KPATKA XAPAKTEPUCTUKA HA TIPOAYKTA

1. WMME HA JEKAPCTBEHMUS IPOAYKT | “W3ITLIHUTENHA ATERUMS 110 JIEKAPCTBATA ]

Kganwa xapa#wm Hé me [EotrOMsHLe 1

Kaonapexc 0,5 mg rabaerku
Clonareks 0,5 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska Tadnerka Knonapekce 0,5 mg ceabpika 0,5 mg kinoHasenam (clonazepam).
[TomoniHM BemiecTBa ¢ M3BECTHO AckcTBue: Beska tabnerka Knonapeke 0,5 mg cpappxka 0,1 mg cpHCET
xwaT0o FCF (E110) u ap.

33 HL.]’IHH}I CHHG'BK HEL HDMDH.[HI/ITE BEH_{EGTBEI, BHH{TE TU‘iKH 6 1

3. JIEKAPCTBEHA ®OPMA

TabOnerka.

Kaonapexkc 0,5 mg Ta0JeTKH ca CBETIO0OPAHKEBU, TNIOCKU TA0NETKH, ¢ ABE OEIUTEIHU YEPTU HA KPBCT OT
eIHaTa CTpaHa U IPaBUpPaHU € JIOrOTO Ha IMPOU3BOAUTEINS OT Apyrara cTpaHa.

TabneTkuTte Morar aa ObaaT pasfc/ieHy Ha ABE/4ETUPU PaBHU TO3H.

4. KJIUHHUYHHU JAHHU

4.1 TepaneBTHYHH MOKA3ZAHHUS

Knonapekc e nmoka3aH IpH BCUYKM KJIMHUYHU GOPMH Ha EMWICTICUS U I'bPYOBE NPU HOBOPOIEHH, JeLa U
BB3pacTH, 0co0eHO abcaHcu (petit mal), BKIOYUTENTHO ATUNUYHKW a0CaHCH;, IIBPBUYHH HJIH BTOPUYHO
reHepaTu3upaHd TOHUYHO-KJIOHUYHM npunaaslu (grand mal), TOHWYHM WIM KIOHWYHHM NpHIANbLH,
mapupaJHy (OTHHIIHHM) TPUCTBIIA ¢ TPOCTAa WIH KOMIUIEKCHA CHMIITOMAaTHKa; pasiIuyHu (opMH Ha
MUOKJIOHUYHM NTPUCTHITH, MUOKJIOHYC U CBbP3aHU aDHOPMHH IBHKEHUSL.

Knonapekc e nokasas 3a jje4eHue Ha MaHUYeCKO Pa3CTPOoHCBO ¢he uau 6e3 aropadodus.

4.2 J10o3UpOBKA M HAYHH HA NPUJIOKEHHE

J031UpOBKa

ﬂeﬂlfiTﬂﬂ HaTa 4CpTa BbPXY TaOJIETKUTE YJIECHsBA IMPUJIAraHeTo Ha MO-HUCKH AHEBHHU JO3H B HAYAJTHHUTC €Tanu
Ha JICHCHHCTO.

Bv3pacmHu




Hauannara no3a He TpadOBa fa Haaxsbpias 1 mg/nuesHo. Tloanspxainara A03a 3a Bb3pacTH 0OMKHOBEHO €
MeKIy 4 1 8 mg.

Hayueumu 6 cmapyecxa ev3pacm

[TanMeHTUTE B CTApYECKA BB3PACT ¢a 0COOEHO UYBCTBHTETHA KbM e)eKTUTE HA LIEHTPATHATE ACHPECAHTH H
MpU TAX MOXKE Ja ce mosasH obopksade. IlpenopbuBa ce HayanHara A03a KITOHApeKC Aa HE HaaXBBHPIN
0,5 mg/nHeBHO.

Tosa ca ofmM OHEBHU H03H, KOHTO TpsOBa a Obiar pasgeNneHM Ha 3 WM 4 NMPHEMA MPE3 ONpEeACTICHH
HHTEPBATH B paMKuTe Ha aeHd. [Ipy HeoOxoauMoCT, 0 DPEICHKA Ha JIeKapsa MOrar Ja ce MmpuiaraT H Mno-
BHCOKH JO3H, 10 MakcHMyM 20 mg nHesHo. KCsM Noaaspikala no3a cleaea a ce MpeMHHE CIEeN 0KOIo 2 10
4 ceaMHULH.

Heouampuuna nonynayus

Hogopodenu u oeya
3a 13 ¢¢ NOCTHIHE OTTTHMANHO JO3HpaHe, Ha OelaTa clieBa a ce Aapar TabseTk ot 0,5 mg.

HavanraTa n103a He Tpsa0Ba Aa HaaBuiasa 0,25 mg/IHEBHO 3a HOBOPOAESHH U MaJIKH Aela (0T 1 A0 5 roauku)
¥ 0,5 mg/nueBno 3a no-roneMu geua. [logappxamara 103a 06MKHOBEHO MONAAa B C/ISAHNA JHaNa3oH:

Jeua B yyuamniiHa se3pact (ot 5 oo 12 roguHy) 3 10 6 mg
Manku geua (ot 1 no 5 roguHH) 1 1o 3 mg
Hopoponaenu (ot O 0o 1 ropunu) 0,5 no 1 mg

[Ipu ompeneneHy GopMH Ha eMHIENCHS B ASTCKaTa BbL3PACT, HAKOM GALIMEHTH HE MOrar ja Oplar nosede
ageKBaTHO KoHTponupauM ¢ KnoHapeke. KOHTponbsT Moxke fa OBle BB3CTAHOBCH C INOBHUIIABAHE HA N03aTa
HIH NpeKbCcBaHe Ha JeueHueTo ¢ KnoHapeke 3a 2-3 cenmuui. [Ipes nepHoaa Ha NPEeKbCBaHE HA JICUEHHCTO
napgpesTeT TpAdBa jga OBJe NMoja HaOMOoJcHMEe M NIPH HEeoOXOAWMOCT, da Ce IMPHIOXKH JICUCHHE ¢ ApPYTH
JICKapCTRa.

HauuH Ha IpUI0KEBUE
JleueHuero Tpsabra ga 3amovuHe ¢ HuCku A03H. Jlosara TpadBa na ce NOBHMINABA IIOCTENIEHHO, NOKATO CC
AOCTUTHE NTOAXOOAIIATA 3@ BCEKH MalUEHT NoLAbpkalla A034.

Hozara npunaraH KnoHapexe TpsOBa jga DBAC KOpUr¥paHa Criopea HHIMBUIYATHHTE HYXXIH Ha BCEKH
TALIKEHT W € B 3aBHCHMOCT OT MHAUBKUIYaIHUd OTTOBOP Ha MpoBexkIaHoTo JeyeHue. [loanppxaiiara no3a
CNEABA Ja CE ONPENess OT KJIMHUYHUSA OTMOROP U MOHOCUMOCTTA.

JHeBHaTa H03a CISABA Aa CE pa3den Ha 3 PaBHH J03HU. AKO JO3UTE HE Ca pa3leeHu NI0PaBHO, Hal-ronsamara
1034 CIIeBA /14 CE NPWIara Beuep npeau 1arade. Cneg Karo ¢e IpeMUHe KbM N0JAbPKALI0 JICUCHHE, THCBHATA
n03a TpAadBa Oa ce npunara eTHOKpaTHO Bevep.

EnHOBpeMEHHOTO TIpHIAraHe Ha IMOBEUE OT €AHO AHTHEIMNICINTAYHO JIEKAPCTBO € 4YecTa NMPAaKTHKa TpH
NICUYCHHE Ha CITHJIETICHS, KOATO MoOKe fa ce mpuiara v npH KnoHapexkc. Mojxe aa ¢¢ HaJIOXH KOPEKUHA Ha
103aTa Ha BCEKU OT NEKAPCTBEHHTE TPOIYKTH 34 NOCTHraHe Ha ONTHMAleH e(pekT. AKO MpH NAalHeHTH,
AEKYBAHH C KJOHA3ernaM, C€ pa3Bde eMWIenTHYEH CTaTyC, MOXe Ja Cc¢ INpPeMHHE KbM TApeHTepaHa
(MHTpaBeHo3Ha) JopMa Ha KIIOHa3enaM 3a KOHTPOa Ha cheroaHueTo. [Ipean fa ce 100aBH KIIOHA3€MaM KbM
NPOBEXKIAHA AHTUKOHBYJICHBHA CX¢Ma Ha JIUGHHE, ClIeABa Ja €& B3eMe MpenBuj, Y€ ¢AHOBPEMEHHOTO
npwiaraHe Ha HAKOJKO AHTUKOHBYICAHTH MOXKE Aa YBeIHWYHM 4YecTOTaTa Ha HEXECMaHWUTE JICKapCTBEHU
pEakuyy.

4.3 IIpoTuBONOKA3AHUA

KJIDHElpeEC € MPOTHBONOKAa3aH Npy HaUHEHTH ¢ U3BCCTHA CBPEXYYBCTBHUTEOIIHOCT KBEM OeH300HA3CIIUHH K
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KnoHapeke He TpsabBa 12 ce W3no/3Ba NMpu MAUWEHTH B KOMa WIM MpH ITAUKMCHTH, 338 KOHTO Ce 3Hag, 4e
310YTIOTPeOABAT ¢ JEKAPCTBA, HAPKOTHLIM WIH AIKOXOIL.

4.4 CneunaaHu npeaynpexRAeHHA H MpeIna3Hi MePKH NPH ynorpeda
ITo Bpeme Ha neUEHHUETO C KNOHA3eNaM MoXKe Ia ce Habmogapa H3BeCTHA 3aryda Ha e(eKT.

YeprodpobHo yepexcoane

Ben3oMa3ennMHUTe MOFaT Aa AONPUHECAT 33 YCKOPEHO pa3BUTHE Ha YepHOApOOHa eHUedanonaTys MpH TEXKO
yepHOAPOOHO yBpexaaHe. Heodxoanmo e cnenuanHo BHHUMaHUe, Koraro KioHapeKke ce Ipuiara mnpu
MalUEHTH ¢ JIEKO Ja YMEPEHO TEXKKO 4epHOAPOOHO YBpEKIAHE.

HHC, ncuxosa u denpecus
Kinonapexke TpsibBa na ce u3nonspa ¢ 0cofeHo BHUMAaHME IIPY NANVCHTH ¢ AaTAKCHAL.

beH301AA3CITUHKTE HE CE NPENOPhUBAT 32 HAYAHO JeueHHe Ha ICHXMYHH 3ad0nABaHHs.

[MauueHTH ¢ aHaMHe3a 3a JeNpecHs 1/ ONUTH 3a caMoybuiicTBo TpsabBa Aa ca noj ¢Tporoe HadnAeHHE.

Muacmenus epasuc
KakTo mpu Besko BelecTBo ¢ notuckamy [[HC w/min MyckyaHO-pefakCHpald CBOMCTBA, € HeOOXOAUMO
0COOCHO BHHMaHHE MPH IPWIOKEHHE Ha KITOHapeKke NpH MalHeHTH ¢ MHACTEHHA IPaBUC.

Eonogpemenna ynompeba ¢ aakoxon/Oenpecanmu va IJIHC

EnHoepeMennaTa ynorpeba Ha Kionapekc ¢ ankoxon unw/u aenpecantn Ha [[HC tpaba aa ce u3bsarea.
Taxapa eHOBpemMeHHA ynoTpeda Moxe A4 3aCHNU KNHHUYHUTE edpekTd Ha KioHapeKe, KOeTO €BEHTYA/IHO
BKJIIOYBA TEXKKA CElalius, KIMHUYHO 3HAYUMA PEeCNnUPaTOpHA W/HIN ChPACUHOCHA0BA ACTIPECHA (BXK. TOUKA

4.39).

Knonapeke tpiadea Oa ce mpuaara W3KIIOUMTEIHO BHUMATEIHO NMPH NMALMEHTH ¢ AHAMHECTHYHH AaHHH 32
310ynoTpeda ¢ ANKOXO0 WIIH HAPKOTHIIY,

Hecuxuynu v napadockanuu ‘' peaxiuu
M3BecTHH ca mapagoCKalHY peakKlHi Kato Oe3MnoKoHCTBO, Bb30yaa, NCUXO03H, HEANEKBATHO MOBEASHHUE H
APYTH HEXXENAHW NMOBSICHYECKH peakliiK NpHy ynoTpeda Ha OeH301na3eNnHH, AKO HACTBITAT TAKMUBA PCaKUXy,
yroTpedarta Ha JeKapcTBOTO TPAOBA aa ce IpeycTaHoBH. [TapaloKcamHy PEaKIKH € N0-BEPOATHO A € MOABAT
IpH A€LA ¥ X0pa B CTapYeCcKa Bh3PacT.

Amruezuq
[Ipu ynorpeba na OcH30AHA3ENHHY B TCPalEeBTHYHH JO3M MOXKE Jla HACTEIM aHTEpOIrpanHa aMHE3usA, Karo
PUCKBLT C€ YBEIUYABA NPH TMO-BUCOKH 03U,

Pecnupamopsu napyuieH s
HosupoBkata #Ha KinoHapeke Tpsadpa 13 ce aganTupa BHHUMATENHO CHPAMO HHIMBHIYaNHWTE HYXXKIH IIPH
HALIMEHTH C MpealecTsao 3adoIABaHe Ha JUXaTelIHaTa CHCTEMA.

Enunencus

Hosnposkata Ha KuioHapekc TpabBa Ja ¢e aganTHpa BHHMATC/IHO COPAMO UHAUBHIYAIHHTE HYXIHM IIPH
MALMEHTH, TTOAMOKEHHUE HA JICUEHUE ¢ APYTH LEHTPanHO IAeHCTBAINM JIEKapcTBa HWIH &HTHUKOHBYJICAHTH
(AHTHCITHIIETITUYHH CPEACTRA).

KakTo ¥ npu apyrure aHTHEITHIENTHIHY JIEKAPCTBEHH MPOAYKTH, JeueHuero ¢ KioHapeke, makap H
KpaTKoTpaiHo, HE Tpsi0Ba Aa Obje BHE3anHO NPEKbCBaHO, KaTO € HEOOXOAMMO NOCTENICHHO HaMasiBaHe Ha
A03aTa OO0 CIOHpaHe, ¢ Ornel Ha pHCKa OT BHE3aleH eIMAUISNTHYeH CTaTyc. Tasu IpeanasHa Mspka €
HeOOXORMMO J1a ce NpeanpuemMa | Npu CHpaHe Ha Jpyr BUI JedeHue, J0KaTo NalHECHTHT
KiioHapekc.
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Hopupus
Knonapexc Tpa0OBa ma ce mpiiara BHUMATENIHO MPH MalMEHTH ¢ IOopdWpus, Thif KaTo MOXKE Aa MMMa
ROpPUPOreHEH edeKr.

Jdexapcmeena 3roynompeda u 3a8UcCUMOCH

Yrnotpebarta Ha GeH30OMa3CIIMHN MOJKe Ia JOBEE 10 pasBUTHE HAa PHU3HYECKA U ICUXKHUECKA 3aBHCHMOCT OT
TE3M JICKAPCTBEHH MPOAYKTH (BK. Touka 4.8). [To-CrielManHo, MpoIBIKHUTEIHOTO ISYEHHEe MK yroTpedara
Ha BUCOKH JIO3H MOXE a JOBeae 10 o0paTUMHK HapyILICHMs, Hanp. QU3apTpus, HApYLIEHa KOOpAKHALIMA Ha
IBHIKEHUATA U HApYWEHHE HA NOXOIKATa (AaTAKCHA), HUCTArbM H HApyIIEHWE Ha 3peHHeTo (IUTUTONHA).
(OCBEH TOBA4, PUCKBT OT AaHTECPOrpajgHa aMHe3Hs, KOATO MOXKEe Ja Bb3HMKHE NpH ynorpebara Ha
OEH301a3eNMHN B TEPANEBTHYHHM 034, C& YBEIMYABA NPY NO-BUCOKUTE No3H. EdekTiTe HA aMHE3HI MOKE
Aa ca CBBP3aHH ¢ HEAACKBAaTHO noBeAcHHE. [Ipu HAKOM QOpMH Ha €NHIEINCHA € BE3MOKHO YBEJTHUCHHE Ha
YeCTOTara Ha repuoBe (BX. Touka 4.8) no BpeMe Ha NPOIBJDKUATENHO JEHEHWE. PHCKBT OT 3aBHCHMOCT
HApacTBa ¢ A03aTa ¥ MPOABIKUTEITHOCTTA Ha JISYSHHNETO. 10H € ChILO NMO-TOIAM | IIPK ITAUYEHTH C aHaMHE3a
34 3MOYIIOTPpeda ¢ ATKOXON B/ HAPKOTULIH.

Cnea Kato BEAHBX C€ pa3BHE (PU3NUECKA 3aBHCHMOCT, BHE3AIMHOTO NPEKPATABAHE HA JICYSCHHETO IIE
C¢ CBLIPOBOXKAA ChC CUMIITOMU HA OTHeMaHe. [1o BpeMe Ha NpOABIKUATETHO JEUYEHHE CUMITTOMH Ha
OTHEMaHe MOXKE J1a C€ Pa3BUsAT CJiel Ib.1bl NEepHO/l Ha ynioTpeba, 0COOSHO MPU BUCOKH J03H UJIH aKo
JHEBHATA 1032 ce HaMa)In ObP30 MK JISUSHHETO BHE3AMHO ¢e IpeyCTaHOBH. CHMITTOMHTE BKJIOYBAT:
TPEMOP, M3TIOTABAHE, BE30yAa, HApYIIEHHA Ha CBHA H TPEBOXKHOCT, rNaBoboine, MyCKynHa O0JIKa,
M3KMIOYNTENHA TPEBOKHOCT, HamnpemeHne, Oe3Mnokoicreo, 00bpKBaHe, pa3ApasHHUTEIHOCT WU
CHUJICNITHYHA FBPUYOBE, KOHTO MOYKE J1a ¢a CBhP3aHH ¢ OCHOBHOTO 3a0oisiBaHe. B TexKH ciydau
MOXE a4 BB3HHKHAT CICOHHUTE CUMNOTOMM. ACpeanu3auus, ACHCPCOHAIM3ALIHA, XHIEPaKy3HC,
CKOBAHOCT YU M3TPBIIBAHE HA KpaliHHLHKTE, CBPBXYYBCTBUTEIHOCT KbM CBETIIMHA, LIYM H (GH3HYECKH
KOHTaKT WJIM XaTOUHHANKH. TBH KaTo pUCKBT OT CHMITTOMM Ha OTHEMAHE € [TO-TOJIAM CJIE]I BHE3AMMHO
IPEYCTAHOBABAHE HA JICUSHHETO, BHE3ANTHOTO NIPEKhCBAHE Ha JIEKAPCTBOTO TPAOBA Aa ce n3barea u
JICYEHHETO (JOPHU M caMo ¢ KpaTKa NpoIbDKHTEIHOCT) TpAOBA a C& MPEKpaTaBa Ype3 MOCTENCHHO
HaMaJIsIBaHE Ha [AHEBHATA 03a. PUCKBT OT CHMITOMH Ha OTHEMaHE C€ YBEIUYaBsa, Koraro
OCH30IHA3EIIMHUTE C€ U3IION3BAT 3a¢AHO C JHEBHH CeJaTHBH (KPBCTOCaHa TOJEPAaHTHOCT).

CTapyecka BE3pacT

OapMaKOIOTHYHUTE ePekTH Ha OCH30AHA3SNHHATE Ca MO-U3pa3eHy MPH IalHeHTH B CTap4ecka BB3PAcT B
CPaBHEHHMC C TIO-MJaAW BB3PACTHH, AOPH OPH €AHH U CBIIM ILIA3MEHH KOHIIEHTPALMH, BEPOATHO NOpaad
CBBP3aHH ¢ BB3pacTTa IIPOMEHH BBEB B3aUMOOEHCTBUATA JEKAPCTBO-PELECIITOD, NOCTPEUETITOPHH MEXAHU3MH
H OpraHHa GYHKUMA,

[ lennaTpUIHa DONYJIALKS
[Ipn kepMadeTa ¥ Manku geua KiloHapeke MOKe 1a RPUIMHH YBEJTHYECHA CEKPELIMA Ha CTIOHKA H OpoHXHalleH

cekpeT. [lopanu Tosa, TpadBa 1a ce 0O0BpPHE CEUMATHO BHUMAHUE 33 HOAIbpKAHE Ha NPOXOIHMOCTTA Ha
OVXATEJITHUTE OBTHILA,

Kronapexc 0,5 mg mabaemru cvovpaucam oyeemumens cwrcem xevame FCF (E110), koiito Moxe na
NMpenU3BUKa ATEPIHYHH PeaKIIHH.

4.5 B3auMopeicCTBHE € APYrH JeKaPCTBEHH NPOIYKTH H IpYrd (popMH Ha B3anmoaeiicTBHE

KnoHapekc Moxe Ja ce npunara e€JHOBpPEMEHHO ¢ €JHO HIH IIOBeYe AHTHEIMWIENTHYHH JIEKapCTBa.
BeposaTHoCTTa 33 (papMakOKHHETHUHW B3aMMOICHCTBHA ¢ Te3H JICKapcTBa € Majka, Burhpeku ToBa,
I00aBIHETO HA OILE ENHO JICKAPCTBO KEM CXEMATA Ha JCUeHHE HA MALMEHTA TpIOBa ja BKIIOYBA BHMMATEIHA
OLICHKA Ha MTOBJIHABAHETO OT JIEUSHHKE, 3RI0TO € MO-BEPOATHO Aa HACTLIAT HEXKENAHH PEAKIINH, KaTO CCAanu

H anatud. B TakuBa crnyuay mo3aTa Ha BCEKM OT JIEKAPCTBEHUTE IIPOAYKTH TpAOBa Aa ObAe xopurupaHa 3a
MOCTUTAHE HA ONTUMAJIEH e(peKT.

DapMAKOKUHEMUYHI TEKAPCMBEH U 83AUMOOEHICMBUS
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AHTHETUNETITHYHH JICKapeTha deHuTouH, GeHobapduTan, kapbaMa3enuH, TaMOTPHKHH U B TTO-MaJIKa CTereH
BAIpOaT, MOraT Ja IMOBHIIAT KIHPbHCA HA KITQHA3ENaM, Karo I0 TO3M HAYWH HAMANABAT IUIA3MEHHUTE MY
KOHUCHTpALHHK ¢ 10 38% Mo BpeMe Ha KOMOHHUPAHOTO JIeYEHUE.

Knonasenam uMa noreHuyal fa siusie BBPXY KOHLEHTpaiMuTe Ha (eHuToWH. Tlopamd ABYMOCOYHOTO
€CTECTBO HA B3aUMOJICHCTBHETO KiIOHA3ena-QeHUTOMH, HUBAaTA Ha (GCHUTOMH OCTaBaT HENPOMCHCHH,
NOBHIICHH HIH IIOHWXKEHH NPH €HOBPEMEHHO NMPWIoKeHUe ¢ KIoHapeKc, B 3aBUCHMOCT OT MPWIOKECHHETO
1 0COOEHOCTHTE HA MAIHEHTA.

KnoHaszenam caM nio cebe ci He HHOYIUPa eH3UMHTE, YIACTBAIIH B COOCTBEHHA My MeTabonu3sM. EH3UMHTE,
ydacTBall¥ B MeTadolM3Ma Ha KIOHA3enaMm, He ¢a fCHO HOeHTHOHIMpaHH, Ho Bkmousar CYP3A4.
Wixuburopure Ha CYP3A4 (uHanmp. duiykoHazon) Morar fa HapyumiaT MeTaboMH3Ma HA KJIOHA3EmaM W Ja
DOBEOAT [0 MMOBHIICHHE KOHUEHTPALHH U e(eKTH.

CeneKTHBHUTE HHXHOUTOPH Ha 0GPAaTHOTO 3aXBalllaHe Ha CEPOTOHHHA CEPTPATHH 4 (PIYOKCETHH HE
OBNHMABAT (PAPMAKOKMHETUKATA HA KIOHA3€EIaM, KOraTo ¢e [IpUIaraT €IHOBPEMEHHO C HEro.

DapmakoOuHAMUNHU NEKaPCMEeH U 83auUModelicmena
KoMOWHHpaHeTo Ha KIOHa3emaM ¢ BaINpoeBa KHCEIHHA MOXE MOHSIKOra 3 [peau3BHKA
ENUJICNTHYEH CTATYC petit mal (Manky npunageLn).

Moxe dd Ce Hﬂﬁﬂiﬂ,ﬂﬂﬂﬁT H 3acH]JICHH HCKCIAHHU pEeaKlUHHU, KaTo C€aluiad H KapIHOPECNHPATOPHA
ACHPCCHs, KOraTO KiloHa3cnam c€ npuiara CAHOBPCMCHHO C ACITPECAHTH HA IICHTPAJIHAaTa HCPBHA
CHCTCMA, BRIIDUYHTEITHO aJIKOXO.T.

[1py KOMOHHMpaHa Tepanus ¢ IeKapcTBa ¢ LEHTPAITHO NEHCTBHE, A03aTa Ha BCAKO J1EKAPCTBO TPAOBa
la C€ KOPHTHpa, 33 1A € TIOCTUTHE ONTUMAJIEH eeKT.

4.6 @eprnauTter, OPeMEeHHOCT H KbpPMEHe

bpeMeHHOCT

[peaknuHUYHNTE IPOYYBAHHMS [PH >XMBOTHH €A T[IOKA3ATH PENpPOAYKTHBHA TOKCHYHOCT W TOKA3ZaHHUTE
Pe3yNaTH HE W3KNKOYBAT Bh3MOXKHOCTTA K/IOHA3eNaM Aa MPSOH3BHKBA MOABATa HA BPOJACHU MaldopMaliii..
EmaeMHoNOrHIHATE OUEHKH ITOKA3BAT, Y€ HMMa JAHHH, CHopel KOHUTO MOXe Ja Ce IIpHEMe, dYe
AHTHKOHBYJICUBHUTE CPEACTBA ACHCTBAT TePaTOreHHHO. B ChUIOTO BpEMeE MyOIUKYBAHUTE EMTUAEMUOIOT HIHH
JIaHHH HE NaBaT BB3MOXHOCT Ja Ce NPELEeHH KOH JeKApPCTBa WIH KOMOMHALMM OT JIEKAPCTBA NMPUYNHSBAT
fe(PEKTH B HOBOPOAEHOTO. BE3MOKHO € ¥ ApyrH (akTOpH, HAIP. FEHETHYHH, WIH CAMOTO EMMISITHYHO
CBCTOSIHHE, [1a WrPAsiT TO-CBINECTBEHA pOsl OT MEAHKAMEHTO3HOTO JIcueHHe 32 GopMUpaHETO Ha Ae(eKTH
npu paxaaneTo. [1Ipu Te3n o0CToATENCTRA ICKAPCTBEHKAT NPOAYKT TpAOBa 1a Ohjie H3MOI3BaH NP OPEMEHHH
KEHH CAMO aK0 €BEHTYyalHaTa 10134 3a MalKaTa IIpeBHLIaBa PHCKa 3a IIOA.

[Io BpeMe Ha OpEMEHHOCT KIOHA3eNaM MOXKE Oa Ce [PHIAra caMoO [IPH KATETOPHYHH HOKA3AHMI,
[IpunoxenneTo Ha BUCOKH A03Y B TIOC/IEIHUTE TPH Mecelia OT OPEMEHHOCTTA HIIM N0 BpEME Ha PaKaaHe MOXKE
14 TIPEAU3BHKA HAPYLICHHA B CbPACYHMS PUTBM Ha HEPOAEHOTO AETE€ WIH XUITOTEPMHA, XUIIOTOHHUA, JICKA
(popMa Ha MOTHUCKaHe HAa NWINAHETO W HE3aAOBONMTENHO XpaHeHe Ha HoBopomeHoto. Tpabpa ma ce HMa
MPeABKL, Ye caMaTa OPeMEHROCT; a U PA3KOTO MPEKBCBAHE Ha JIGUCHHETO, MOTAT Aa MPHYHHAT 000CTpAHE Ha
eIAIEIICUATA.

MMa eIMHUYHH Clty4ad Ha CUMTIIOMU Ha OTHEMAaHe IIpd HOBOPOAEHH ClIef ynoTpeda Ha 6eH30AMA3EHHH.

KupMeHe
Behpekn ye caMo Manky KOJMHMUECTBA KJIOHA3ENaM MPEMHHABA B KEPMATa B, JKEHHTE, KOUTO IIPOBEXAT
JICYCHHUE C TOBA JIEKAPCTBO, He TpsadBa Oa KbpPMAT. AKOQ CbLIECTBYBAT KaTerOPHYHM
PWIOKCHHETO HA KIIOHAapeKe, KbpMEHETO TPsOBa Na ¢e MpeyCTAHOBH.
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4.7 EdexTH BbpXY cniocoGHocTTa 332 modupane H paGora ¢ MAIIHHH

JlopH ako ce mpHeMa Cropen ykasaHusTa, KIOHA3ENaM MoKe Aa 3abaBH peaKLIMHTE J0 TaKaBa CTEIEH, Yye 4a
NoBMHAE HA CIOCOOHOCTTA 32 wodupare Man paboTa ¢ MamMHU. To3H eeKT Ce YCWIBA IIpH ynoTpeda Ha
AJTKOXOI.

ETo 3awo wodupaneTo, paborara ¢ MaluMHU ¥ APYTHM ONACHU OeHHOCTH TpAOBAa KaTO LANO 1a ce m3bsrear,
0CODEHO B MEPBHTE HAKOIKO JHU Cled 3alousaHe Ha jedeHHeTo. Peienuero Tpadsa Aa ObAe B3eTO OT
NeKyBallnAd JICKap W Ja ¢€ OCHOBABa HAa WHIHBHIYAJIHOTO TIOBJIHMABAHE Ha NAalHEHTa OT JICUCHUETO H
H3M0J3BAHATA AO3HPOBKA.

4.8 Hexenanu ekapcTBEHH peakuHH
TabnHuer cNHCEK Ha HeXENAaHUTE peakLuu

B Tabnuua 1 mo-gomy ca npeicraBeHu JaHHH OT 3 Iiane6a-KOHTPOTHPAHH KIIMHAYHK H3UTBAHHATA,
BKJIIO4Ban# 477 naupueHTH Ha aKTHBHO J1eyeHue. BmoueHH ca HexxelaHH peaKilMH, PR3HUKBAIIH ¢ YeCTOTa
>5% OT TIALMEHTUTE B [OHE €IHA OT IPYINTE HA AKTUBHO JICYEHHE.

Tabnuua 1 Hexenanu peaxuuu, HACTBIIBALIH IPH >5% OT NALHEHTHTE ¢ TAHWMYECKO pa3CTPOCTBO B Hall-
MAaJIKO €1HA OT TPYIHTE Ha AKTHBHO JICUEHHE

Hexxenana peakuns Maaue6o (%) 1 no <2 2 1o <3 >3 mg/IHEBHO
(n =294) mg/nHeBHO (%) | mg/aHeBHo (%) | (%) (n =233)
(n = 129) (n = 113)

CEHEHIUBOCT 15,6 429 58,4 54,9
['naBoGonue 248 13,2 15,9 21,3
HUudpexuna va ropuure 95 11.6 12.4 11.9
IHXATENHM NBETUINA

YMopa 5,8 10,1 8,8 9,8
[pun 7.1 4.7 7.1 9,4
Jetnpecns 2.7 10,1 8.8 9,4
CBeTOBBPTEXK 5.4 5,4 12,4 8,9
PazgpazHuTenHOCT 2.7 7.8 5,3 8,3
be3cnHue 5,1 3.9 8.8 8,1
Araxcus 0,3 0,8 4,4 8,1
Jaryda Ha paBHOBeCHE 0,7 0,8 4,4 7,2
[‘agene 5,8 10,1 9.7 0,3
HapyuieHa KoopaHHaLUs 0,3 3,1 4,4 6,0
3aMasiHOCT 1,0 1.6 6,2 4,7
CHHY3HT 3,7 3,1 8,0 4,3
HapyHieHa kOHUEHTpaIHA 0.3 2,3 5,3 3,8

B radmmua 2 ca u3bpoeHn HexeNaHu NeKapeTBEHH PEAKIIHH IPH BCHYKH [I0Ka3aHus, ChOOILIEHH B YCIOBUATA
Ha TIOCTMAPKETHHTOBa ynoTpeda.

Tabauua 2 Hexenanu peakuuu 01 nocTMAPKETHHIORA YIIOTpeda

CHCTEMHO — OpraHeH Kiac HexenaHa peaKUys YectoTa
Hapywenusa na umynnama ANMEpruuHy peakLivu; HewussecTHa
cucmema Anapunakcua
Heuxuunu Hapyuwenua* EmouyoHanmHE pascTpoiicTBa 0 HemnsBecTHa
[IPOMEHH B HACTPOSHHETO;
OO0LPKaHOCT, Ie30pHeHTalUS
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Henpecua*; Ilapanokcanuu
peakuun*: 0e3MoKoHCTRO,
BE30Y A, pa3ipasHUTENHOCT,
arpecUBHOCT, HEPBHOCT,
BpaXXIcOHOCT, TPEBOYKHOCT,
HapylICHUS HA ChHA, 320y a4,
THAB, KOLIMAPH, MaTOJIOTHIHH
ChHUIIA, XAMIOIHHALUH,
TICHXO3H, XHUIIEPAKTHBHOCT,
HeaJeKBATHO ITOBEACHHUE U IPYTH
HEXEe/IaHK TOBESICHYECKH
peakuyu; [TpoMenu B THOUIOTO;
3aBUCUMOCT U CHMITTOMH HA

- OTHEMAHC

Hapywenus na nepenama - HapyieHna koHlUeHTpaunua®, HewzeecTHA
cucmema®* - CBHIHBOCT®
JadaBeHH peakluu®,
- MyCkyJIHa XUITOTOHHUA *;
3aMasHOCT™;
. ATaxcHs*:
[ 'mapobonus;
Junzaprpus®;
HaMmanena KoopauHalHA Ha
NBIKeHUATA*;
AHTEpOrpaagHa aMHE3HA™,;
AMHe3ug*
YBeIHUESHAa YeCTOTa Ha
NPUCTBIIUTE*,
HUCTArBM
Hapywenus na ouume HapviieHHud Ha 3peHUETO HewuspecTHa
(aunnonusg)*
Hapywenua na endoxpunnama Henbiie npexaeBpeMeHeH HenssecTHa
CUCIEMQ nyoeprer™*
Copoeunu HapyuteHus CepreuHa HEAQCTATbUHOCT; HenzpecTRA
CbpaeyeH apecT
Pecnupamopuu, 2pvoru u PecriupaTopHa aenpecua™; HemspecTHa
MeQUACMUHANKY HapYyulenua * Xunepcanupagusa**;
[Topuiena OpoHxuaHa
| CeKpeuma* ¥
Cmomawmno-upesnu napywenus | ajene; HewssecrHa
Ennracrpanes guckoMpopr
Hapywenws na koxcama u - YpTukapus; HenzsecTtHa
ROOKOJNCHAMA MBbKAaH Cbplex;
O0OpuB;
ITpexoaona amoonenus;
IlpoMeHH B MUrMEHTaluATa
Hapyuwenust Ha MYcKyHo- Myckynaa cnadocr*® HeussectHa
CKeaemuama cucmema u
CHEOUHUMENHA MBHKAH
Hapyuenus na 6vbpeyume u HMukoHTHHEHLIMA Ha ypUHA HeussecTHa
RUKOYHUME NoMULYA
Hapywenusa Epektunna auchyHKOHA HeunspectHa

HABBIAPOUIBOOUMERHAMA
cucmema u cepoama




Obwu Hapywenus u echexmu na | YMopa* HeussecTHA
MACMOMO HA RPWIONCEHUE

Hscneosanus Hamanen 6poit Tpombonnte HersBecTHa
Hapanasanus, ompaesnus u [Taganuga*; HeunzpecTHa
YCAOMCHEHUA, BbIHUKHATU 8 DapxTypu*

| PE3YAMant Ha uHmMepEeHyuU

*Bixre ,,Onvcanve Ha U30paHy HexxeaHy Peakiun® mo-goay
** Bwxre , JleapatpuyHa nonyaanus® no-goay

Ondcanne Ha H30paHU HEXENAHH PeaKLH

[Icuxuunu Hapyuienus

[Ipn mauueHTn, nexyBaHM ¢ KioHapekc, MOXe @ ce MOABH IenpecHs, HO TS MOKe Ja ¢ CBhp3aHa H C
OCHOBROTO 3ab0JisiBaHe.,

IlapagoKcanHy peakuuy € Mo-BEPOATHO Aa C& NOABAT MPH JISLA K X0pa B CTap4yecKa BB3PacT. AKO HaCTHIIAT
napafoKCalHHi peakliH, ynotpedara Ha Knonapeke Tpadea n1a ce npeyCcTaHOBH.

Hapywenus na nepsnama cucmema

Moxke na ce HabroaaBar: HapyuleHa KOHIEHTpAlMs, ChbHIMBOCT, 3a0aBEHH peaKilMui, MYCKYTHA XHIIOTOHMS,
3aMasHoOCT, aTakCHsd. Te€31 HexenaHy peakiii Bb3HUKBAT CPABHUTE/IHO YeCTO, OOMKHOBEHO Ca MPEXOAHH U
H34E3BAT CIIOHTAHHO B X0/ HA JISUCHUETO, WITH TIpH HaMaJIABAHE Ha /103aTa B HAYanOoTO Ha JICUCHHETO.
Moxke na HACTBIAT OOPATHMH HAPY LLISHHWS KaTo AH3apTPHA, HAMalleHa KOOPIWHAIMSA Ha ABIDKCHUATA, aTaAKCHS
K HUCTarbM, 0COOEHO NPH NMPOLBIDKUTENHO JeYeHHE W BUCOKH Jo3u, [lpu ynorpeba Ha OcH3onna3eNnuHY B
TEpanEBTUHHN N03H MOXKE J1a HACTBIM aHTEPOrpaJiHa AMHE3Hs, KaTO PUCKBT C€ YBEMUYABa C NOBUILIABAHSC Ha
103aTa. AMHECTUYHWTE ePeKTH MOKE [1a Ca CBhP3aHU ¢ HEQIEKBATHO MTOBEACHHE.

[1pu HAKOH POPMH Ha SMUIEICHA € Bb3MOMKHO Aa €€ [IOBUIIH Y€CTOTATa HA MPUCTHITNTES [PH IMPOABIAKKTCIIHO
ACUCHHE,

Hapywenua na ovume
Moske I1a Bb3HHKHAT O0OpaTUMM HAPY LIEHHUA HA 3PSHUETO (IUILI0aM), 0COOSHO MPH NPOIBIKUTENHO JICHCHUE
W BUCOKH JO3H.

Pechupamopnu, 2pvOHy u MeOuacmunaIny HAPYIUeHus
Moske 1a Bb3HUKHE MTOTHCKAHE HA AUIHAHETO, 0COOSHO MPY HHTPABEHO3HO MPUMOKEHHE Ha KITOHa3enam, Tasu

HeYeMaHa peakUMs Moxe Aa Oble yTeKHEHa OT CBIIECTBYBAIA OOCTPYKIMSA HA AUXATENHHTE NBTHILA,
MO3bUYHO YBpeKIaHe, WM NPU MPUIOKEHUE HA APYTH IEKapCTBa, KOMTO AOTHCKAT auinadeTo. [1o mpasmio,
Ta3d PCakUud MoXe ga Obae uzberHara 4ype3 BHHMATETHO KOPHTHpaHe Ha [03aTa B 3aBHCHMOCT OT
WHIAWBHIYATHUTE 0CODEHOCTH.

Hapywenusi na MyCKYAHO-CRENCIMHAMA CUHCIMEMA U CHEOUHUMETHAMA MBKAH

MycKyJiHa ¢naboCT Karo HeXXenaHa peakiyd ce HabliozaBa CpaBHUTEIHO Y€CTO, OOMKHOBEHO € IIPeXO0AHa U
M34Ye3Ba CIMIOHTAaHHO B XOJAa Ha JICUCHHETO WIHM INpH HaMajidBaHe Ha no3ara. Moxe ga Opae 4acTHYHO
NpeIoTBpaTeHa upe3 IMOCTEIIEHHOTO [TOBUHIABAHE HA JI03aTa B HAYAIOTO HA JISUEHHETO.

Obwu Hapywerus U eghexmu Ha MACIONIO HA NPUROICEHUE
YMopa KaTo HexenaHa peakiuus ce HaONonaBa CPABHUTENHO 4eCTO, OOMKHOBEHO € IIPEeXOJHA W H3Ye3Ba

CIIOHTAHHO B X04a Ha JICHCHHUETO HI1H [IPU HAMAISIBAHC HA J03ara. Moxe na ObAe YACTUYHO NnpeaoTBpaTCcHa
qpE3 IIOCTCIIEHHOTO INOBHLIABAHE HA 1033Tda B HAYAJIOTO HA NCUCHHETO.

Hapansganus, Ompasanua u YCIoXCHeHUS, 8b3HUKHAAU 8 PE3VIMAM HA UHIMEPEEHYUN
FiMa chobnienns 3a nanasus W QpakTypu Npy JIMOA, KOMTO IpHeMaT GeH3oanasenudi. PUCKBT ce MoBHIIaBa
IpH €IHOBPEMEHHAa YMoTpeda CbC CeXaTHUBU, BKIMYMTEIHO aNKOXOMHHM HANMWTKH, KAKTO H MpH XOpa B
cTap4yecka Bb3pacT).

[lennaTpyyvHa nonyJjamnus




HMma cvo0lieHMs 3a U30NUPaHH ciy4ad Ha o0paTHMO HPEXAEBPEMEHHO PA3BHTHE HA BTOPWYHH MONOBU
Oenesn npH gena (HemuieH npexkaeBpeMereH myfbeprer).

[Ipy kepMaveTa W ManKy Jeua MOTaT Aa Bb3HHKHAT IOBHINCHA CANHBAIlA HWIH OpOHXHATHA CEKPELHA.
llopanu ToBa, TpsabBa na ce oObpHEe CHENHATHO BHUMaHWe Ha NOJIBPXKAHETO HA MPOXOAUMOCTTA Ha
AMXATETHUTE ThTHIIA.

CH00LIaBaAHE Ha MONO3APAHN HEXEaHY PeakUnH

CpoOIaBaneTO HA IIONO3UPAHH HEXETaHH PeaKUMM ¢Sl PaspellaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MpOAyKT € BaxHO. ToBa Mo3eonssa Ja NpOABKH HAOIIOAEHHETO HA CHOTHOLUEHHETO MON3a/pPHCK 3a
JICKAPCTBEHHA MPONYKT. OT MEIULUHCKUTE CTCIHANHCTH ¢€ W3HCKBA Aa ¢hOOINABaT BCAKA MOJ03HMPaHa
HEXENMAHA peaKIlus Ype3 HallMOHANHA CHCTEMA 3a ChoDIaBane:

HanpiHuTENHA areHLisA no JIeKapeTBaTa

yi. ,Jdamas I'pyes” Ne 8

1303 Codun

Ten.: +359 2 8903417

yeOcaliT: www.bda.bg

4.9 [Illpeao3npane

Cumnmomu

benzonnasenuuuTe OOMKHOBEHO NpPEAW3BMKBAT CBHIMBOCT, AaTaKCHd, JAM3apTpUA H  HHCTATHM.
IIpenosupanero Ha KiToHApPEKC PAOKO € ;KHBOTO3aCTPAIABALLIO, 4KO IEKAPCTBOTO CE NPHEMAa CAMOCTOATENHO,
HO MO J1a NOBEAC OO ape(JICKCHs, anHEs, XHIOTOHHA, KapIHO-PECTAPATOpHA HENpecHa H Koma. AKO
BB3HHKHE KOMa, TSt OOMKHOBEHO MPOab/Kasa HAKOIKO Yaca, HO MOKe fa ObAe mo-MpoTpaxipaHa ¥ OUKIHYIHA,
0COOSHO IIPH MALIMEHTH B CTAPUECKa BE3pacT. [IpH MauMeHTH ¢ MOBHILEHH TUIa3MeHH KOHUEHTPALMH MOXe
Ja ce HaOmogaBa MOBUINEHAa YeCTOTa Ha I'bpuoBe. TToTHckaluTe edekTH Ha OeH30[HA3CMHHUTE BBPXY
OULIAHETO Ca MTO~-CEPHO3HH NPH NMALIWEHTH ¢ pecIHpaTopHO 3a00IABaHE.

ben3oauazennHuTe 3acuUnBaT EEI}E[{THTE! Ha AOpPYIUTE JOENpECaHTH HA ULICHTpPAJIHATa HCPBHA CHCTCMA,
BKJIOYHTEIHO aJIKOXOJI.

Heuenue

[Ipocrenssar ce XKU3HEHHTE NpPU3HALM Ha [IALMEHTA M C€ NpPENpPHEMAT TIOJIBPKAIM MEPKU CIOpPEN C
KJIMHHYHOTO ChCTOAHHE HA nauueHTa. [lo-cneynanto, magueHTHTEe MOXKE Ja ¢& HYXAa4T 0T CUMITOMATHYHO
ICYCHHE Ha KAPIHO-PECTIUPATOPHHTS eDeKTH WK e()eKTHTE BLPXY USHTPATHATA HEpPBHA CHCTEMA.

llo-HataTslHaTa abcopbums Tpadsa ga ce mpenoTBPaTH IO MOIXOIAL HAYHH, HANp. NEYEHHE C aKTUBCH
BhIiieH A0 1-2 4aca. AKO ce H3II0J3BAa AKTUBEH BBIVIEH, a0COMIOTHO 3aIb/DKMTEIHAR € 3alydTara Ha
AUXATENHNTE MbTHUIA IIPU CHHIWBH NalKdeHTH. B cliyyad Ha CMECEHO OTPABSHE MOXE JIa C€ MMa MpeaBHA
CTOMaIIHA NPOMHBKA, HO HE KaTO PyTHHHA MApKa.

Ako aenpecusara Ha [fHC e texxa, Tpsa6sa na ce uMa npensun yrorpebaTa Ha GiryMaseHIUT, GEH301HA3CTTHHOB
aHTAroHUCT. ToH TpAOBA 14 ce npuitara caMo B YCIOBUATA HA CTPHKTHO HabmoaeHue. MMa KpaTeK IOy KUBOT
(OKONO Yac), MopaiH TOBa MAUMEHTHTE, HA KOWTO € MPWIOKEH GIyMa3eHu, Tpabsa ja ce mpocneasaBat ciea
OT3BYYaBaHe HA HeroBUTE eekTH. DryMaszeHW! TpabBa ga ce npuiara H3KMIOUHTENHO NPeRNa3iuBo MpH
CAHOBPEMEHHOTO TIPHNOXKEHUE HA JICKAPCTBA, KOUTO HAMANIBAT TbPUYOBHE nNpar (Hanp. TPULHKIHYHH
AHTHIENPECAHTH). 3a NONBIHHTENHA HH(OPMAIIMA OTHOCHO MPaBHIHATA yHOTpeda Ha TOBa IEKapCTBO, MOJL
OTHECETE C€ KBEM KPAaTKHTE XapPaKTEPUCTHKH HA NPOIYKTHUTE, CEOBPKALIK QyMa3cHUN.

Brumanue

[IpunokeHHeTo Ha (JIyMa3eHHn HE € [OKA3dH [P MAlMEHTH ¢ CIIMIENCHS, KOMTO ¢a JEKYBaHH C
OeH30Ma3eNHH. AHTATOHM3HPAHETO Ha OEH30JHA3eNMHOBHA e(eKT MOXKE Ja NMPOBOKKUPA I'bPUOBE TIPH
MalHEHTH C eHIeNnCH.

5. GAPMAKOJIOTHYHU CBOMCTBA




3.1 @apMakoagHHAMHYHH CBOICTBA
(dapMakoTepanesTH4Ha rpyna: benzoauazenurosr npou3soaan, ATC koa: NO3AEOI

KnoHazenaMm HemMoHCTpHpa (papMakoIOTHYHM CBOMCTBE, XApaKTEepHU 3a OEH30OHA3CNHHHTE H BKIKOYBAT
aHTUKOHBYJICHBHO, CeaTUBHO, MUOPETAKCHPALIO U aHKCHOJIATHUHO JCHCTBHE.

LleHTpanHOTO nNelcTBUE Ha OeH30IMa3eNHHHTE Cc€ MeawMpa upe3 ycuiasaHe Ha GABA-epruvHara
HEBPOTPAHCMHCHA B HHXUOUTOPHUTE CUHANCH. B MpHCheTBHeTo Ha Gersoanasenuun apHHHTeTeT HA GABA
pELENTOpa 32 HCBPOTPAHCMHUTEPaA CE YCUIBA Ype3 MOJNOKUTENIHA aloCTepHiHa MOIYIalnd, KOETO BOAH 1O
3aCHIIEHO JeicTBHE Ha ocBoOoaeHaTa GABA BBpPXY MOCTCHHANTHYHHA TpaHCMeMOpaHEeH ITOTOK Ha XJIOPHH
HOHLL.

MMa fpaHHK OT NpOYYBaHUS C KMBOTHH, KOHUTO IOKA3BaT e(eKT Ha KIIoOHA3enaM BbpXY CEpOTOHUHR. JaHHHTE
Npy XHBOTHH H eNIEKTpocHUedpanorpapckuTe HU3caeABaHUA [IPH XOpd MOKa3BaT, Y€ KIOHA3enaM MOTUCKA
MHOI'0 OT BUIOBETE MAPOKCH3MANHA AKTHBHOCT, BKITIOUHTETHO IIMKOBETE W BhIHHTE npi abcancH (petit mal),
OaBHH MHK-BBJIHA, TUKOBE C TEMIIOpaHA ¥ ApYTa JOKANK3ALUA, KaKTO U HENIPAaBIIHHTE NUKOBE U BBIHU.

['enepamusupadure npoMmeHd B EE[T ce moTHckar oT KJoHasenam no-a00pe B CpaBHEHHME C OIHMIHUTE
aHoMank. Crnopes pe3syaATATHTE OT Te3d NPOYUBAHMA, KIOHA3eNaM WMa OmarompuATeH e@ekT npu
reHepajau3dpaHa ¥ OrHUIIHA CIIHIEIICHS.

5.2 dapMaKOKHHETHUYHH CBOHCTBA

Abcopbuus

Cnen nmepopanno MpuiIokeHue kioHasernaM ce abcopOupa nHanbiHO W O0Bp30. MaKcHManHa Na3sMeHa
KOHLICHTPAIIHA Ha KIQHA3€maM TIpu NOBEYETO CAyYaH c€ AOCTHra eAuH QO YETHPH 4aca C¢jel nepopancH
npHeM. AGCOpOLUOHHMAT MONYKUBOT € npubiu3dTeHo 25 MHUHYTH. AGcomoTHaTa OHOHAMHYHOCT € OKOJIO
90% ¢ rosiemMu pasnvKy MeXIY HHIUBUIHNTE.

[1a3MEeHHTE KOHLUECHTPAIMKM Ha KIOHA3elaM B CTAlIMOHAPHO CBHCTOAHME NPHU CXEMA Ha NPUNTATaHe BeJHBXK
ILHEBHO €a 3 IbTU NO-BUCOKH OT Te3W CI1ej eAMHUMHA NepopaiHa xo3a. IIporHozHpaHydTe ChbOTHOIICHHA Ha
KyMYJHpaHe 3a CXEMHTE Ha ITPMJIaraHe ABa (ThTH W TP IBTH JTHCBHO ¢a ChOTBETHO 5 M 7. CneJl MHOrOKpaTHA
MEpPOPaHK 034 OT 2 mg TPH IbTH JHEBHO CTAIIMOHAPHHUTE MNNAa3MeHH KOHUEHTPALIMHA HA KIOHA3¢naM IIpean
ro3ara ca cpemHo 55 ng/ml. CHOTHOLIEHRETO TAa3MeHa KOHLIEHTPAUKSA-03a HA KJIOHA3€lIaM € JIMHCHHO.
TapreTHUTE AaHTHKOHBYJICHBHH IMIa3MeHH KOHLEHTPAlMH Ha KnoHasenam sapupat ot 20 10 70 ng/ml. Texkn
TOKCHUYHH ¢(EKTH, BKJIFOUHUTCITHO TTOBHIIEHA YECTOTa Ha I'bPUOBE, C& Pa3BUBAT MPH NOBEYETO MALHEHTA ChC
CTALMOHAPHU IUIa3MeHH KoHUeHtpauun Hazx 100 ng/ml. IIpy mauweHTH € MAHHMYECKO Pa3CTPOMCTBO

e(PEKTHBHUTE KOHLEHTPALMY Ha KJIOHA3EMaM 3a HaMaJIABaHe Ha 4eCTOTATA HA MAaHWYECKHTE aTaky ca OKOJIOo
20 ng/ml,

PasnpeaeneHue

KnonasenaM ce pasnpenend MHOro Obp30 B pa3NHYHATE OPraHd U THKAHHU, ¢ NPEHMYIIECTBO B MO3BYHUTE
CTPYKTYPH.

[lonyxuBoTBT Ha pasmpenencuue ¢ npubnamsurendo 0,5-1 uac. O0eMbT Ha pazmpeneneHue e 3 1/kg.
CBBP3BAHETO € MNA3MEHHTE NPOTEUHH € 72-86%.

broTpanchopManm

KnonazenaM ce MeTabonusmpa eKCTEH3NBHO Ype3 peAyKUHA Ha 7-aMUHO-KNOHA3€ENaM 1 9pe3 N-aleTHIHpaHe
10 7-aneramupo-kionazenam. HaGmropasa ce w xuppokcunupade npu C-3 mosumut. YepHoIpoOHHAT
uuToxpoMm P-450 3A4 e ¢Bbp3an ¢ HUTPOPEAYKIMATA HA K/IOHa3enaMm 10 (apMaKolOorniHo HEAKTHBHH WITH
cnabo aKTUBHU METADOJIMTH.

Metabonuture ce oTkpuBaTr B ypuHata mniox d¢opmara Ha CBOOOIHH HJIH KOHIOTHMPAaHH
(CIIOKYPOHHAHU W CYNIATHU) CHLETUHSHUA,

EnnMuBMpane
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CpeIHHUAT eNUMHHALHOHEH IOy HBOT ¢ 30- 40 yaca 1 He 3aBHCH OT 103aTa. KIIHPEHCHT € NPHOJIU3HTENAHO
55 ml/min, HE3aBHCHUMO OT I10J14, HO HOPMATHU3HPAHUTE CTIPAMO TETJIOTO CTOWHOCT HAMANABAT C

YBEIINYABAaHE HA TEIECHOTO TErIO.
50-70% ot mo3ara ce eKCKpeTHpa B ypHHaTa H 10-30% B n3npaxHeHHATa KaTo MeTaboauTy. ExCKkpenndra Ha

HCIIPOMCHCH KJIIOHA3CIIaM B YPHHATA 00MKHOBEHO e To-Manko oT 2% ot MPHIOXKCHATA 403d.

fDﬂpMﬂKﬂKHHﬂTHKH IIPpHA CNICHHAITHH KITHHWYHH HOIMY.JTallHH

FBvbpeuno yepexcoane
buOpeuHoTO YyBpeknaHe He nosnuABa ¢apMaKOKHHETHMKaTa Ha KIOHasemaM. DBb3 oOCHoBa Ha
hapMaKOKMHETUYHHTE KPUTEPHH HE ce M3NCKBA KOPEKLIMA Ha A03aTa NMpH NanueHTd ¢ 660peyHo yspexnane.

UepHoOpoOHO yBpe:KaAaHE

CBBP3BAHETO HA KJIOHA3ENAM C ILTa3MEeHHUTE NPOTEHHH IIPH MallWEHTH ¢ UMPO3a € 3HAYHUTENHO MO-Pa3TH4HO
OT TOBA NpH 3ApaBH AoOpoponuy, Boopekd ue BIMAHMETO Ha YEPHOApPOOHOTO YBpEWKIaHE BBPXY
papMaKOKHHETHKATA HA KJIOHA3ENAM He € NOMBIHMTEIHO H3CIEABAHO, OITUTLT C APYT CTPYKTYPHO ONH3BK
HUTpoOeH30AHa3enME (HUTpa3enaM) TOKa3Ba, Ye KIWPBHCHT Ha HECBBLP3AHHA KJIOHA3ernaM Moxke Ja Obae
HaMaleH npu 4epHoAPOOHaA LIHpo3a.

[TanMeHdTH B CTAPYECKA BB3PACT
PapMaKOKHHETHKATA Ha KIIOHA3ENAM B CTAPYECKA Bh3pacT HE € H3CAEABaHa.

[leguaTpuyHa momynauus

Kato 1m0, KWHETUKATA Ha eIMMHHUpaHe [Npy Aella e moao0Ha Ha Ta3u MpH, HadIloJdaBaHa Py BE3PAacTHM.
Ciiex TepaneBTHYHM 1031 py gena (0,03-0,11 mg/kg) cepyMHMTE KOHIIEHTPalUK ca B ChILKA AWana3oH (13-
72 ng/ml) xato eQeKTHBHUTE KOHISHTPAIIMY NPH BB3PACTHH.

[Ipu HOBOpoAeHu mo3u oT 0,10 mg'kg Bopar no xoHueHtpanwa mexay 28-117 ng/ml B kpag Ha Kparka
UHQY3us, kaTo 30 MUHYTH n0-KkBECHO criagaT Ha 18-60 ng/ml, Te ca nonecenn 6e3 BUAMMU HEXXENaH! peaklyH,
CTOMHOCTHTE HAa KIMPBHCA [OPH HOBOPOAEHHM 34BHCAT OT IIOCTHATAJIHATA BE3pAcT. CTOHHOCTUTE Ha
SIIMMHMHALIMOHHISA TTOJTYKUBOT NPH HOBOPOJSHH €a B ChLUATA BENWHYMHA KAKTO NPH BB3PACTHH.

[Ipn neua cTOMHOCTHTE HA KIUPDBHCA ca oT nopaxbka Ha 0,42 + 0,32 ml/min/kg (ep3pact 2-18 roaunn) u 0,88
+ 0,4 mi/min/kg (Be3pact 7-12 roaudu). Te3sd CTOWHOCTH HAMAIABAT C YBEIH4YaBaHE HA TEICCHOTO TENO.
Kerorennarta gHeTa TpH Jiella He BIHsie Ha KOHLEHTPAUdHTE Ha KJIOHA3STIAM.

5.3 HpeadKJHHHYHH JaHHH 33 0¢30NaCHOCT

Kapyunozenuocm

He ca W3BbpIIBaHH KOHBEHIMOHAIHH NIPOYYBAHHUS 32 KAPLUHOIEHEH MOTCHIMAN ¢ KNoHasenaM. B enuo 13-
MECEYHO MPOYYBAHE NMPH TUTHLXOBE, He ¢a HaOJM0JaBaHH CBBbP3aHH C JIEYEHHETO-XUCTONATANIOTHHHA NPOMEHN
B PAMKWTE Ha HAW-BHCOKaTra u3cneasanda no3a ot 300 mg/kg/meH.

Mymacennocm
TecToBeTe 38 FeHOTOKCHYHOCT ITPH WU3MQJI3BAHE HA DAKTECPHANTHH CHCTEMH ¢ i1 Vilro WIH C MeIUHpaHa oT
COCTOIPHEMHNK METAO0NIHWTHA aKTHBAIIUA HE €A MOKa3aJIM F’eHOTOKCHYHA aKTUBHOCT Ha KIOHA3EMaM.

Penpodykmusna moKkCusHocm
[IpoyuyBanusaTa, oueHABamM PepTHIUTETA H 00IdTa PENpOAYKTHBHA CIIOCOOHOCT IPH IUTEXOBE MMOKa3BaT
MOHWKAaBaHe Ha Opos Ha OGPEMEHHOCTHTE M BROIIEHA MPEKHUBAEMOCT HA IIOKOJCHHETO mpd o3 or 10

100 mg/kg/nen.

Tepamazennocm
He ca nabmonaBanu emOpuo-(eTantu win 3acarally MakikaTa HexKelnaHH eEeKTH Mpu MULIKH H IUTBXOBE ClIe]
Nepopanioe NPHIOKEHHE Ha KJIOHA3enaM B MEpHOJAa Ha OPraHOT¢HE3a, B 034 IO CBHOTE 20 win

40 mg/kg/nen.
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B HAKOAKO NMpOYYBAHKA MpH 3aiiuu, cne no3u a0 20 mg/ke/neH, ¢ nabnrogasaHa HUCKa, HE CBBP3aHa ¢ 103412
4eCTOTa HA NOAoOeH TN MandopMalluy (1ienKka Ha HeDLETO ).

6. QPAPMAILNEBTHUYHHU JAHHH

6.1 CnHebK HA MOMOIIHHUTE BEIISCTBI

Kaonapeke 0,5 mg tabierku:
Llemynosa, MHKPOKPHCTATHA

[losuaoH

HaTpHeB HUIIECTEH IMHUKONAT

Humecrte, npexxenaTHHUIUPAHO
Cunuupes JUOKCHI, KOJIOUIEH De3BoncH
Marde3ues creapar

CroHcet xuiT0 E110

Kaonapexkc 2 mg TadjaeTkn:

llenynoza, MUKpOKPHUCTATHA

IloBHaOH

HaTpueB HHILIECTEH TNHKONAT

Huinecre, npexenaTUHHIUPAHO

CuiduueB IUOKCHI, KOJOUAEH Oe3B0OISH

Maruesues creapat

6.2 HechbBMECTHMOCTH

Henpunoxkumo,

6.3 Cpox Ha rogHocr

4 ronVHH

6.4 CnennajuH YCJIOBHSI HA ChXPAHEHHE

To3% neKapcTBEH NPOAYKT HE H3UCKBA CHEUMATIHHY YCIOBHA HA ChXpaHeHHE.
6.5 Buan cpABPKAHHE HA OMAKOBKATA

Knonapexc 0,5 mg u 2 mg tabnetky ca onakosauu B bnucrepu AIV/PVC/PVDC,
Bcexu Onuctep ceappka 10 Tabnerku KinoHapeic.

KaproneHnara onmakoBxa cbabpxa 3 oucrepa (30 Tabnetkn).

6.6 CrHoeudanaHd npeanasHu MepKH NPH H3XBbpJasHe H padorTa

HaMa cnenuaiHd M3HCKBaHM.

7. INPUTEXATEJI HA PAZPELIEHHUETO 3A YIIOTPEBA

Pekxc ®dapmactotuxniic Jlonmon EQQOJ]
oyn. ,,Cameonoscko woce” 110

kB, I'panyna, 011, 12, e1. 4, an. 16

1700 Codusa, brarapus

8. HOMEP(A) HA PASPEIIIEHHUETO 3A YIIOTPEBA
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Knonapekc 0,5 mg tadbnerku Per. Ne 20150042
Kmonapekc 2 mg tabnerkn Per. Ne 20150043

0. JATA HA ITbPBO PASPEIIIABAHE/MMOAHOBSBAHE HA PAPEIIEHHETO 3A
YIIOTPEBA

Jlarta Ha TepBO pazpemasade - 17.02.2015
Hara Ha mocneqHo nogHosasane — (06.01.2020

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

08/2023
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