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Knonapeke 0,5 mg Tabnerku ! 06 -n- 000
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2. KAYECTBEH H KOJIHYECTBEH CHCTAB

Bcska Tabnerka Knonapexce 0,5 mg coabpxa 0,5 mg kionasenam (clonazepam).
[TomMomiHy BellecTBa ¢ M3BECTHO AeicTeue: Besaka tabnetka Kionapekce 0,5 mg ceabpixa 0,1 mg cbHeer
#waro FCF (E110) u ap.
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3a IBJIHHA CITMCHK HA TTOMO

3. JIEKAPCTBEHA ®OPMA

Tabnerka.

Knonapexc 0,5 mg TabeTkun ca CBeTN0OpaHKeBH, IUIOCKH TaONEeTKH, C Be NEIUTEIHH YEPTH Ha KPBCT OT
€/lHaTa CTpaHa U rpaBHPaHH C JIOrOTO Ha NPOW3BOAMTENA OT Apyrara cTpaHa.

Tabnerkure Morar na 6baaT pa3aeseHd Ha ABe/4eTHPH PaBHH JO3H.

4. KJIWMHWYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

KiioHapekc e nmoka3aH nMpH BCHYKHM KIHHMYHH (JOPMH Ha €MHJIENCHA M T'bPYOBE MPH HOBOPOIEHHM, Jela H
BB3pacTH, ocobeHo abcancu (petit mal), BrTIOYMTENTHO aTHNWYHM abcaHCH; MBPBHYHH HJIH BTOPHYHO
reHepaiM3HpaHd TOHHYHO-KJIOHHYHHM npunagbiy (grand mal), TOHMYHH MWIM KIOHHYHHM NpHIIANbLUH,
napuManHd (OTHMINHH) TMPHUCTBIIM C TMPOCTAa WM KOMILUIEKCHA CHMITOMaTHKa; pasnu4yHH (OpMH Ha
MHOKJIOHHYHH MPHUCTBITH, MHOKJIOHYC H CBbP3aHH aOHOPMHH JBH)KEHHS.

KiioHapekc e nokasaH 3a jie4eHHe Ha TAHHYECKO Pa3CTPOHCBO che WM Oe3 aropagobus.

4.2 [lo3upoBKAa H HAYHH HA NPH/IOKEHHE

EOSH POBKa

Jenutennara yepra BbpXy TabJIeTKUTE Y/IeCHABA MPHIAraHETO HA MO-HUCKH JHEBHH 103
Ha JICYCHHETO.

Bv3pacmuu



Havannata nosa ne TpaGea na naaxespns 1 mg/mHerHo. Ioaanpxaiara n03a 3a BE3pacTH OGHKHOBEHO €
MexIy 4 u 8 mg.

Hayuenmu ¢ cmapuecka sv3pacm

IaiuenTiTe B cTapuecka BE3pacT ca ocobeno YYBCTBHTE/IHH KbM ()CKTHTE Ha USHTPAIHHTE AEIPECAHTH U
TIpH TiX MO¥E® Ja ce mossu oOwpksane. [lpenopsusa ce HauanHata no3a Kionapexc na He HAXXBBPIA
0,5 mg/nanesHo.

ToBa ca obmu anerHH n03m, KoMTO TpaOBa za Gweiar pasnenenu Ha 3 WM 4 npHeMa npe3 onpeaeseHy
MHTEPBANK B paMKuTe Ha nend. IIpH Heo6XOMMMOCT, 1O NPELIEHKA Ha JIEKAp MOraT Aa ce TIPHJIATAT H [0-
BHCOKH 1103H, 10 MakCHMyM 20 mg aneBHo. KM nonxepikaina 103a ciensa aa ce TpeMHHE ¢liea Okolo 2 1o
4 ceAMHUH. .

Heduampuuna nonynayus

Hosopooenu u deya
3a #a ce NOCTUrHE OITHMANHO AO3HpaHe, Ha JienaTa cnelBa na ce Jasar TabneTkH ot 0,5 mg.

HauanHara nosa He Tpa6ea ga HagpHIIaBa 0,25 mg/nnerHo 2a HOBOpOAEHH ¥ Manku fena (ot 1 g0 5 TOOHHH)
u 0,5 mg/nHeRHO 32 NO-TONEMH Aewa. [Noaabpxamata x03a OGHKHOBEHO TIONANA B CIIS/IHHS THATIA30H:

Heua B ymanuinma es3pact (ot 5 no 12 TOIHHH) 3 no 6 mg
Manku aeua (or 1 a0 5 romumu) 1 no3 mg
Horopozaenn (or 0 a0 1 rogunm) 0,510 1 mg

Ilpu onpenenehu GopMH Ha emunencus a ACTCKaTa Bb3pacT, HAKOH MallHEHTH He MOTaT na O%JaT nopeue
aACKBATHO KOHTponupaHk ¢ Kionapeke. KoHTpomsT Moke Aa 6bae BPE3CTAHOEEH ¢ MOBMINABAHE HA N032Ta
Wit NPEKBECBAHE Ha JieueHHeTo ¢ KiioHapeke 3a 2-3 ceqMHLIA. IIpes nepuona Ha npeknCBaHe HA JIEYEHHETO
NALKEHTET TPAbea Aa Obpe nmoa HabmoaeHue W npH HeoGXODHMOCT, Ja CE MPHMOKH NEYECHHE C APYTH
JIeKapCTBa.

Ha4un Ha npunoxenue
Jleuennero TpaGBa Aa 3anouyHe ¢ HHUCKH no3u. Jlozara Tpa6Ba na ceé MOBHINABA MOCTENEHHO, AOKATO Ce
AIOCTHIHE MOAXOAAIIATA 32 BCEKH MALUMEHT TIOAAbPXKALIA J034.

Aosara npunaran KnoHapekc TpsGBa na 6hae KOPUrHpaHA CRIOpex HHIMBUAYAJHHTE HYXZU HA BCEKH
TIALMEHT H € B 3aBHCHMOCT OT HHAMBHAYaNHHs OTTOBOD HA NPOBEXAAHOTO Nevenne. [TofnbpixamaTa 1osa
C/ie/iBa g ¢ ONPEAE/A OT KIMHHYHHA OTCOBOP M NOHOCHMOCTTA.,

AHeHaTa N03a CIle/IBA 1 ce pasnenyl Ha 3 paBHH 103H. AKO JO3HTE HE ca pasfic/icHH NOPaBHO, Hali-ronaMara
/1034 CII6/iBa 11 C€ NpHIIara Bevep NMpeau narate. Crien KaTo ce NpeMEHE KbM NOATHPKAII0 IeYeHHE, HEBHATA
A03a TpAOBA 14 Ce NPAIATa eQHOKPATHO Bevep.

ENHOBPEMEHHOTO MplUlAraHe Ha MOBEYE OT EIHO AHTHENHWIEITUIHO NIEKAPCTBO € YECTa MpPAaKTHKA NpH
JICICHHE Ha CNHIENCHA, KOSTO MOXeE Ja ce npwiara H mpH KnoHapeke, Moxke Jia ce HaloXe KOpeKups Ha
A03aTd Ha BCCKM OT JICKAPCTBOHHTE MPOAYKTH 3a MOCTHraHe HAa ONTHMANEH edeKT. AKO NMPH MALHEHTH,
AICkyBaHH C KJIOHA3CNAM, Ce PA3BHE CIMMIENTHYEH CTATYC, MOKE Aa e NpPeMHHe KbM INapeHTepanHa
{uHTpaBeHO3Ha) HOpMA Ha KIOHa3eNaM 3a KOHTpOJI Ha cheTosHKero. [Ipenn Aa ce nobasu kiodasenaM KeM
TMPOBEXKIaHA AHTHKOHBY/NCHBHZ CXEMa HA JieYeHWe, CliefBa Aa C¢ B3eMe NpEIBHI, Y€ NHOBPEMEHHOTO
TMPUIATAHE HA HAKOIKO AHTHKOHBYJCAHTH MOXE Jd YBENHYH Y€CTOTATA HA HCKEIAHHTE JIEKAPCTBEHH
PeaKuyH.

4.3 TIIporeBonoxaizanus

KI!OHE]JGKC € MIPOTHBOMCKA3aH NPH MAHCHTH ¢ H3BECTHA CBPBEXYYECTBHTCNHOCT Kb

KbM HAKOE OT NOMOIIHMTE BEWIECTBA HA JEKAPCTBOTO, M3OpOEHH B Toukxa 6.1,
AHXATCITHA HCAOCTATBYHOCT, CEHHA aIlHCA, TCKKA qepﬂonpoﬁﬁa HEZOCTATBIHOCT,
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Knonapexc He TpafBa na ce H2Mon3ea NpH NAMEHTH B KOMA HIIH TPH NALAEHTH, 33 KOMTO Ce 3Hae, ue
310ynoTpebABaT ¢ NeKapCcTBa, HAPKOTHLH HITH AJIKOXON.

44 Cpenmaiuu npeaynpexeHas A NPeANAHA MEPKH NpH ynoTpeba

Tlo BpeMe Ha sedenHeTo ¢ KIOHa3enaM MOXe Jia ce HaGoaBa H3BECTHA 3ary6a Ha edeKT.

Yeprodpobuo yepexcoane

BensozuasenunuiTe Morar fia ACHpPHHECAT 32 YCKOPEHO PA3BHTHE HA YEPHOAPOGHA eHUeaTONATHS IPH TEKKO
uepHo/poGHe yepexknawe. HeoGxoaumo e crenmanHo BHMManme, korato KioHapekc ce mpumara mpu
NALKEHTH € JIEKO 14 YMEPEHO TeXKO YEPHOAPOGHO YBpeskaaHe.

LHC, ncuxosa u denpecus
Knonapexc TpaGea fa ce H3nom3sa ¢ ocobeHO BHUMaHHeE IIPH [IalHEHTH ¢ aTaKCHA.

BeH30nHAIETHHATE HE Ce NpENopbYBAT 34 HAYANTHO Ne4YeHHe Ha IICHXHYHH 3a00n9BanHa.

TlanperTy ¢ aHamHeza 32 AETIPECHS W/HIM ONHTH 33 camoyGuiicTRO TPAGBA Aa ca N0Jl CTPOre HaGIIOZIeHHe.

Muacmenus zpaguc
Kaxro npu Besko Bemectso ¢ notuckamu ITHC w/wm MYCKYJIHO-PEJIAKCHpaINH CBOHCTBR, ¢ HeOOXOAHMO

0cobeHo BHUMaHHe NPy Npuioxkennue Ha Kionapexc [pH MAUHEHTH ¢ MHACTEHHA IpaBuc.

Eonoepemenna ynompeba ¢ anxoxonr/denpecanniy na ITHC

EnnoBpemennara ynorpeGa Ha Kionapeke ¢ ankoxon wiw/n genpecantd na LIHC TpAGBa Aa ce m3bATBa.
Taxapa eaHOBpeMeHHA YNoTpeGa MoXe Ja 3aCHIM KIHHAUHUTE eheKTH Ha KiloHapeKe, KOETO eBEHTYalIHO
BIJIFOYBA T&XKa ceflauHd, KNMHHIHO 3HauMMa peclMpaToOpHA H/WIH CHPASUHOCHAOBA AenpecHs (BX. TOYKA
4.5).

Knonapekc Tps6Ba fa ce Npriara H3KTHOYMTENHO BHHMATE/IHO NpH NALMEHTH ¢ AHAMHECTHYHE JAHHH 3a
F0YTIOTPEba © ANMKOXON WIH HAPKOTHIIHA.

{Icuxuynu u , napadockansu “ peaxyuy

H3BecTHH ca mapafmoCKaNHH peakLHM KaTo Ge3nokoiicTBo, BL3OYAa, MCHX03M, HEAAEKBATHO MNOBEACHHE H
APYTH HEXEIaHH MOBCACHYCCKH peakuu npy ynorpeta Ha 6eH30IHA3EMHHH. AKO HACTBIIAT TAKMBA PEAKIIMH,
yroTpebara Ha JIekapCTBOTO Tpa6Ea Aa ce apeyctanosy. Ilapaaokcaniy peakipiH € No-BepOATHO 1A CE MOABIT
TNpH fielia H X0pa B CTapHecKa BL3pact.

Amuesun
Ilpu ynorpeba na GeHloawazenuuu B TePaNeBTHYHH A03H MOXKE Ja HaCThIN aHTeporpaJHa aMHe3HA, KATO
PHMCKET C€ YBEIHYABA IIPH MO-BHCOKH JO3M,

Pecnupamopru napyuenus
Ho3upoBkara Ha Knonapexc Tpabea na ce aJanTHpa BHHMATEHO CHPAMO HHAMBHAYAIIHHTE HYMHEH [PH
MAlMCHTH ¢ OpEAIecTRAINO 3a00/IBaAHE HA QUXATENHATA CHCTEMA.

Enunencun
Hosuposxara Ha Kionapexc Tpabea na ce amanTHpa BHHMATC/IHO COPAMO WHAMBHAYAJNHWTE HYXITH NpH
TIALHCHTH, NOMAOKCHHE HA JledeHHe ¢ JPYTH UEHTpalHO ASHCTBAIIH JIGKAPCTBA WIM AHTHKOHBYACAHTH
(aHTHETHNENTHYHH CpeACTRa).

KakTo # mpM Apyrure aHTHeNWnenTHYHH NeKAPCTBEHM NPOAYKTH, JICHEHHETO C
KpaTKOTpaiiHo, He TpAbBa 1a Gbae BHE3aNMHO NMPEKBLCBAHO, KATO € HeoGXoauMo nocTeff
Ao3aTa N0 COHMPAHE, ¢ OIMCA HA PHCKA OT BHE3aNeH enuienTHY4eH craryc. Taz
Heo0X0MuMO f1a ce MIpeINpHeMa U NpH CHMpaHe Ha APYT BHJ JieYeHHe, JOKATO Nanuel
Knonapexc.



Hopdupua
Knonapexe tpaGea na ce npunara BHUMaTeNHO MpH NMAlHEHTH ¢ TOphHpHsA, THH KaTo MOXe Ja UMMa
nopguporeHeH eexr.

JIexapcmeena 3noynompeta u 3asucumocm

Ynorpebara Ha GeHzonuazennHy Moke Ja AOBEe A0 pa3BHTHE HA cbnanqecka M NICHXHYECKA 3aBHCHMOCT OT
Te3H JIGKAPCTBEHN NPOAYKTH (BXK. Touka 4.8). [To-crienmManyo, NpOIB/DKHTENHOTO JIeYeHHe Wi ynoTpebaTa
Ha BHCOKH 031 MOKe J1a JOBE/Ie 0 00paTHMH HapyleHHd, Hanp. Au3apTphd, HapyllleHa KOOPAHHALHA Ha
ABHXEHMATA H HAPYIICHHE HZ NOXOAKATAa (ATAKCHA), HHCTAI'BM H HAPYIIEHHE HA 3peRHETO (qHInonwd).
OcBen ToBa, PHCKBT OT ZHTEpPOrpagHa AMHE3HA, KOATO MOXKE [Ja BB3HMKHEe NpH ymoTpebara Ha
GeH3onHaIenMHH B TEPANICBTHYHH JO3H, CE YBEIHYaBA MPH M0-BHCOKHTE /103H. EexTHTe HA aMHe3Hs MOKe
Aa Ca CBBP3aHH C HeaNeKBaTHO noseaeHue. IIpu Hakon GopMH Ha emmuIencHs € BE3MOXKHO YBEIHYCHHE HA
4€CTOTaTa Ha rbpuyoBe (K. TOuKa 4.8) mo BpeMe Ha NMPONWDKHTEIHO JEYEHHE. PHCKBT OT 3aBHCHMOCT
HAapacTRa ¢ no3aTa v NMPpOALIAKHUTC/THOCTTA HA JSMEHHETO. Totie CBINO MO-FOMAM H ITPH NMAiTHEHTH C aHAMHE3A
32 370ynoTpeda ¢ aNnkoxos W/IH HapKOTHIIMY.

Cnen xaro BeiHBX ce pasBre (u3udecka 3aBHCHMOCT, BHE3AIIHOTO IIPEKPATABAHE HA JEICHUETO 1HIE
€€ CPIPOBOX/A CHC CHMITOMH Ha OTHeMaHe, I1o BpeMe Ha NpOABIDKUTEHO JISUCHHE CHMIITOMHE Ha
OTHEMaHE MOKE Ja C¢ pasBHAT CIEA ALl [ISpHON Ha ynoTpeba, 0co0SH0 IpH BHCOKH [IO3H HIIH aKO
IHCBHATA 1032 CC HaMaH O'BP30 KITH JleYEHUETO BHE3AIHO ce npeycTaHoBH. CHMITOMHTE BKIIOYBAT:
TPEMOD, H3MOTABaNE, BH30y/la, HAPYINCHNUA Ha CHHA W TPEBOXKHOCT, IMaBOGOMME, MycKynHa Ooixa,
H3KJIOUHTEIHA TPEBOXKHOCT, HaIpesXeHHe, 0e3nokoiicTBo, OOBPKBaHe, pa3ipasHHTCIHOCT H
CMIICITHYNA I'bPIOBE, KOUTO MOXE Jla Ca CBBP3aHH ¢ OCHOBHOTO 3a0oiaBaHe. B TeXxH Cirydad
MOXE 13 BB3HHMKHAT CJICNHHUTS CHMITOMH: Jepeanu3anssd, AcnepCoHaNH3al(ui, XHIEPaKy3HC,
CKOBaHOCT M M3TPLIIBaHE Ha KPAHHHINTE, CBPBXUyBCTBATENHOCT KbM CBET/IMHA, IIYM H GH3HYECKH
KOHTAKT MK XIFOUUHALHH. Thif KATO pHCKET OT CHMIITOMH Ha OTHEMAHE € IIO-TOJISIM CJIE]] BHE3AIHO
IpeyCTAHOBABAHE HA JICYEHHETO, BHE3AMMHOTO NPpEeKsCBaHE Ha JIEKapCcTBOTO TpAOBa fla ce H304Area 1
JIEUCHAETO (JOPH H CaMO ¢ KpaTKa IPOIB/DKHTENHOCT) TPAOBA Ja ce TpeKpaTsaBa 4pe3 HOCTENEHHO
HaMajlfiBaHe Ha JHCBHATa J032. PHCKBT OT CHMIOTOMH Ha OTHeMaHE CE YBENHYaBa, KOTaTo
OeH3oaMasenMHATE Ce H3MON3BAT 3aeIHO ¢ JHEBHH CEIATHBH (KPBHCTOCAHA TOJIEPAHTHOCT).

Crapuecka BE3pacT
DapmakonoruyHuTe edekrn Ha GenzoauasenuHHTe ca NO-H3Pa3eHH NpH MALMEHTH B CTApYecKa BB3PacT B

CPaBHEHHE C NMO-MIAAH BE3PACTHH, JAOPH NpPH €HH M CHINH TUTA3MEHH KOHLICHTpaLHH, BEPOATHO MOpamH
CBBP3AHU C BB3PACTTA NPOMSHH BEE B3AUMOACHCTBHATA JIEKAPCTBO-PELIENTOP, NOCTPELEIITOPHE MEXAHM3MH
¥ OpraHHa ¢yHKUHA.

[NeauaTpuuHa nonynaaums

[Ipu xbpmavera u Manku Aena KinoHapeke Moxe 1a NpU4MAN yBeTHUEHA CEKPELIHs HA CIOHKA H OPOHXHANEH
cexpet. Ilopaau ToBa, TpAGRa Aa ce oObpHE CELHATHO BHHMAHME 33 MOUIBPAKAHE HA MPOXOAMMOCTTA HA
JHXATEITHATE WHTHIIA.

Knonapexc 0,5 mg mabnemxu cvdvpacam oueemumenn cwvrcem ycvamo FCF (E110), xoiiro moxe na
NpeAH3BHKA ATIEPTHYHH PEaKiiH.

4.5 BsaumoneiicTERe ¢ APYTH JeKAPCTBEHH NPOXYKTH A APYTH GOPMH HA B3aHMoJCHCTBHE

KnoHapekc Moxke fma ce npwlara eHOBPEMEHHO C €ZHO MWIM OBEYE ANTHENMISIITHIHH nekapc'ma.
BepoaTHOCTTa 32 (JapMAKOKMHETHIHH B3aHMONEHCTBHA ¢ TE3H JCKAPCTBA € MAIKA.
106aBAHETO Ha OUIE €MIHO NIEKAPCTEO KBM CXEMAT4 Ha JieueHHe Ha NAlHEHTa Tpa6Ba Ja B ;
OLICHKA Ha MOBNHABAHETO OT NEUSHHUE, JAU[OTO € IO-BEPOATHO A2 HACTHNAT HEXKeNAHM P p
H anatid. B TakuBa ciyuaH JO3aTa Ha BCEKH OT JIeKapcTBeHHTE nponykt Tpsabea 7 §
NOCTHTaHe Ha ONTHMAJIEH e(eKT.

DapMaKoKuREMUSHI NeKapCMmeenn s3aumModelicmeun
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AHTHeNWIETTTHYHY NekapcTBa eHHTOMH, denobapBuTan, kapSamasenyn, JIAMOTPHXHH H B ITO-MAaJIKa CTeNeH
BAIIPOAT, MOTaT Aa MOBHINAT KNTHPBHCA HA KJOHA3ETaM, KaToO MO TO3H HAYMH HAMAABAT TUIA3MEHHTE MY
KOHUEHTpalmH ¢ 10 38% o BpeMe Ha KOMOGHHUPAHOTO JIEYEHHE.

Krnonasenam mma noTeHUMan fa BiHAE BBPXy KOHLEHTpALMWTE HR (HHTOHH. TTOpaZH ABYNIOCOMHOTO
SCTECTBO HA B3aHMOACHCTBHETO KIOHA36TIa-()EHHTOWH, HHBATA HA (PEHMTOMH OCTABAT HENPOMEHEHH,
TIOBHLICHH HIH NOHIDKEHH NPH €JHOBPEMEHHO NpHokeHHe ¢ KoHapekc, B 3aBHCHMOCT OT MPHIOKEHHETO
H 0COGEHOCTHTE HA NALHEHTa.

Krnonasenam cam no ceGe cu He HHIyLHpa eH3HMHTE, Y4ACTBAIIH B COGCTREHHS My MeTabonusnm. EnsaMure,
yJacTBalli B MeTabo/MM3Ma Ha KJIOHAa3elaM, HE ca SCHO HaeHTHOHIHpaHy, HO BKmousar CYP3A4,
Haxubutopure va CYP3A4 (Hanp. dnyxonason) morar na Hapymar meTabonH3Ma Ha KIOHA3emaMm H Ja
AOBENAT O MOBALIEHHE KOHHECHTPALMM H ebeKTH.

CenexTuBHHTE HHXHOGHTOPH Ha OGPATHOTO 3aXBalaHe Ha CEPOTOHHHA CEPTPATHH H (UIYOKCETHH He
TOBTHABAT (apMaKOKHHETHKATA HA KIOHA3ENAM, KOTATO Ce IPFIIATAT ¢HOBPEMEHHO C HEro,

Dapmaxodunamunnu leKkapcmeenu s3aumodeiicmenn
Kombunuparero Ha kioHasemam ¢ Ba/MIpO¢Ba KHCENHHA MOME IOHAKOra 7a NpEAH3BHKA
ENUIENTHYCH cTatyc petit mal (MaiKe npunagsmn).

Moke fa ce HaGmoONABAT M 3aCHICHH HEKE/IAHM peaxkiiui, KaTo ceanHd H KapAHOPEeCHEpaTOopHAa
ACIPECHA, KOraTo KIOHA3€IaM C¢ HPHIara eIHOBPEMEHHO ¢ JENpecaHTH HAa HEHTPAIHATA HEpBHA
CHCTEMA, BKIIOYMTETHO JTKOXOMN.

ITps xOMOMHEpaHa TepaTEs C eKapCTBa ¢ UEHTPATHO ASHCTBHE, Z03aTa Ha BCSKO JEKAPCTRO Tps6Ba
Aa c€ KOPHTHpa, 33 JIa C€ OCTHIHE ONTHMANEH eeKT.

4.6 @eprannuTer, GpeMEHHOCT H KEPMeHe

BpeMennoct
HNpeaknuaasute npoyysaHus IIpH XKHBOTHH €A IIOKA3ANH PENpONYKTHEHZ TOKCHYHOCT H ITOKA3aHHTE

PE3YIATH HE HIKIIOUBAT BL3IMOXKHOCTTA KNOHA3ENAM J1a IPEAM3BHKBA NOABATA Ha BPOJCHH MAT(OPMALHH..
EnupemuonormuauTe OLCHKH TIOKA3BaT, 4¢ HMa JaHHM, CIOpPen KOMTO MOKE Ja Cce TpHEMe, ue
AHTHKOHBYJICHBHHTE CPE/ICTBA ACHCTBAT TEPaTOreHHHO. B chioTo Bpeme MyGIHKYBaHATE €MHAEMHOMOTHIHH
A3HHH HC NaBaT BB3MOMKHOCT A2 CC NMPEUSHH KOH JIEKAPCTBA WIH KOMOMHAUME OT JISKapCTRA NPHUIMHABAT
AedekTd B HOBOpOAEHOTO. BE3MOXHO € M apyru dakTopw, Hanp, reHeTHYHH, WIH CaMOTO ENHIENTHYHO
CBCTOAHHC, 14 HTPAAT NO-CHIIECTBEHA PONS OT MEJMKAMEHTO3HOTO JieueHue 3a GopMHpaHeTo Ha AedeKTH
Tiput pakaarero. [IpH TesH 06CTOATENCTRA IEKAPCTBEHHAT NPOAYKT TpAGBa Na 6'b/ie M3NON3BAH NPK GpeMeHHN
HCHH CaMO aKO eBCHTYaJIHATa MOJI3a 32 MalikaTa NPeBHIIARA PHCKA 33 IUIOAA.

Ilo BpeMe Ha OpeMEeHHOCT KIOHa3emaM Moxe 4a ce MpHIara camMo NpH KATETOPHYHH TNOKA3aHHA.
[IprnoxkeRHETO Ha BUCOKH I03H B NMOCITEIHHTE TPH Mecena 0T G6PEeMEHHOCTTA HITH 110 BPEME Ha PRXKAAHE MOXKE
Aa TPe/M3BHKA HAPYIICHUA B CBPACHHHA PHUTHM HA HEPOAEHOTO J€Te WM XHNOTepMUs, XHIOTOHMS, JIEKa
dopMa Ha noTHckane Ha MMINAHETO W HE3ANORONHTENHO XpaHeHe Ha HoeopomeHoTo. TpaGea na ce uma
TIpeABHA, Ye camata GpeMEHHOCT; a M PA3KOTO NPEKhCRAHE HA JIEYEHHETO, MOTAT 2 MPHYHHAT 00OCTpAHE Ha
CITHIISTICHATA.

KnpmeHe
Bbapexn ye camo Manke KONMYeCTBa KIOHAZEmaM MPEMHHABA B KLPMAaTa B, JKEH

JICUEHAC © TOBA JICKAPCTBO, HE TPAGBA Ja KBPMAT. AKO CBHIIECTBYBAT KaTeropirs
NprIokeHHeTo Ha KitoHapekc, KbpMeHeTo TpaGea [a ce TipeyCTaHoBH. k
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4.7 Edexra Bupxy cnocobmocrra 3a wopHpade B paboTa ¢ MAIIAHA

HopH axo ce npHeMa criopes yKa3aHHATA, KIOHA3EIAM MOKE Ja 3a0aBH peakluHTe JO TAKABA CTEHEH, Y a
TOBJIMAS Ha CTIOCOOHOCTTA 32 modHpane uan pabota ¢ Mammey. Tosu edekT ce ycunsa npu ynotpeba Ha
IKOXOI,

Eto 3amo mogupanero, paGorara ¢ Mamuny 1 APYrH onacHu AcHHOCTH TpAGBa kaTo Ao Ja ¢e n3barear,
0Cc00EeHO B IBPEHTE HAKONKO OHHM CIIE] 3aMOYBAHE HA NeueHunero. Pemenunero Tpabea pa Ouae B3ero or
JICKYBAllHA JICKAp H Ja Ce OCHOBABA HA WHAMBMAYANHOTO NOBIMABAHE HA MAIHEHTA OT JICYCHHETO H

H3NOA3BaHATA AO3HPOBKA.

4.8 Heme/laHH NeKAPCTREHH PeAKIHE

Tabnugen ciuchk Ha HexenaHuTe peakLIH

B rabnmma 1 NIO-[OMY Ca NpencTaReHH AaHEH oT 3 iane6a-KOHTPONHPAHH KIHHHIHM M3ITHTBAHAATA,
BKMOYBAIMH 477 NalHEHTH Ha aKTHBHO JIeYeHme. BKIoueH: ca HEXENaHH PeaKkliH, BL3HHUKBAIH ¢ YECTOTA

25% OT NaLuMeHTHTE B TIOHE eHA OT TPYITHTE Ha AKTHBHO JISYECHHE,

Tabmuua 1 Hexkenanu peakims, HACThnBamy TIpH 25% OT NalHEHTHTE ¢ MTAHHYECKO Pa3cTpolCTEO B Hali-
MaJIKO €Ha OoT I'PYIIHTE HA AKTHBHO JICYESHHE

Hexenana peaknus Tlnanedo (%) 1 30 <2 280<3 >3 mg/aneBHO
(n=294) mg/naesno (%) | mg/aaesno (%) | (%) (n=235)
(n=129) (n=113)

CoamuBoct 15,6 429 58.4 54,9
I'naroGonue 24.8 13,2 15,9 21,3
Hudexuns wa ropnure 95 11,6 12,4 11,9
IHXATETHH MLTHIIR

YMopa 5,8 10,1 8.8 9.8
I'pun 7.1 4,7 7.1 9.4
Henpecus 2,7 10,1 3.8 9.4
CaeToBnpTeK 5,4 5.4 12,4 8.9
PasapasaurenHoct 2,7 7.8 3.3 8,5
bescrHue 5,1 3,9 8,8 8.1
ATakcus 0,3 0,8 4.4 8.1
3aryba Ha paBHOBeche 0,7 0.8 4,4 7,2
T'anene 3,8 10,1 9.7 6.8
Hapyiena kooposuanus 0,3 3,1 4.4 6,0
3aMasHOCT 1,0 1,6 6,2 4,7
CHHy3HT 3,7 3,1 8,0 4,3
Hapymena konueHTpanys 0,3 2.3 5,3 3.8

B Tabnuna 2 ca m3Gpoenn Hexenany JICKaPCTBCHH PEaKUHH NPH BCHYKH ITOKA3aHHA, ChOOIIEHH B YCIOBHATA
Ha MOCTMapKETHHIOBA YNoTpeGa.

Ta6mana 2 Hexkenann peaknus or HOCTMAPKETHHI0BA ynoTpeba

CucTeMHO — opraneH knac He:xenana peaxuus YecroTa et
Hapywenus na umynnama ANepruyHy peakumu; Henssectna ﬁpﬂ‘-ﬂuﬂﬂ HA 1
cucmema Anadunaxcus S 77 "
Heuxwunu napyuwenus* Emoumonansu pasctpoiictea u HeuspectHa § Vo osoist ? Y
NPOMEHH B HACTPOEHHETO, 3 d }
O6npkaHocT, fiez0pHeHTaLMA 2 !




Henpecus*; [Napanokcanuu
peakiMu*: 6e3nokoiicTBo,
BB30Y A, PasApasHUTENHOCT,
arpecMBHOCT, HEPBHOCT,
BPaXKNeOHOCT, TPEBOXKHOCT,

HapyLIeHHd Ha ChHA, 320y a,
THAB, KOUIMAPH, MATONOMHIHH

CEHHIUA, XAMOLEHALHH,
TNICHXO3H, XHNEePaKTHBHOCT,

HEaJNeKBATHO NOBE/ICHHE M APYTH

HEKEMAHH TIOBEASHULCKA

peakumy; ITpomenn B mubunoTO;

3aBHCHMOCT M CHMNTOMH Ha
OTHEMAaHe

Hapywenus na nepsnama Hapymena xoHuentpaius*; Henzgectra
cucmema* CrumuBocT*;
3abapeHH peakuHH*;
Myckynua xunoTonus*;
3amasnocT*;
ATtakcusa®;
I'naBoGonus;
Huszaprpus®;
Hamanena koopruHaums Ha
JNBIDKCHHATA®;
AHTeporpaina aMHesms*;
AMHe3us*
YBenHueHa yecToTa Ha
NpHCTENUTE*;
HHCTarsm
Hapywenus na ouume Hapymenus Ha 3pennero Hewnspectra
(munnonua)*
Hapywenun na endoxpunnama Hembsie npexnespemMenen Henspecrna
cucmema nybeprer**
Cupoevnu napyuenus CrpneyHa HenocTaTLYHOCT; HemspectHa
Copreden apect
Pecnupamopnu, 2pronu u Pecnuparopua aenpecus*; HewuspectHa
MEOUACTNUNAIHY HADYUteRUA* Xunepcanusanua**;
Hoexmena 6porxuanna
ceKpeLa**
Cmomawuno-vpesnu napywenus | [agene: HenseectHa
Enuracrpanen muckompopr
Hapywenua na xoocama u Vprukapus; HewusrecTHa
ROCKONCHAMA NibKaH Copbex;
O6pus;
Tlpexoana anooneups;
IIpoMeHH B mUrMeHTALIAATA
Hapywenus na mycxyano- Mycxynua cnaGoet* Heuspectua
CKEREMHAMA CUucmema u
CHECUHUMENHA MbKaH
Hapywernus na 6v6peyume u WHKOHTHHEHINA Ha ypHHA
nuKouHUme Nomuiya
Hapyuwenun Epexrnua puchynxuus
Haew3RpouIgoOUmenama
cucmema u 2epoama




Obwu napyuwenus u epexmu na YmMopa* HewuspectHa
MACIMOMO HA NPURONCEHUE

Hzcnedeanus Hamanen 6poii TpomGonmre HeussecTHa
Hapanseanun, ompasanus u INapanua*; HenzpecTHa
YCRONCHERURA, EbIHUKHANY 6 Dapxrypu*

Pe3ymnam Ha unmepeenyuy
*Buwxre ,,Omicanne Ha H3Gpani Hexenahu peaxuun® no-aoy
** Bikre ,[leauatpuana nomymamps® Tno-A0My

Onyicanne Ha n3Gpany HexXeNaH: peaKknyu

Hewxunu napywenus

Ilpu nauweHTH, nexyBanu ¢ KioHapexe, Moxe 1a ce IOABH AenpecHA, HO TS MOXKe Jla € CEBP3aHa M ¢
OCHOBHOTO 3300N4Eane.

Ilapanokcanny peakigiu € No-BEPOATHO Aa CE MOARAT NpH Jela H X0pa B CTAPYECKA BH3pact, AKO HACTBIIAT
TapanokCcantu peakiwH, ynorpebara wa Knonapekce 1pabea 1a ce NpeycTaHoBH.

Hapywenua na nepenama cucmema

Moxe na ce HabmopagaT: HapymeHa KOHIUIGHTPALKA, CHHUBOCT, 3a6aBeHH PeaklMH, MyCKY/AHa XHITOTOHHA,
3aMadHOCT, aTakcHsl. Te3H HexeNaHH PeaKiiH BH3HUKBAT CPABHHTEHO YECTO, OGMKHOBEHO C4 TIPEXOAHH K
H3YE3BAT CIIOHTAHHO B XO/a Ha JIEYCHHETO, IIH NPH HAMANSBAHE Ha 103aTAa B HAYANOTO HA JICUSHHETO.
Mozke na HaCTBIAT OGPATHMH HAPYIIIEHHS KATO AM3APTPHA, HAMAICHA KOOPAHHALIHA Ha ABWCHHATA, AaTAKCHA
¥ HHCTarbM, 0COGEHO NPH NPOSBIKMTENHO JIEYeHHE W1 BHCOKH J03M. Ipu ynotpeba Ha OeHz0oAMAseIHHY B
TEPANEBTHIHA 03H MOXE /1a HACTBIK GHTEPOrpaziHa AMHE3HA, KATO PHCKBT Ce YBEIMYARa ¢ OBHILABAHE HA
A03aTa. AMHECTHYHHTE eheKTH MOJKE Ja Ca CBBP3aHH ¢ HeaICKBATHO TOBEICHHE.

IIpH HAKOH Q)OPM_P[ Ha CIMHJICTICHA € BE3MOKHO Aa ¢ TIOBHIIH YSCTOTATA Ha NPHCTENHTE MPH NPOABDKATCIHO
JICHCHHE,

Hapywenun na oyume
Mozxe Aa BL3HMKHAT OGPATHMH HapyIIEHHs Ha 3PEHHETO (AMILIOANA), 0OCOOSHO NPH MPOTBDKHUTENHO ICICHHE
WITH BHCOKH AO3H,

Pecnupamopru, espvonu u meduacmunamy HApYuienun

Moske na Bb3HMKHE NOTHCKAHE HA AMIIAHETO, OCOBEHO [PH MHTPaBEHO3HO NPIWIOKEHHE Ha KiToHa3enaM. Tasu
HexkeNaHa peakuus Moxe a Oble yTeHEHA OT ChiECTBYBAIlla OGCTpPYKUMS HA AMXATETHHTE ITHTHIIA,
MOSLHHO yBPCHAAHE, WK IPH NPHJIOKEHHE HA JIPYTH JIEKapeTBa, KOWTO TIOTHCKAT AMareTo. o npasuno,
Ta3d PeaKiHA Moxe na Obfie M3berHata 4ypes BHHMATENHO KOPHTHPAHE HA J034TA B 3aBHCHMOCT OT
HHAHBHIYATHHTE OCOBEHOCTH.

Hapywenua na mycxynno-cxenemuama cucmema u Coeounumenama noxan

MyckynHa cnaGoct kaTo HexenaHa peakuus ce Habmonasa CPABHHTEITHO YeCTO, OOHKHOBEHO € TpexoiHa U
M3YC3BA CIOHTAHHO B XOZ2 HA JIEYCHHETO WIH NPH HAMANABaHe Ha fAo3ata, Moxke Aa Ghae 9YAcTHIHO
TpENOTBpaTeHa pe3 MOCTENESHHOTO NMOBHNIABAHE HA 103aT4 B HAYANOTO HA JICYCHHETO.

Obwpu napywenun u epexmu Ha MACMOMO Ha RpunoJcenue

YMOpa kaTo HexenaHa peakuusa ce Habmonasa CPaBHUTEIHO YecTO, OOHKHOBEHO € MpeXOoaHa H M3ue3Ba
CIOHTaHHO B XONta Ha NIEYEHHUETO KN NPH HaManABaHe HA 103aTa. Moxe 1a 6bje YACTHYHO MPENOTBPATCHA
Ipe3 MOCTENEHHOTO NOBULIABAHE Ha J03aTa B HAYANOTO HA JICYEHHETO.

Hapanseanus, ompaesnus u ycroxcnenus, gvsnuxnany @ De3yImam na usmepeenyn
Hma crobienns 3a naganus u gppaxrypu TIpH JIHHA, KOMTO NpHeMar OeH30qHa3eMHHN
NpH €AHOBPEMEHHA YNOTpe0a CBhC CeNaTHBH, BKITIOYHTENHO ANKOXOJMHH
CTap4ecka BE3pacr).

flepnarpudna nonynauus



Hma cpobimenns 3a usonupany cltyuau Ha 0fBpaTHMO NpeXXNeBpEMEHHO Pa3BHTHE HA BTOPHUHH IONOBH
Geseaut ipu fena (HeIblIeH NPeKACBPEMEHEH mybeprer).

Ilpu KbpMadeTa W MalKM Jeua MOTAT 1a RB3HHKHAT MOBHMINEHA CAHBALMA HIH OpoHxHmamHa cexperpis.
lopaan ToBa, Tpa6ea na ce o6bpHe cmeuManHO BHMMaHWe Ha MOANBPKAHETO HA NPOXOAHMOCTTA Ha
JNMXATENTHHTE ITBTHILA.

C'BOﬁm&BaHe Ha MORO3HPAHH HeXXETaHu PEAKIHH

CpobImarateTo Ha TONOSHPAHM HEMENAHW PEAKUMH cien paspewaBaHe 3a ynoTrpeba Ha JeKapCTBEHHA
Nponykr e BaxHO. ToBa moseossBa #a NMpoaBLKE HAGMIOAEHHETO HA CHOTHOLICHHETO NON3a/PHCK 38
JICKAPCTBEHHA NPOAYKT. OT MEAMLMHCKHTE CHCLMATHCTH Ce M3HCKBA /a ChOOMIABAT BCAKA TOJO3HPAHA
HEXeJIaHa peaKkuia Upe3 HATHOHAIHA CHCTEMA 38 CHOBIIABaHE:

Hambinurenna aresums o nekapersara

yn. . JlamMad I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalit: www.bda.bg
4.9 Tipeposmpane

Cumnmomu

Benzonnasenunure  OGMKHOBEHO —INIpeAM3BMKBAT CHHIHBOCT, ATAKCHA, JH3apTPHA W  HHCTACBM,
Ipenosupanero na Kinonapeke psaaxo e HKHBOTO32CTpaIIABALIO, aKO JIEKAPCTBOTO Ce IpHeMa CAMOCTOATENHO,
HO MOXe Ja foBeAe O apedieKcus, amHes, XUNOTOHMA, KApIOHO-PECTHpaTOpHa JenpecHs W koMma. Ako
BB3HHKHE KOMa, TA 00MKHOBEHO NPOL/DKABA HAKOJKO Yaca, HO MOXKE /1a OBlie MO-NpOTPaxypaNa H IIHKIHYHS,
0cOBEHO MNpH MALHEHTH B CTApYecKa BE3pact. IIpu nanmenTH ¢ NOBHIICHH Mia3MEHH KOHIEHTPAHH MOsKE
Ia ce HaOmonaea NMOBHINEHA 9ECTOTAa HA rppuose. [loTuckamure edextn Ha OeH30AHACHHEHMTE BBPXY
AHMAHETO €4 MO-CEPHO3IHH NPH NALKMEHTH ¢ PECIIUPATOPHO 3a60/1IBaHe.

Bensonuasenuuure sachmear edexTHTE Ha ApYTHTE AenpecaHTH Ha LEHTpajHaTa HEPBHZ CHCTEMa,
BKJTIOYHTENHO AIKOXOM.

Hevenue

I'Ipocne,r[maar C& JKHIHCHHUTES npﬂsx-xauu Ha MNAIHCHTa H Ce npe,unpﬂema'r nom'hpxcamﬂ Mep:m cnope,u (M
KIHHHTHOTO ChCTOAHME HA NalHenTa. [To-cneuuando, nayeHTHTe MOKe Aa ce HYKJAAT OT CHMITTOMATHYHO
JICUCHHE HA KapAHO-PECTIMPATOPHUTE e(heKTH WIH e(eKTHTE BBPXY LEHTpalnHATA HEPBHA CHCTEMA.

Ilo-HaraTpimnata aGeopSuus Tpabsa aa ce NpefOTBPaTH MO IOAXONALN HAYHH, HANp. JEYEHHE C AKTHBCH
BbIIIEH 70 1-2 uyaca. AKO ce M3NON3Ba AKTHBEH BBIVICH, aGCOMOTHO 3aXBDKMTEIHA © 3aIMTaTa Ha
AHXATEITHUTE NETHINA NPA CHHAMBH NMalHeHTH. B ciTyuaii Ha cMeceHO OTpaBiHe MOME fa C& HMa TpeIBHN
CTOMAIUHA MPOMHBKA, HO HE KATO PYTHHHA MAPKA.

Axo nenpechsra va LIHC e texka, Tpabea na ce uma npeasu ynorpedara Ha GprymaseHuL, GeH30{HAZCTTMHOB
aHTAroHHCT. Tol TpaGBa na ce mpunara camo B yeI0BMATa Ha CTpHKTHO Habmonenne. MMa KpaTeK OMY:KMBOT
(okono 1ac), nopagu ToBa NaUMEHTHTE, HA KOKMTO € npuioxeH GiyMascHu, Tpabsa ga ce NpocAeAsBaT Clen
OT3BY4aBaHe Ha HeroBuTe edexTH. GaymaseHnn TpsbBa fa ce OpHIAra HIKIIOYMTENHO NPEANA3THEO NpH
CAHOBPCMEHROTO MNPIIOKCHHE HA JICKAPCTBA, KOHTO HAMANABAT [BPUOBMA Tpar (HAmp. TPHIHKIHYHH
AHTHACTIPECAHTH). 32 NONIHHTETHA HHGOPMALIA OTHOCHO [IPABHIIHATA ynoTpe6a Ha TOBA JIEKAPCTBO, MO/
OTHECETE Ce KbM KPATKHTE XAPAKTEPHCTHKH Ha NPOAYKTHTE, ChALPKAIIH (ryMaseHm.

TlpunokeHueTo Ha uiymaseHWN He € NOKA3aH NpA MAUMEHTH C SHMNETICHA, KO
GeH301HalenHHH. AHTArOHHIMPAHETO HA GEH30MMA3ETIHHOBHS eexT Moxe Za mp
MaUHEHTH C eITHIICICHA.

5. ®APMAKOQJIOIHYHH CBOMCTBA



5.1 ®apmaxkogaAAMHYHH CBOHCTBA
(DapmMakoTepanesTHuHa rpyna: bensonnasennnosu npoussoaui, ATC xon: NO3AEO!

Knonasenam neMoHCTpHpa ()apMaKOIOrHYHH CBOWCTBA, XapakTepHu 3a GeH30MHA3EMHHHTE M BKTIOYBAT
AHTHKOHBYNICMBHO, CEJJATHEHO, MHOPEJIAKCHPALIO H aHKCHOAHTHIHO AeiCTBHE.

Hentpanuoto pefictene Ha OeHzogmasenuHMTe ce MeamWpa 4pes ycwiase Ha GABA-epruvHara
HEBPOTPAHCMUCHS B MHXHOMTOpHUTE cHHancH. B npuckcreuero Ha OeHzonuazenyH ahHHHTETHT Ha GABA
peLenTopa 3a HeBPOTPAHCMHTEPA Ce YCHIBA Ype3 NOJNOKHTENHA aloCTepHYHA MOJYIALHA, KOSTO BOLH N0
3aCHNIEHO ACHCTBHE Ha ocBoGoaeHaTa GABA BEpXY mocTCHHaNTHYHUS TpaHCMeMOpaHEeH NOTOK Ha XJIOPHH
HOHH.

Hma naHHH OT NpoyuBaHHA ¢ JKHBOTHH, KOHTO NOKa3Bat edekT Ha KIOHA3ENaM BLPXY CepOTOHMHA. JIaHHHTe
NpH XHBOTHH M eneKTpoeHuepanorpackuTe H3cAeBaHKA NPH XOpa MOKA3BAT, Y€ KIOHA3SMaM MOTHCKA
MHOT¢ OT BHJIOBETE MAPOKCH3MAIHA AKTHBHOCT, BKIIOYMTENHO THKOBETE H BBIHUTE NpH abcaHcH (petit mal),
GaBHM MUK-BBJIHA, THKOBE ¢ TEMIIOPAIHA U APYra JOKANK3ALHMA, KAKTO H HEMPABHIIHHTE IHKOBE H RHIHH.

I'esepanusupanure npomen B EEL ce moThekar ot wnonasenam no-pobpe B CpaBHEHHe ¢ OTHMIHWMTE
anoManuu. Criopes pesyNTATHTE OT Te3H NpOydYBaHWdA, KiIOHaserraM Hma GnarompusreH edexr npa
reHEepATH3HPAHA U OTHUILHA CTIIENCHS,

5.2 @PapMaKOKHHETHYHH CBOMHCTBa

Abcopbums
Cnen nepopanue TpWIOKeHHe KioHazenaM ce abcopbupa HamenHo M Gbp2o. MakchManHa nnaMeHa

KOHLIEHTpalllid Ha KIOHa3enaM INpH [0Be4YeTO CydaH ce JOCTHra efHH A0 HYEeTHPH 4aca clefl NepopaneH
npueM. AGCOPOUHOHHMAT MOMYKHBOT € NPHONM3UTENHO 25 MUHYTH. AGcomoTHaTa GHOHANHYHOCT € OKOJIO
90% ¢ roleMH paziIMKH MEXKAY HHAWBHIMTE.

IInasMeHnTe KOHUEHTpALMH HA KJIOHA3eNaM B CTALHOHAPHO CHCTOSHHE TPH CXeMa Ha NpriaraHe BEAHBHK
AHEBHO €a 3 IMETH NO-BACOKH OT Te3H CJe]| AHHAYHA NepopaiHa 103a. [IporHoIHpaHuTe CHOTHOLICHHS Ha
KyMyJMpaHe 3a CXeMHTe Ha NpUaraHe Aea ETH H TPH ITHTH JHEBHO ¢a CHOTBETHO 5 H 7. Cnes MHOroKpaTHH
NePOPATHH H03H OT 2 mg TPH ITHTH JHEBHO CTALMOHAPHHUTE [UTA3MEHH KOHLEHTPALMH Ha KIOHA3eNaM MpexH
Ao3ata ca cpeano 55 ng/ml. CLOTHOLIGHHETO MIa3MeHa KOHUSHTPAlWA-A03a Ha KAOHA3ENaM € JHHeHHo.
TapreTHHTe aHTHKOHBYJICHBHH IUTa3MEHH KOHIIEHTPALHH Ha KnoHasenam eapupar ot 20 a0 70 ng/ml. Texxu
TOKCHHYHYU ¢(eKTH, BKIIOUHTEIIHO NOBUIIEHA YeCTOTA Ha MBPUOBE, CE PA3BHBAT MNpH MOBEYETO NALMEHTA Che
CT2LIMOHAPHH MAa3MeHH KOHUEHTpauuu Han 100 ng/ml. IIpH DAUMEHTH ¢ NAHHYECKO pascTpoiicTso
eeKTHBHUTE KOHIIEHTPAIMHA HA KJIOHA3eNaM 33 HAMATARAHE HA YECTOTATA HA MAHHUECKHTE aTaky ca OKOMO
20 ng/ml.

Pasnpenenenue
KnonasenaMm ce pasnpeaens MHOTO Obp30 B Pa3iu4YHHTE OpraH# H ThKaHH, C MPeUMYINECTBO B MOZBUHHTE

CTPYKTYPH.
HomyxuBOTPT Ha pasnpenencHue e npubmuzurenno 0,5-1 uac. OGembT Ha pasnpenenenue e 3 1/kg.
CBBD3BAHETO ¢ MNAIMEHKTE TIpoTernn ¢ 72-86%.

Buorpancdopmarpg

Knonazenam ce MeTaGonH3Hpa eKCTEH3MBHO YPe3 PeyKIHA Ha 7-aMHHO-KNIOHA3enaM H upes N-aueTunnpane
Ao 7-auerammpo-knoxasenam. HaGmopmasa ce W xwapokcunupade npu C-3 mozuuus. ‘IEPHO.EpoﬁﬂHﬂT
uuroxpoM P-450 3A4 e cpBp3aH ¢ HUTPOPEAYKIMATA Ha KNOHA3EMAM N0 (HapMaKONOTHUBC-HEHEBHH HIIH
¢nabo aKTHBHHA MeTabonuTH.

Merafonitare ce oOTKpHBAaT B ypHHATa moj ¢opmara Ha cBoboxf
(TMIOKYPOHHIHH M Cyn(aTHH) ChEAHACHHS,

Enumunupane
10 e



CpeHusT eNMMHHAIMOHEH NOMYkHBOT & 30- 40 yaca 1 He 3aBMCH OT Ao3aTa. KimphEChT € nprénusnTento
55 ml/min, HE3aBHCHMO OT TNOJIA, HO HOPMANH3HPAHHTE CHIPAMO TETNOTO CTORHOCT HAMA/IABAT C
YBE/IHYABAHE Ha TEAECHOTO TETJIO.

50-70% ot f03aTa ce eKCKpeTHpa B ypHHaTa H 10-30% B ManpakueHHsTa KaTo MeTabonuTy. EXCKpenHsTa Ha
HE[IPOMEHEeH KIIOHA3ENaM B YPHHATA OOHKHOBEHO € NO-MaNKo oT 2% OT NPHIOKEHATA 1034,

d)agma:come'rmca NPH CNCHHANHA KIHHHTHH TONYIANHH

bvbpeuno yepexcoare
Brbpeurioro yepexaaHe He nNOBNMSBA (hapMaKOKMHeTMKATA Ha KioHasenaM. BB3 OCHOBa Ha
(p2PMAKOKHHETHYHHTE KPHTEPHH HE CE H3MCKBA KOPEKIMA Ha J03ATA NPH NALMEHTH ¢ 610peuno yapei/ane.

YeproapobHo yepeiaane

CeBp3BAHETO Ha KIOHA3ENAM C ILTA3MEHHTE NPOTEHHH MPH NALUKECHTH ¢ 1MP03a € 3HAYHTENHO TI0-PANTHUHO
OT TOBA MpH 31paBH AoOpoBONUM. Bhupekd ue BAHAHMETO HA YEPHOAPOGHOTO YEpPEKAAHE BBPXY
hapMakOKHHETHKATA Ha IUIOHA3ENAM HE € AOMWIHHTENHO H3CASARAHO, ONHTBHT C APYT CTPYKTYPHO GIIH3BK
HHTPOOeH30AHA3eMMH (HUTPA3eNaM) MOKa3Ba, Ye KIMPHLHCHLT Ha HECBLPIAHMA KIOHa3enam Moke xa Obae
HAMAJICH MPH YepHOIPoDHA HHPO2a.

TlanvenTy B CTapuecka BBHIpACT
DapMaKOKHHETHKATA Ha KJIOHA3eNaM B CTAPYECKA BE3PACT HE € H3C/Ie/BaHA.

IenuaTpHuHa nomynamusa

Karo wwro, kuHeTHKaTa Ha eMTHMHHHpaHe PH €A € NoAoGHa Ha Ta3H NpH, HAGMIOAABAHA NIPH BB3PacTHH.
Cren TepanesTHuny 03w nipi Aeua (0,03-0,11 mg/kg) cepyMHHTe KOHICHTPRLMN ¢a B Chilis Ananason (13-
72 ng/ml) kaTo edeKTHBHHTE KOHLEHTPaMH NP BH3PACTHH.

lpn Hoeoposienu posu or 0,10 mg/kg BoasT no KonnenTpamms Mexcry 28-117 ng/ml B kpas Ha kpaTka
uH}Y3HA, kaTo 30 MHHYTH NO-KbCHO cragat Ha 18-60 ng/ml. Te ca moHeceHH 6e3 BHAHMH HEXETAHH PEaKIHH.
CroliHOCTHTe HA KTMpBHCA IIDH HOBOPOZEHM 3aBHCAT OT MOCTHATATHATA BB3pacT. CTolfHOCTHTE Ha
CNIMMHHAUHOHHHA NOMYKHBOT NPH HOBOPOJICHH Ca B CHINATA BEAHYHHA KAKTO IIPH Bb3PacTHH.

Ilpyu feua crofiHocTHTE Ha KIMPEHEA Ca OT nopaabKa Ha 0,42 + 0,32 ml/min/kg (sp3pact 2-18 rommnn) 1 0,88
+ 0,4 ml/min/kg (pB3pact 7-12 romumu). Tesu cTOHHOCTH HAMANABAT ¢ YBE/MYABAHE HA TEJECHOTO TEIIIO.
Kerorennara iueta npu Aenia He BIIHse Ha KOHLISHTPALMHTE HA KJIOHA3CTAM.

5.3 TIpeaxnuHr9HH AauAHK 3a GezonmacHocT

Kapyunozennocm

He ca H3BBpiIBaHN KOHBEHUHOHAIHH NPOYUBaHHU 32 KAPUHMHOTGHEH TIOTEHIMAN C KioHasenaM. B exmo 18-
MECeuHO Mpoy4YRaHe NP ILThXOBE, He ¢a HadMOoaBaHy CRHP3aHH ¢ ASUSHUCTO-XHCTOMATATIOHYHY IPOMEHY
B paMKHTe Ha Hali-BHCOKAaTa H3cneasaHa no3a ot 300 mg/kg/nen.

Mymazennocm
TecroBete 3a FeHOTOKCHYHOCT NPH H3NON3BAHE Ha OAKTEPHAIHH CHCTEMH C in Vifro WIH ¢ MEIHHPAHA OT
roCTONPHCMHHK Me'raﬁonmna AKTHEALIHA HE Ca IMTOKa&3aANHM reHOTOKCHYHA aKTHBHOCT Ha KJIOHA3ENaM.

Penpodyxmusna moxcwunocm
poyuBanusTa, oueHsBalny QepTHINTETa W OOIIATA PEPONYKTUBHA CHIOCOGHOCT Npu TUIEXOBE TIOKA3BAT
noHwxXaBane Ha 6pos Ha GPeMEHHOCTHTE W BIIOLICHA TIPEXKHBAEMOCT Ha TTOKONCHHETO NpH H03H 0T 10
100 mg/kg/nen. -

Tepamozennocm
He ca HaGnronasaun eM6puo-deTanty iu 3acaramy MaiikaTa HexeaHH eheKT
[EpopalHO DPWIOKEHHEe Ha KIOH43¢NaM B MepUOJa Ha OpraHoOreHesa, B

40 mg/kg/nen.
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B nakonko npoyusanmus NpH 3akuy, ciel nosu 10 20 mg/kg/nen, e Habmonasana HHCKa, HE CBBpP3aHa ¢ A03aTa
4ecToTa Ha nopobeH Tun mandopmanuH (uenka Ha HebueTo).

6. ®APMAIEBTHYHH JTAHHH
6.1 CrHcubk Ba DOMOMEHEMTE BEIIeCTEA
Kaonapexc 0,5 mg raGnerxn:

Henynosa, MukpokpucTatHa

IToBumon

Harprer smuecren ruxonar

Huwecre, npexxenarunmusupano

Cunmipes IHOKCH, KOITOHIEH Ge3poaeH

Marnesues creapar
CrHeer xtiro E110

Knonapeke 2 mg Tabnerxn:

Henynosa, MHkpokpHcTanHa

Ilorunon

Harpues nminecren rmukonar

Huwecre, npesxxenaruuusupano

Cunnupes avokena, konouneH Ge3soeH

Marnesues creapar

6.2 HecbBMecTEMOCTR

Henpunoxnmo.

6.3 Cpoxk na roggoer

4 romHUHH

64 Cpoeumaina ycaoBus na chXpaHcHHe

To3u nexapcTBeH MPOAYKT He H3HCKBA CELHANHN YC/IOBHA Ha ChHXpaHEHHE,
6.5 Bhnxu chABPKARHE HA 0NAKOBKATA

Kionapexe 0,5 mg u 2 mg taGeTku ca onakosann B 6mucrepu AVPVC/PVDC.
Beeku Giuctep cuanpia 10 Tabnetkn Knonapexc,

Kapronenara onaxoska cbabpka 3 bmuacrepa (30 TaGnerku).

6.6 Cumenuannm npeanazun MEpPKH IPH H3XBLPAsHe B paGora

HaMa cnenanuy u3ncksanus,

7. IIPHTEXATEJ HA PAIPENIEHMETO 3A YIIOTPEEA
Pexe Qapmaciorukene JItn — knon Brirapus

Codna, Gyn. ,,Cumeonoscko moce” 110

xe. [panuna, 6n. 12, eT. 4, an. 16

8. HOMEP(A) HA PASPEIMIEHUETO 3A YIIOTPEEA

Krnonapekc 0,5 mg Tabnetku Per. Ne 20150042
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Knonapexc 2 mg taGnerxu Per. Ne 20150043

9. JATAHAIIBPBO PASPEIIABAHE/ITIOAHOBSBAHE HA PA3PEINEHUETO 3A
YIIOTPEBA

Hata na mepeO paspewasane - 17.02.2015
Jara Ha nocneAHO MOAHOBABAHE -

10. JATA HA AKTYAJIH3IHPAHE HA TEKCTA
12.2019
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