOHE 2 CEAMMIW CIEE
UPMKII0UBAHE Ha npwiarasero Ha MAQ-mxulmrops.

Bmasavie BepXy nabopaTopRuTe NapaMeTpU: MOTaT Jia C& TIPOMEHST NapaMeTpHTe
Ha QyHKouATa Ha DIUTOBARHATS JKIe3a.

4.6. BpeMeHBOCT M KbPMEHe

Tlo speme Ha GpeMeHHOCT, 0cOOCHO IIPE3 NMEPBHATE TPH Mecena, HasHaJaBanero
Ha BCAKAKBH JISKAPCTBA € HOTeHnmanso omacHo. OTMeHsHETO Ha Heo0XOmUMOTO
AHTHKOHBYJCHBHO JIeScHue 00ade, HOCH N0-3HATNTENCH PHCK 32 3APABeTo Ha Malikara B
HETeTo.

AXTHBHOTO BETIECTBO €6 OTHCHS BEB (JeTanHaTa KPbs ¥ MIIIKOTO.

1Ipu m3cnenpamis BEPXY JXMBOTHH carbamazepine mOKa3Ba CPAPHWIEIHO HHCEHK
Teparorener norenuuan. Ilpu apremare or rpmE3asm Ha AHERHA Hosza or 10 mo 25 mere
HO-BHCOK2 OT TEPalEBTHUHATA N034 IPU X0pa (HpeHsaucieHa 3a KWIOrpaM TeiecHO
TEr0), ce HaOMo#aBa HaMassBaHe Ha TENECHOTO TErI0 Ha HOBOPOACHOTO, HaMaluBaHe
TETHOTO Ha OPrauyTe, HEITEIHA OCH(UKAINT ¥ CHOPARHIHO BHIIa YCTa.

3a po-rojiaMa 6e300aCHOCT W TO-JCCHO OMpEAeNHe Ha Hali-HACKaTa e(exTHBHA
H03a, ce TIPEIOPAYBa YECTO MOEHTOPHPAHEE HA TAa3MEeHATa KOHUCHTPAIS (eKapCcTBeH

MOBHETOPUET) - TEPaEBTHYHHN rpasmny 3 - 12 mg/l = 13 - 50 pmol/L. i




3a na ce m3berme albcrmmEeHmMS KbM carbamazepine y HOBOPOXEHOTO, €
HeoHXO0/MMO TIOCTENEHHO IPEKPATaBane Ha KbpMeneto. ITopamu ceparuBaus oA eekT
Bepxy LTHC, exckperupaunar ¢ MaliviMHOTO MISKo carbamazepine MOXe Na JTOBEHE O
BIOIIaBAHE HA CYRATENHNA PeUICKC Y HOBOPOEEHOTO.

4.7. Edexrn sepxy cnocoGrocTTa 32 miopupane u paboTa ¢ MATIEHA.

PeakriBHOCTTA MOXe X2 Obme moBmpma or carbamazepine (Wskcksa ce
BHYIMaHNE IIPH modupane ¥ paboTta ¢ Maruwgs).

4.8. Hexxenanm JeKapcTBeHM PEaKIEH.

B mauanoTo Ha BEUCHHETO € BBE3MOXHO na ¢e Habioaasa aHOpEKCHs, CyXoTa B
yeTarta, rafcHe, ARapad BN KOHCTATIALHA.

Panxo Morar na ce HaOmMOAaBaT CHEIHHTE CTPAHMIBH DEAKIHH: IHABOOOIHE,
BHACHE Ha CBAT, CHBEUIABOCT, YMOpa, aTaKCHs, HAPYIUCHWHS B 3DUTENHATA 2KOMOJAIMS,
HUCTAT'BM, AHITIONHAS], HAPCCTE3HY, Hapesk Ha NONHHTE KpalHuly, rOBOPHA CMYyINCHES.
Tesu cTpamram edexra oOuKHOBEHO 0T3BYY2BAT MEXAY 8 - 14 Jen 6e3 HombIAHNTENH
HaMeca MM Clie BpEMEHHO HaMallsBaHe Ha 103aTa,

TIpu npunarasero Ha carbamazepine ce cr00MABA ¥ 33 CICKHATE NONBIHETEIHH
cTpasyy e(QEeKTH: KOXKHM aISPTIIHM Peakilir, TPECKa, H30IMpat CIyyay Ha nypiypa,
EKCHOIMATHBEH NCPMATHT, MYyMTH(OpMEHa EKCYHATHBHA €pATEMa, (BKIOYHTENHO
cuHnpoma Ha Stevens-Jones), cwmmmpoma ma Lyell, anomeums, nesKonemsd,
TPOMOONMTONCHAA, ArPaHyJNIOITO3a, AYNIACTAYHA AHEMES, CHOPAAH4HO JICBKOLMTO3A,
TpoMOoemO0mEa, OCTpa MHTEPMHTEHTHA HOPDUpHS, XONECTa3a WM NAPEHXMMATO3HA
KBATEHANA, KAaKTO U HapymeHus Ha OpOpeunara QyHkIMs (XeMaryphs, EPOTCHHYDAS
px  popu OnOpeuHa HEEOCTATHYHOCT), YBEIWYEHHE B4 JUMMQHETS B3I,
XHEDORATpHeMEs (HOHSIKOra HpOTHYaNa ¢ NOBpHiNaHe, riasofoime # OOBPKAHOCL);
cnanase Ha T3 u T, xumoxammemus, cuamane Ha 25-xmpmpokcuxonexamiudepon,
HADYIIEHWS Ha HPOBOAUMOCTTA, {[IBNEH aTPHO-BEHTPHKYNApEH ONOK), Opamakapmes,
ferompobua  CBPHXYYBCTBMTCIHOCT (M30MHpaHM CAyY9al Ha  WMETEPCTHIMANHA
DHEBMOHWIA), AaceilTHYeH MEHWHTHT, nepadepHa ecospuodmis, JYHyco-IonobeH
CHHADOM.

TIpy BHCOKHE KO3H ~ TPEMOP, ACTEPUKCHC, XHIICPTORHS MIH XANOTOHNSA, APHTMUAL.

4.9, Iipenozupane

Ilpu ocTpo oTpaBsHe ¢ carbamazepine ce Ha0MIOZaBa: MOBPHUIAHE, HAPYIICHO
CH3HaHHe, TPEMOp, Bh30YAa, KOHBYICHH, KONTO MOTAT Ja HOBERAT Jo KoMa, HONTHCKAHE
HA AWNAHECTO, TPOMEHH B KPEBHOTO HATATAHE, CMYIIEHNUS B CHPACIHATA MPOBOREMOCT,
onurypri. Tepaimsara TpgoBa Aa Oble CHMITTOMATHTHA.

5. PAPMAKOJOTHYHY TAHHAHW e




S.1. ®apmakonnHaMUYHY CBOiCTBA

Carbamazepine npaTexapa PEAUMHEO aHTHKOHBYACakTeH edexr. B nonsnHenve,
TOH TIOKA3BA LCHTPANHO aBTHXOMMHEPIYIHO, CCAaTHBHO H aHTHACIPECHBHO AeHCTBHE,
KaKTO H HEHTPAJICH SHTHARYPETUECH € 2KT.

Carbamazepine ¢ CpefcTBO Ha WHPBM M300p 33 JNEMCHES Ha HEBpAITHA Ha
TPOHIHNA HEPB. AJNKOXONHHAT aOCTHHECHTCH CHHEDPOM C€ OBIA[ABA BCAHATA CJIEK
TIpHJIaraHe Ha carbamazepine.

AntrenuienTHIHEAT edekT Ba carbamazepine ce FBOKH Ha ABa MEXanW3Ma HA
neficteme. OT efpa cTpawe, carbamazepine ce cBLp3Ba ¢ Na xawan# ¥ HPONHIDKABA
TAXHATA WHAKTHBALMSA CHCH JAcrmojapusanys. Tasw wnaxkrusanms Ha Na Kaganm ce
TPOSBABA KaTO HEXMOMIHS Ha BUCOKOYCSCTOTHATE BH30YKNCHUSA HA ACHONAPHINPAHKTE
HEBPOHH, TEIDKAE C& HA TEpancBTHYHE KOHIEHTpauy cartbamazepine. B ponsiHenne
KM TOBa TOCTCHHANITHYHO Aelictue, carbamazepine Ipure)xapa ¥ NPECHHANTHICH
ediekT - Hali-BEPOATHO CBHP3AH C HHAKTHBAIWMA HA NpecuHanTaauare Na xasanm. AnTu-
MaHWHHATE CBOHMCTBA Ha carbamazepine BEPOATHO CC ABIDKAT HA MEXHOHpAINEMAT MY
ediexT BEpPXY MeTabomm3Ma Ha HONIaMIHS B HOpaAPCHANMHEA.

5.2, ®apMaKkoKEHETHIHHE CBOHCTBA

Cren pprnarase Ha e{UHWYHA F033, carbamazepine NpHETEXaBa CPABHHTEIHO
ABIBT TA3MEH TOIyAMBOT (25-65 yaca); clieli IOBTOPHO NPAIAraHe, eNEMABEPAHETO
3auaTenHo mo-6sp3o (12-17 waca) nopapy aBTOMEAYLHHpaHeTo Ha Metabommsma My.
Cremmannata perapmHa ¢opma Ha TabneTiwre MMO3BOIEBA NMOFALDKAHE HA €NHAKBA
IIa3MECHa KOHICHTpalWd IIPH HPHEM exsokparHo mEeBHO. Carbamazepine ce
MeTabonu3aEpa oT YepHEsT Apol U Ce eKCKPeTHpa INaBHO 9pe3 6r6penute.

5.3. IipepnkmuBAaH Janeu 32 6e301acHOCT.

Kaxto 1 ppyr BemecTBa, MHNYNUpAIgd dYEpPHOAPOOHWTE CHIMMH, TAKA H
carbamazepine, IpENAaray BB BHCOKH fo3u (250 mg/kg TENECHO TErNO AHEBHO) B
TMIPOXBIOKCHIEC Ha JIBE TORWHEM, BOXH A0 HO-TECTO PasBATAC Ha XeUaToMH B OCHHrHCHA
TECTHKYNapHA afeHoMH. Hsva CBeAeHWA 32 TAKWBa W3MEHEHHA Y Xopa. TecToBeTe 3a
MyTareHHOCT Ha Carbamazepine E HAKOE OT HErOBATE MeTaboImTE ca HOKasam
OTPHIATENCH PE3YATAT.

6. PAPMAREBTHYEHN TAHHNW

6.1. CuiehbK Ha HOMOLHNTE BENICCTBA M TEXHHETE KOMHIECTBA.

Ammonium methacrylate copolymer, mathacrylate ethylacrylate copolymer,
colloidal anhydrous silica, magnesium stearate, talcum, sodium carboxymethyl
amylopectin, microcristalline cellulose.




6.2. HechBMECTMMOCTH.
He c¢a w3ecTHH.

6.3. Cpox na rexuoct.
60 mecena.

6.4, Coenmasay ycIoBHs 3a ChXpaHeHHe.
Ha Be ce chxpanssa npu Temieparypa Hax 25°C. Jla ce nasu oT CBeTHHHA.

6.5. lansn 33 onakosKarTa.
bmcrepu B onakoska 1o 50 tabneTkw.

7. HOCHATEJI HA TBHPTOBCKATA MAPKA W IIPHTEXATEX BHA
PAIPEIMNEANETO 2A YOHOTPEBA.
Gerot Pharmazeutika, Amethg. 3, A-1160 Wien, Austria.

8. HOMEP HA PASPEHIUTEJIHO (ABCTPHA).
525/1-19.

9. TATA HA WHPBA PETUCTPATIVISL
29.03. 1994

10. TATA HA PEJAKITNS HA TEKCTA (MACTHYHA).
03. 08. 1999.

11. HME M AXPEC HA ITPOUBBONNTE.JIA.
GEROT Pharmazeuntika, Amethg. 3, A-1160 Wien, Austria.

12. CTPAHNA, B KOHUTO JIEKAPCTBEHOTO CPEACTBO E PETRCTPHPAHO.
Apcrpus, Bremrapss, Uexws, Ervmer, Vwrapws, Jluean, Iomma, Pymsmms,
Cunranyp, Cnosaxus, Crosenus, Tyawc, Typoes.

13. THPBA PETHCTPAITHA HA JEKAPCTBEHOTO CPEACTBO
08. 09. 1986, Ascrpus



