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1. HME HA JIEKAPCTBEHHMSA ITPOIYKT

10._11. z_tm

baknogpen—Dapmanpatic 10 mg Tabnerku
Baxnogen—Papmaapaiic 25 mg rabrerxu

Baclofen—Pharmadvice 10 mg tablets
Baclofen-Pharmadvice 25 mg tablets

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

Beska rabnerka bBaknoden-®apmanpaiic coanpxka 10 mg wimm 25 mg Gaknoden (baclofen /4-
amino-3-(p-chlorophenil)-butyric acid/)

Beaxa tabnetka baxsioden - Gapmangaiic 10 mg chanpxka 60 mg akrosa.
Besxa rabnerxa baxnoden - ®apmansaiic 25 mg cruppxa 50 mg jakrosa.

3a MEJHUS CIHCHK HA MIOMOIIHHTE BEilleCTRA BWKTE Touka 6.1,
3. JEKAPCTBEHA ®OPMA

Tabnetky.

baknoden—Papmagsaiic 10 mg Tabnerku u Baknoden—Dapmangaiic 25 mg tabnetkn ca Gemw,
KPBIJIH H ABOHHOMBITEKHAIN TalleTKH,

Baxnoden—Papmanpaiic 10 mg TabneTkn MMar JeJHTEHA YepTa H MOXe fa OBaT pas/ie/icHH Ha
IB€ paBHH JO3H.

4. KIMHAYHH JAHBY

4.1 TepanesTHaHE NoKka3anun

baknoden e NokazaH 3a 061EKYABAHE CHACTHYHOCTTA HA BOJIEBUTE MYCKYIIH B PE3YIITAT HA HIKOM
HAPYINEHHY, KATO MHOMECTBEHa CKIepPO3a, APYTH YBPEXJaHHA Ha rprOHauHud MO3BK, Karo
TYMOPH, CHPHHIOMHEIHA, 3afonABanus HA MOTOPHHTE HEBPOHH, TPAHCBEP3aNeH MHEINT,
TPABMATHYHO [TAPLHANHO YBpeXIaHe Ha rpsOHauHia MO3BK.

Baknoden e nokasal chmo TMPH BE3PAcTHH § Jlelia 33 O0/IeKYaBaHE CIACTHYHOCTTA Ha BOJIGBHTS
MYCKYJH, BBE3HWKBAINA HAIIPHMEP HpPH  MO3IBMHOCHAOB MHUMZAEHT, uepeOpanna rapanusa,
MEHHHIHT, TPaBMAaTHYHO YBpesKAaHe Ha TiaBaTa.

[Ipenu 3amouraHe Ha negeHneTo ¢ baknoden e HeoOxonuM BHMMAaTeNeH MOAOOP HA MAIHEHTHTE,
TBH KaTO ce cMATa, Ye NOJ3ara OT JeYeHWeTO € Hal-roniMa TpH MAMeHTHTE, IPH KOHTO
CNACTHYHOTO CHCTOSHHE MPENCTABIIABA NpedKa 32 OCHIUIECTBABAHETO Ha QHIMYECKATa aKTHBHOCT
wune ¢msorepanusra. Jleuenuero ue Tpabsa ga Gbie 3aroupano npeaH cTabMiM3ppaHe Ha
CHACTHIHOTO CHCTOAHHE,

[NennaTpuuna nomynaums
baknoden e mokazan npu nanuentd or 0 1o <18 rogMHM 32 CHMIOTOMATHYHO JieyeHHe Ha
CTACTHYHH CHCTOSHHA OT lepeOpaneH npousxon, ocobeHo B CliydaHTe Ha ACTCKa UepebpanHa
napamsa, KakTo H Cjie MO3BYHOCHA0B HHUHACHT WIM OPH HAIMYHAeTO HA HECTUIACTHUHO WIH
ACTCHEPATHBEHO MOJILYHO sabongBane.

baxnioden € nokazaH ChUIO IPH CHMITTOMATHYHO JIEYEHHE HA MYCKYJIHH CNa3sMH
HHPEKITHO3HH 3a00N9BaHHA HA rPEOHAYHHA MO3EBK, B CIyuall Ha JereHepaTHBY,
HEOIUTaCTUYHH HapyIIEeHHA HIH TAKHBA C HEHM3BECTEH MPOH3XOM, KATO MHO




'

COACTHYHA CNHHAHA [ApanM3d, aMHOTPOGHMYHA MATEPANHA CKIEpO3a, CHPHHIOMMENHT,
TPAHCBEP3ATIEH MHETUT, TPABMATHYHA MAPAILTETHA WM [Tapanape3a U KOMIIPecHs Ha rpeOHauHms
MO3BK.

4.2 [losupeska H HAYARA HA NPHJICKEHHe

Ilpenu 3anousane Ha snevenrero ¢ GakiodeH e HEOGXOIUMO a C¢ HATIPABH PEANTHA MPELEHKA Ha
LAIOCTHATA CTEMEH HA 04aKBAHOTO KIIMHAYHO TIOAOGPEHHE TIPH IEYSHHETO Ha MAIHeHTa.
Ipenoppuea ce HasHAYaBaHETO HA HAJi-HUCKATA 11034, IPH KOSTO MOJKE /1A C& MOCTHIHE ONITHMAJIEH
oTroBop. [IpOARIKUTEIHOCTTA Ha JIEHSHHETO 3aBHCH OT KITHHMMHOTO CHCTOAHHE HA MALUEHTA.
Heobxonumo € BHIMATEIHO THTPHPAaRe Ha 103aTa (0coBeHO TIPH NALHEHTH B CTap4ecKa BB3pacT)
Ao crabunu3kpaHe Ha nanuveHTa. [IpH Ha3HA4YaBAHETO HA TIPEKANEHO BHCOKA 71033 MM TpPH
npekoMepHo OBP30 MOBHNIABAHE HA 03aTa € BH3MOXHa [104BaTa Ha HexeaaHd edexru. Topa ce
OTHacA 0cobeHO 3a aMGyTaTOPHHTE NALMEHTH ¢ HEJ 1a ¢¢ CBe/Ie K0 MUHIMYM MYCKyTHaTa ciabocT
B He3aCerHaTHTE KpalHHUIM HIH B Clyvali Ha HeoOXOQHMOCT OT IOBIHABAHE HA CHACTHYHOCTTA,
AKO NpH JOCTHraHe Ha MAKCHMATHATA MPENOphYBana /03 He ce HaGmoaaea TepaneBTHYEH edexT
B paMKHTe Ha 6 CeIMHLM, TO € HeoOXOMHMO B3eMAHETO HA pPeIIeHHe OTHOCHO HeO0X0HMOCTTa OT
NpoAk/DKaBaHe Ha NedeHuero ¢ Oakioden.

Brapactan
Jleuenuero TpadBa Na 3anoyHe ¢ 033 oT 15 mg AHERHO, 3a MpeaniounTaHe npueTa noa dbopMara

Ha HAKONKO OTAeNHH Ao3H. IIpeanara ce cineAnOTO mocTeneHHO MOBHIIABAHE Ha 03aTa, KOETO
obaue TpAGBa fa Gblie afaNTHPaHO cnopel HETHBUAYAIHHTE HY/KIH HA TALMEHTa,
Ilpe3 mbpBHTEe TpW AHH — 5 mg (MOMOBHHATA OT enHa Tabmetka ot 1{ mg) Tpu NbTH
IOHEBHO,
npe3 cheAsauldTe TpU AHM — efHa Tabnerka or 10 mg TPH IMBTH THEBHO,
npe3 cneApaiiure TpH JHM — 15 mg (eaHa u monosuHa Tabmetku ot 10 mg) Tpu METH
ITHEBHO,
npe3 ciesalnTe TpH AHH — 20 mg (ape Tabnerky ot 10 mg) TpH NBETH JHEBHO.

3aI0BONMTENEH KOHTPON HA CUMITOMUTE OGHKHOBEHO €€ MOCTHIA [IPH 1034 A0 60 mg JHEBHO, HO
34 YAOBJISTBOPABAHE HYXXOWUTE Ha BCEKH MALUECHT HECTO © HGOGXOIIHMO HHIOABHAYATHO aaanTHpaHe
Ha po3ata. Ilpu HeoOxonumocT no3ara Moske a Ohae GaBHO MOBMILIABAHA, HO HE CE MPENopbYea
TIpEBHINABAHETO HA MakCHMAIHATA AHeBHa Ao3a oT 100 mg, OCBEH B CIy4aHTe, B KOHTO NAllHEHTLT
€ noj BHHMATEJIHO MEIHULIHHCKO HaOmoJeHHe B YCIOBHATA Ha OONIHHYHO NedeHHe. B HAKOH oT
CITy4aHTe MO-YeCTOTO NPHIATAHE Ha MAJIKH 03H MOKE [a Ce OKaxe N0 e(eKTHRHO, B CPABHEHHUE
¢ IIPHJIAraHeTO Ha NO-BHCOKH J03H, Ha n0-rofieMH uHTepBany. OCBEeH TOBA, IPH HAKOH TIALMEHTH
€ epeKTHBHO IIPHJIATAHETO CAMO Ha eJ[HA 1033 BEUED, 3a IIPOTHBOREHCTBHE Ha GONe3HeH s CazbM
Ha dnakcopHuTe Myckymu. [TonoGHO Ha TOBa, eAHOKpATHA 1034, MPHIOKEHA 0KOMO | yac npeau
W3BBPLUBAHETO HA onpeleneHH AeHHOCTH Karo H3MHBaHe, o0NAvaHe, OpPBCHEHE WA
¢du3HOTEepanus, YecTo noaodpaBa MOGHIHOCTTA.

[lanpenTH B CTApYecKa BB3pacT

[laipieHTHTE B CTapuecka BE3PAcT MOke Aa ca NO-TIOAATAMEH Ha HexXenaHH edextH, ocobeHo B
HAuaNoTo Ha JedeHHeTo ¢ 6awioden. ETo 3an10 e HeoOX0UMO 3aI0UBaHE HA JIEUEHHETO ¢ HHCKH
J034, KATO CJIE/ TOBA 103aTa TpAOBa MOCTENEHHO Aa (h/ie THTPHPAHA 10 NMOCTHTAHETO HA KEJTaHHA
OTroBOp, oA CTpor KoHTposr. Hima NaHHH, ye eBeHTyanHaTa cpeiHa MAKCHMAJIHA 71034 € Pa3IHYHA
OT Ta34 OPU [O-MIAAH [TAIHEHTH.

lennatpuyna nonynanug (0 g0 < 18 ronunn)

JledeHHeTo OOMKHOBEHO 3aMOYBA C MHOIO HHCKA 1033 (CHOTBETCTBAINA HA O
JHEBHO), NpHeTa oA ¢opMaTa Ha 2-4 OTAENHH A03H, 33 NPEUTIOYHTAHE KAT




Jozara Tpa6Ba na ObAe BHAMATENHO MOBWINABAHA Npe3 WHTEPBANH OT okono 1 ceammua, 10
JOCTHIAHETO HA HeoOXOMHMATA MEAMBHAYANHA 1034 3a ferero. OOuyaifHaTa MoAbpkaI2 THEBHA
no3a sapupa Mexay 0,75 u 2 mg/kg tenecno terno. Obwata aHeBHa 1o3a He TpAOBa 1a NpeBUINABA
MakcHManHaTa no3a or 40 mg/nHesHo npu Jeua nop 8-roguirHa Re3pacT. [lpu nena nap 8-
FO/IMINHA BB3pAcT, MOke 1a OhJe JaBaHa MAKCHMAaJTHaTa AHEBHA J03a ot 60 mg/IHeBHO.
TaGnerxute Baxnoden He ca noaxomamu 2a Aelia ¢ TeaecHo Terno nopn 33 kg.

[MTanmenTH ¢ yBpeaeHa 6rOpeuna GyHKIHA

[ipn naupentd ¢ yspeaeHa OpOpedHa (YHKUMA KHIA TakWBa, TMOJIOKEHH Ha XPOHHYHA
XEeMOJHANH3a, € HeOOX0AHMO MpHIAraHeTo Ha ocobeHo HHCKa no3a GaknodeH, Hamp. oKomo 5 mg
JHEBHO.

IMpu nawmenTy B kpaiina dasa na GEOpeyHa HeZOCTATEYHOCT, NpHIAraHeTo HA Gaksogen Tpabsa
Ja CTABA CaMO B CydyawWTe, KOTATO NO/I3aTa Npepyluasa pucka. Tesn naunenTH 1padea aa Gbaat
BHHMATENHO MpOC/IeNABaHd ¢ Uel Obp30 AHATHOCTHLUHPAHE HA PAHHHTE NPHM3HALM W/HIH
CHMIITOMH Ha TOKCHYHOCT (Hamp. COMHOJEHTHOCT, neTaprua) (Bx. Touka 4.4 CnenwanHH
HpexynpexIeHH H NpeaNa3Hy MepkH Ipy ynorpeba i Touka 4.9 ITpenosupare).

TanpenTH ¢he CNACTHHMHM ChCTOAHHA OT HepeSpaneH NpoH3Xe]

IIpn Te3n malMeHTH e MO-BepoATHA NOABaTa HA Hexenanu edextH. Eto 3ammo ce npenoppusa
MHOI'0 BHHMATEe/IHO ONMpefensiHe M ajanTHpaHe HA pexXHMa Ha NO3HPAHE, KAaTo Te3d NAlHeHTH
TpabBa Aa 6bAAT MOJ CHOTRETHO HAGIIONEHHE.

JlexapcTBOTO TPsOBA N2 Ce MpHeMa ¢ XpaHa.
4.3 IiporHBomoxazanms

. CBpsXUyBCTBHTEAHOCT KBM GakmodieH WIH HAKOE OT [IOMOUIHHTE BeIlecTBa, H3bpoeHu B
Touka 6.1

. Henraaina g3sa

e  BenoapoGna HEIOCTATHYHOCT

4.4 Cnenua/HH DpeXYNPEKACHEA H NPeANAIHA MEPKH NPH yHmoTpe6a

IcuxHyuHH HAPYIIEHWA W HAPYINEHHI HA HEPBHATA CHCTEMA

[Mopdupus, aHaMHE3a 33 ANTKOXONM3LM, XHIEPTOHHSA, ICHXOTHYHH Pa3cTpoHcTBa, MM30(peHHs,
JCNPECHBHH JWIM MaHMAKanHM pasCTPOMCTBa, CHCTOAHHA Ha OOBPKAHOCT WIH OonecT Ha
Hapxutcon Morar aa ce Bromar ot geuenHero ¢ baknoden—Papmaneaiic. [lawmenTHre, cTpasamuy
OT Te3k 3a00naBanHA, TpaGra fa ObAAT NEKYBAHHM NIPEANATHBO H KBPKaHH ITOX HENOCPEACTBEHO
HabmopeHwe.

CrollaBann ca cioyuad Ha caMOYOMICTBO M CEOMTHS, CBBP3aHM CBC CaMOYOHHCTRO TpH
NalHEHTH, NeKyBadH ¢ Oaxnoden. B noseveTo cIydan MallHEHTATE €A ¢ NOIMBIHATE/IHE PHCKOBH
GaxTOpH, CBBP3AHHM ¢ MOBKITEH PHCK OT CAMOYOUICTRO, BIJIIOUHTENHO Pa3CTPOHCTBO, CEBP3aHO ¢
ynorpefara Ha ajqKoXoJl, Jenpechs W/HAH Npeaullify ONTATH 3a camoyGmiicTeo. Jlekapereenata
Tepanua TpadBa fa ce CHIBTCTBA OT BHUMATENIHO HaOMIOACHHE Ha NALMEHTHTE ¢ AOMBIHHTEIHH
PHCKOBH (hakTopu 2a camoyGuiicteo. Ilannenture (n GonHornenaumte) Tpabea aa 6mpar
NPEAYTIPEICHH 32 HEOOX0ANMOCTTa OT HabloJeHHE 3a MOABA HA KITMHHYHO BJIOLIABAHE, CYHLIHTHO
NOBeACHHE WIH MHCIH WIM HeoOH4YaillHH NPOMEHH B MOBEJSHHETO, H aKO BL3HHKHAT TaKHBa
CHMITTOMH, TpAOBa He3abaBHO Aa NOTHPCAT MEJHLIHCKA TOMOIL.

CrolilicHH ¢a cIydan Ha HellpaBH/IHA yrioTpeba, 210ynoTpeba Cbc H 3aBHC
Heo6xonuMo e noBHIMEHo BHHMAHWE NPH MalMEHTH ¢ aHAMHE3A 32 3N0YTE



BEUeCTBa W MAUWEHTHT TpAGBa Aa Gbpae HaGmomasaH 3a CHMATOMH Ha HETIPABHAHA YNOTpeba,
350ynoTpeba WK 3aBHCHMOCT OT batod)eH, Harp. NOBUIIABAHE Ha K03aTAa, MOBEJEHHE Ha THPCEHE
Ha JIEKAPCTBOTO, Pa3BHTHE HAa 3aBHCHMOCT.

Heofxoaumo e noBHIIeHO BHUMaHHe M0 BpeMe Ha NedenueTo ¢ Gaxnmoden IpH NalWeHTHTE, IpH
KOWTO MOAABPHAHETO HAa H3IPABEHOTO MOAMKEHHE HA TAUIOTO H PABHOBECHETO HIH YCHIBAHE HA
JBHKECHHETO 3aBHCAT OT MOBHIUCHAA MYyCKYJIEH TOHYC.

Enunencus
Bawnoden MoXe Ja M30CTPH HAKOH OT NPOABHTE Ha eIIIENCHA, HO MoXe 1a Obie HINON3BaH B
ciyya Ha MOAXOMASIO NpOCHeIIBaHe H NPOBSKAAHE Ha aJeKBaTHO AHTHKOHBYJICHBHO JICHEHHE.

HOpyrn
baknogen TpaGea Na ce wH3Non3zBa ¢ Oco0eHO BHAMAaHWE MPKW TNALHMCHTH, NPHEMAlH
AHTHXHIEPTCH3HBHO Negenne (BxK. Touka 4.5).

baknoden Tpabpa Ja ce HM3MON3BA C MOBHIIEHO BHAMAHHE TpPH TMALHEHTH, CTPAJAIlM OT
MO3BYHOCHAOB HHIMASHT, PECITHPATOPHO HIH YEPHOAPOOHO YBpEKIaHe.

Brbpeuno yepesknaHe
baknoden Tpa6Ba Aa ce npriara ¢ IOBHINEHO BHUMAHHE NPH MaOHEHTH ¢ OEOpEYHO YBpekaaHe 0

Ja ce TIpHJIara NpH NaleHTH ¢ KpaeH craauii Ha Ob0peuna HeAOCTAaTHHHOCT, CaMO aKO OYaKBaHaTa
10/132 TIPEBHILIABA NOTCHIMAHAS PHCK (BX. TOUKa 4.2 JI03MpOBKa H HAYHH HA NPUIOKCHHE).
Hepponoruuau npusHau W CHMIITOMHM Ha NPEfO3HpaHe, BIUIOUHTEHO KIMHHYHH TPOABY Ha
TOKCHYHA cHUedaonarus {Hanp. o0bpKBaHe, Me30pMEHTAIIHA, COMHOJEHTHOCT H HAMANEHO
Chb3HaHHe) ca HADMIOJABAHW MPH MAUMCHTH ¢ OBEOpeYHO yBpeXkAaHe, KOMTO MPHEMAT MepPOpasTHO
Gaxoden B 1034 HAJl 5 mg AHEBHO, ¥ B IO3M 5 Mg AHESBHO TPH NAIWEHTH ¢ TEPMUHAICH CTA1MHA
Ha OB0peuHa HEOCTATHEYHOCT, JIEKyBaHW ¢ XPOHHYHAa XemoOuanusa. [JalMeHTHTE ¢ HapyllieHa
OnOpeuna ¢ynxknma tpabpa na OGnAaT BHMMaTeNHO HaOmoZaBaHW 3a CBOEBPEMEHHO
JWATHOCTHLMpaHe HAa paHHH CHMITTOMH Ha TOKCHYHOCT (BX. TOYKa 4.9).

[NamuenTHTe ¢ Hapylena GuOpeuHa dyHKiwms TpsOBa Aa 6BJAT BHHMATENHO HabnmofaBaHu 3a
CBOEBPEMEHHO JHATHOCTHLUMPAHE HA PaHHH CHMIITOMH HA TOKCHYHOCT.

Ocofeno BHUMaHHE ce W3HCKBA, KoraTo Gaknoden ce mpueMa B KoMOHHALMA ¢ JIEKApCTBA HITH
NeKapCTBEHH NPONYKTH, KOHTO MOrAT 3HAYHTENHO 2 NOBIHAAT Ha OnOpeunata (yHkumA.
brOpeunata GyHKIMA TpsbBa Aa Ce cliefH C MOBULIEHO BHEMAaHHE, 4 JHEBHATa J103a DaknogeH
CBOTBETHO JIa CE aalTHpa, 34 44 Ce NPeJOTBPATH TOKCHYHOCTTA Ha GaknodeH.

OcBeH npeycTaHOBABAHE Ha JIEYSHUETO, CTIELIHA XEMOAUAIN3a MoKe Ja OBJe npeanpHera kato
/ITCPHATHBHO JIEYEHHE NMPH MALMEHTHTE ¢ TEKA TOKCHYHOCT B PE3yJITAT Ha MpHeMa na 6axmoded.
Xemomuammsara edekTuBHO oOTcTpaHsasa GaxkinodeH oT opranusma, oOnmexyaBa KIMHHYHHMTE
CHMITTOMH Ha NPEJI03MpaHe M CKbCABa BPEMETO 32 Bh3CTAHOBABAHE TIPH TE3H MALMEHTH.

ITHkOYHM HapylleHus
I[lo Bpeme Ha nedeHuero ¢ Gawioden Moxe na ce Habmoxapa NofgoGpPeHHE Ha HEBPOIOTHYHHTE

HapyllleHHs 3acAralld M3Mpa3BaHeTo Ha NHKOYHMs Mexyp. Ipu nalpieHTH C npeAmmecTBamia
CHMHKTepHA XHIIEPTOHHA MOXKE /a € HAIKUE OCTpO 3afbpKaHe Ha ypHHATa; B Te3d CIydau
NPHIIAraHeTo Ha JIEKAPCTBEHHS MPOAYKT TpAOBa Ja ¢TaBa ¢ NOBHLIEHO BHHMAHHE.

JlabopaTopHy H3cenraHuA
B peaku cyyau e HabmonasaHo noeuwasade Ha AST, ankanHara docdarasa u cepyMHTC HUBA
Ha rmokosara. [Ipn nanueHTH ¢ OvOpeuny 3abonseanud WM 3axapeH amaber
OPOBEKAAHETO HA CHOTBETHH NabOpPaTOPHH H3CNENBAHAA 34 H3KNOYBAHE HA
BB3HHKBAHE Ha NPEANIBHKAHE OT JIEKAPCTBOTO MPOMEHH TIPH Te3H MOLL




Pa3xo npeycTanoBsBane Ha JEYESHHETO

Jleyennero TpAbGBa BUHArH (OCEEH NPH HACTBIIBAHE HA CEPHO3HM HEXENAHY PEakli) 13 Ce CiHpa
IOCTENEHHO YPE3 MOCIEIOBATETHO HAMAISBAHE Ha [103aTa B MPOALIKeHHe Ha oKkoso 1-2 ceaMuim.
Tlpn pasko crmpane Ha GaknodeH, ocobeo ciel ABATOCPOUSH NPHEM Ha JEKAPCTBOTO, &
chOOmEeRN Oe3MOKONCTBO ¥ OOBPKAHO CHCTOAHME, AETMPHYM, XATIONMHALWY, TCAXOTHYHO
Pa3CTpOHCTBO, MaHHUA WIH [IAPAHOs, KOHBYJICHH (CTATYC NHIENTHKYC), AUCKHHEZHS, TAXHKaPIHA,
XHIepTepMHi, pabaOMHOITH3A H BpeMEHHO BIIONTABAHE Ha CITACTHIHOCTTa KaTo rebound deHomeH.

CrobmapanH ca ciryday Ha HEOHATAIHU I'bp'-IOBe clej HHTpAyTepHHHA €KCTIO3HIMA HA nepopaneH
baxnoden (Bx. Touka 4.6),

Ero 3amo nedenmero BHHark {OCBEH NP NOABATA HA CCPHO3HA HEXKEJAHH PeakiHu) Tpadsa aa
Obae MpeycTaHOBABAHO MOCTENEHHO, Ype3 OCHeAOBATENHO HAMANIBAHE Ha [03aTa 32 IIEPHOJ OT
OkoAo 1-2 ceamun.

CoinectByBaT MHOrO OTpaHMYEHM NaHHH OTHOCHO ynorpebata Ha GawnodeH npH jena mox
l-ronymua ew3pact. [lpuwiokeHHero HpH TasH monynamus TpsOsa ma Owae GasupaHo Ha
JIEKAPCKATA OLIEHKA Ha WHIMBHAYAIHATA NOJI3a H PHCK OT JIEYEHHETO.

‘Tesu Tabnerku chabpiKaT NakToza. [lanmMeHT! ¢ peiKy HACHEACTBeHH TpodIeMn Ha HEMOHOCHMOCT
KbM rajlakro3a, ITEIEH JIAKTa3eH Ae(HIMT WIH DIF0K030-TAIAKTO3HA ManabcopOums He TpabBa na
MpHEMAT TOBA AEKAPCTBO.

4.5 BsanmoneiicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH U APYry GopMHE HA BIaAMonehcIBHE

. Baxnoden nmospmasa ceparHBHHA €deKT PH MPHEM C APYTH JIEKApCTBEHM MPOOYKTH,
uMaH edekT ppxy [THC, che CHHTETHYHH ONHMATH WM C AIKOXOJ.

. Baxnoden noTeRLMpa XANEPKAHETHYHKTE CHMITTOMMH [IPH TIAITHEHTH, IPHEMALIH JTHTHEBH
COJTH.

. TPHUMK/IHYHHTE aHTHAENPECAHTH MOTCHIMPAT AeliCTBHETO Ha GaknodeH, BomeHKH a0
3HAYHTE/THO HAMAJIABAHE Ha MYCKYJIHHA TOHYC.

. PucKET OT NOTHCKAHE Ha PECOIMPATOPHATAa CHCTEMA CHINO € noBnmeH. Heobxomumo ¢

BHHMATE/THO NPOC/IEAABaHe HA PECHHpPATOpHATa H ChHpAEMHOCHJOBa (ynkumd, ocobeHo npu
MAIMENTH ¢ KapAHOMY/IMOHAPHH 3a00NaBaHNA U cnabocT Ha IHXATETHATE MYCKYIIH.

. baknoden Moxke 1a IoTeHUMpa eeKTHTEe Ha AHTHXHIIEPTCHIUBHHATE IEKApCTBa (MOXKE 14
Ce HaNOXH KOpHTHpaue Ha mozata). CroOmaBan e Cydyall Ha XMDOTOHHA NPH €AFH TALMEHT,
npuemas MOPQHH 1 HHTpaTeKaieH OakmodeH.

» JlexapcTra, KOHTO MoraT o AoseaaT ao On0pedna HenOCTATBYHOCT (KaTto HOympodeH),
Morar Aa 3a0aBsT exckpelsTa Ha Gakioden U Ja oBeaT AO POABA HA TOKCHYHH eeKTH.
) MenTanaa 00bPKAHOCT, XAMOUMHAUWY, FafeHe ¥ BE30yAa Morat ga ce HabmofasaT npu

nalpeHTH ¢ Oonecrra Ha [lapkuHCOH, NEKYBAHH eOHOBPEMEHHO ¢ Jiesoioma/kapbuiona n
Gaxnoden.

. Baxsodhen yabmKasa GeHTAHMN-HHAYLMPAHATA AHANIE3HA.

4.6 DepraanTter, GPEMEHHOCT B KhpMEHe

Bpemennoct
Tlo Bpeme Ha GpemenHoct, ocoleHo npes mepeHTe 3 Mecena, Hawioden TpabGBa Aa ce HINMON3BA

camo, aKo HeroBaTa ynorpeba e kusHeHo Heobxoauma. ITonzure or nevyennero Ha MafikaTa Tpadea
Aa GbnaT BHUMATENHO OICHEHH CNpAMO Bb3MOXKHHUTE PHCKOBE 33 eTeTo. bakiode
nipe3 MlalleHTapEaTa bapHepa.




Cbobiiaran e enuA cryyait Ha MO03KMpaHa Peakuys Ha OTHEMaHE (TeHePATH3HPaHH MEPUOBE) PH
enHoceaMHuHO Gebe, unaTo Maifka ¢ mpHeMana nepopaiHo Gaknoden B nosa 80 mg nHEBHO MO
BpeMe Ha OpemeHHOCTTa. I'bpuomere, KOHTO Ca OHAM pedpakTepHM HA CTaHAAPTHOTO
AHTHKOHBYJICHBHO JIEYEHHe, ¢a OM/IH NpeycTaHOBEHO B PAMKHTE Ha 30 MMHYTH CIEJl aBAHETO HA
BaxnogeH Ha HOBOPOEHOTO.

Krpmenre
baknoden npemuHaBa B KbpMaTa, HO B TAKHBA MAJIKM KOJMYECTBA, IIPH KOHTO HE CE€ O4AKBAT

HeKenaHH e(peKTH OT CTpaHa Ha KbPMAyeTo.
4.7 EdexTn BBPXy cn0cofHOCTTA 32 modupaHe H paGoTa ¢ MAMIHEH

Baxnoden mosxe aa noBese no 3aMadHoCT, CeMpaHe, COMHONIEHTHOCT H 3PUTENHH HAPYIIeHHS (BK.
Touka 4.8 HexenaHwm JeKapcTBEHH peakipH), KOeTO /ja HApyIIM PEeaKIHHTEe Ha NALMEHTA.
IatmenTaTe, NpH KOHTO ca HaNHLE OA00HH HEKETaHH peakuuy, TpaOea a 6baaT CHBETBAHH Ja
He Mo(HpaT MM H3M0I3BAT MAIUHHM,

4.8 Hexenan JeKapCcTBEHH PeaKNAH

Hexenanure edextn BBIHHKBAT MpeJHMHO B HAayanoOTO HA JIGYEHMETO (HANp. ceslauus,
COMHOJIEHTHOCT H lajiene), NpH MpekaneHo Obp30 NOBMIUABAHE HA [1034aTa, NPH H3MON3BAHE Ha
BHCOKH JO3H W/IH [IPH MAlHeHTH B CTapyecka Bb3pacT. Te 4ecTo ca NpexoHu, MOXE [1a HaManesT
HJIH M34e3HAT IIPH MIOHKKABAHE HA JI034TA; TE3H PEaKIHH PAIKO CA TOIKOBA TEXKKH, e A2 HalloXKaT
NPEYCTAHOBABAHE HA ICYEHHETO.

AKO cren HamMansBaKe Ha JO34TA rAJIEHETO MPONBILKH, C€ TIPENIOPhUBa GaKopeH Na ce IPHEMa ¢
XpaHa HIIH MJI€YHa HAlIuTKA.

Ilpn naupentn ¢ anaMHe3a 32 MCHXMYHM 3a6OIsBAHKA WIH MO3BYHOCHIOBH HApylIeHUs (Hanp.
YZap), KaKTO U IIPH NALMEHTH B CTAPYECKA BB3PACT, HEXENAHHTE PEaKIMA MOXe 14 6paaT B
o-TexKa opMa.

Moxe na ce HabmogaBa NOHWKABAHE Mpara 3a CbPUOBE M TOABATAa Ha IBPYOBE, OCODEHO TPH
TNAIHEHTH C eHIencHs.

Hexenamire peakuwn ca npeicTaBeHH B 3aBACHMOCT OT TAXHATA2 HECTOTa, cHOGpPasHo
knacupukanuara MedDRA.

KaKTo cliefiBa: MHOTO 4ecTH (>1/10); yectn (>1/100, < 1/10); nevectr (>1/1 000, < 1/100); penxu
(>1/10 000, < 1/1 000) Muoro penxu (< 1/10 000), BKIICUHUTENHO OTHEIHH CHOOLICHMS.

'Hapymenns na HeppHAaTa CHCTEMA

Mnoro yectH CeaupaHe, COMHONEHTHOCT

Yecr lNotHckane wa  pecrnupatopHara  GyHKIMSA, CBETOBBPTEK, |
; OTMIAZIHANOCT, U3TOLUEHHE, CHCTOAHUE Ha 00apKaHOCT, 3aMasHOCT, -
riasoGomue, OeschbHue, cy(QOPHUHO HACTPOCHHE, ICTIPECHS, .
iMycKyana cnafocT, aTakcHs, TPEMOP, XaMIOLUMHALWH, KOLIMAPH, ;
MHAITHA, HUCTAI'BM, CYX0Ta B yCTaTa. E

Peaxu ITapacTesns, HapyIneHHe Ha BKyca

MHoro penxu Xunorepmus

C Hem3specTHa yectora | CMHAPOM Ha ChHHA anHes*

Hapymenns Ha ounTe




Yectu Hapywienus Ha akOMOAAIMATA, 3PUTENHH HAPYLIEHUs

| Chbpaecunn HapynieHHs

Yecn IoHwkeHue Ha ChpAeYHHS NeGHT

Cpaosu mapymennn

Yeetn XHmoToHHA

I'acTpo-AATECTHHAJHHE HAPYIICHHS

MHuoro yectn Tamene

Yectn l'acTpo-MHTECTHHAIIHH HapylIeHHd, MNOBJMIaHE, MOBPbUIAHE,
3anek, JHapHs

| Kopemna Honka

i
f

Penxu

XenaToOnIHAPHE HAPYMICHHA

a Peaxu Hapymienne Ha uyepHoapoOGHaTa yHKLHA

Hapymienns HA KOXKaTa H NOJKOXKHATA THKAH %

Yectu INosumeno m3norseane, oSpHB

C HeM3BECTHA UeCcTOTAa | YpTHKapHa

Hapywmenna Ha 656pennTe 4 NAKOYAATE IHTHIA

Yectn [Monnypus, eHypesa, IH3YpHA

Peaxu 3agbpkaHe HAa YPHHA

Hapymelmn HA BPB3NPOHIBOAHTEMHATA CHCTEMA H TLpIATA

Penku Epekrunna qucdyHkums

* Cnyyan na CHHAPOM Ha DEHTPAIHA CHHHA aIHeA ca HabMoJaBany npH 6aknodeH NP BACOKY A03d (> 100 mg) npu
MAITHEHTH, KOHTO Ca 3aBUCHMH OT AIKOXOJL

Tlpu HakoH nanueHTH ce HabMI0aBa TOBHIABAHE Ha CIIACTHYHOCTTA, KATO NapaJlOKCcaTHa peakis
KBM JIEKAPCTBOTO.

Moxe na BB3HHKHE HexKellaHA CTENMEH HA MYCKYITHA XHITOTOHMS, KOATO 3aTPY/IHABA XO/IEHETO Ha
MAlHEeHTHTE WIH Bh3MOXKHOCTTa Aia ¢ IPHKAT 3a cebe cH, KoATo OOHKHOBEHO NMPEeMHHABA MPH
TIOBTOPHO KOPHIHpaHe Ha Jo03aTa (Hanp. 9pe3 HaMaldBaHE Ha /103aTa, A4BaHa Npe3 JeHd H
EB3MOXHO MOBHINABAHE HA BEUepHATa 4033).

Crobmagane Ha NONO3HPAHH HeKeNnaHH PeaKIIHMA
CpobmaBaneTo Ha MOJO3HPAHM HEKENAHM PEAKIMH cneA paspeliasaHe 3a ymorpeba Ha
JICKApCTBEHHA TPOAYKT € BaKHO. TOBa mMO3BOJIABA Ja IPONBIDKH HaOmMONeHWETO Ha
CHOTHOIIEHHETO TOM3a/PUCK 3a JIeKapCTBEHHA NpoaykT, OT MEeJUUMHCKHUTE CHEeLMAINCTH CE
H3HCKBa Ja choDINABaT BCAKA NOAO3HPAHA HEXEIAHA PeakLH Ypes
H3mbnuuTenHa areHLHs 10 1eKapeTpara

yn. ,Jamau Ipyes” Ne 8

1303 Cogua

Ten.: +35 928903417

yebcaiir: www.bda.bg




4.9 Ipenozmpane

CuMoTomu

XapakTepHH ca TIpH3HAIMTE HA [IOTHCKAHC HAa UEHTPAaJHAaTa HEpBHA CHCTEMA: CBHHIHMBOCT,
HApyLIEHHE HA CH3HAHHETO, IOTHCKARE Ha AMXaTe/HaTa QyHKImA, koma. Moske na ce HaGmmonapa
ChIIO OOBPKAHOCT, XAMOLWHALMH, BH30Y/Aa, HAPYIICHH HAa aKOMOJALHATA, JMNCA HA 3€HHYCH
peduieke, FeHepaM3HpaHa MyCKYJIHa XHIIOTOHHS, MHOKIIOHHS, XunopedekcHs win apedexcus,
kouByncud, EEI' mpomenn (6np3 Mofen Ha TMOTHCKaHe W TpudasHM BEJIHH), nepHepHa
BA30AWAATALMA, XHIIOTOHHS HITH XHTICPTOHHA, OpagyKapAHa, TAXMKapAHA HIIH ChPACYHA apUTMUS,
XHMOTEPMHUS, FafieHe, MOBPbIlaHe, Juapud, o0WIHa canuBauys, nopumeny nipa Ha LDH, ASAT
u AP, pabmoMuonmsa, THHUTYC.

Taypenrure ¢ 6p6petHO yBpexIaHEe MOTAT A PAa3BUAT NMPH3HALM Ha NMpPEJO3MpaHe, JAOPH NpH
HHCKH niepopatHu no3n 6axnodeH (Bx. Touku 4.2 H 4.4).

Moxke [a HACTBIM BJIOINABAHE HA CBCTOAHMETO, B Ciyyail Ha eXHOBPEMEHHO MpHI4raHe Ha
PavuIHYHH BELECTBA HIH JIEKAPCTBA, ACHCTBAUIM BBPXY LIEHTpalHATA HEpBHA CHCTeMa (Hanp.
AIKOXOJ, JHa3enaM, TPHUKKIHYHH aHTHAETIPECAHTH).

JleucHHe Ha NPENO3UPAHETO
Hsama cnenpmdyden aHTHIOT.

HeobxomiMo € mpHnarasmero Ha mNOAABPXKAM MEPKH H CHMITTOMaTHYHO JICYCHHE Ha
YCNIOXHEHHATA, KATO XHIOTOHHA, XHIEPTOHHMA, I'bpUoBe, MOTHCKAHE HA AMXAre/iHaTa WM
CHPAEUHOCHAOEATA PYHKIWS.

Cnen mpreM Ha MOTSHLMATHO TOKCHYHO KOJTMYECTBO TpAOBa Aa ce MpHiIoKH aKTHBEH BBIVIEH. B
paHHMA NEPHOA cAeA NMpHeMa, TpAGBa Ja ce OOMHCIH BB3MOMKHOCTTA 3a NMPHIATAHE HA aKTHBEH
BBITICH NPH BB3PacTHH, npuend noeevue or 100 mg 6aknoden B pamxure Ha | yac, a npu neua,
npuenu nosede oT 5 mg/kg GaknodeH - B paMkuTe Ha 1 4ac.

OuncTBaHe Ha cTOMaxa (Hamp. CTOMAlIHA NIPOMMEBKA) TP#OBa [a ce WMa NPEJIBHA NIPH OTAEHHTE
crydad, ocobeHo B pamums mepuox (60 MuHYTH) cCneg mnpueMa Ha MOTEHLUHAITHO
JHBOTO3ACTpalllaBamiaTa no3a. [laupeHTwre B KOMa HIH Te3d ¢ rbpdoBe TpaGpa na Gbaar
HUHTYyOHpaHH Mpea| MPOBEKIAHE HA CTOMAIIHATA IPOMARKA,

Trit kaTO TeKApPCTBOTO Ce eKCKpeTHpa npeauMHO npes 6xOpenure, HEOOXOMHMMO € MPHIIAraHETO Ha
roJIeMH KOJIMYECTBA TEYHOCTH, TIPH BE3MOXKHOCT 3a€1HO ¢ AMYPETHK. XeMoaHanu3ara (MOHAKOra
HEMIaHHpaHa) Moxe Ja 6Bae oT Non3a B ciydail Ha TEKKO OTpaBiAHe, IPHAPYXKEHO ¢ 6hOpeuna
HEIOCTaThYHOCT (BK. Touka 4.4). B ciydaii Ha rbpuoBe BHHMAarenHo TpabBa Ja Ce NPHIIOKH
HHTPABCHO3EH NHA3CIIaM.

5.  @®APMAKOJIOTHYHH CBOMCTBA

5.1 <dPapmakoIHNHAMHYHH CEOHCTBA

dapmaroTepaneBTHYHA Tpyna: MycKynHd penakcanti; ATC xon: MO3BX01
baxnodeH € aHTHCIIACTHYHO CpPeACTBO, AeiicTBamo Ha rpbOHauno muBo. KaTo mMpoH3BoaHO Ha
raMa-aMHHOMaciieHara kucemnHa (GABA), OaknodeH € XuUMHYECKM HECBBP3aH C JAPYIH
AHTHCIIACTHYHM CPEeACTRA.

BaknodeH noTHcka MOHOCHHANITHYHOTO M TIOTHCHHAIITHYHOTO MpeiaBaHe Ha pe
upe3 cTHMyaupane Ha GABAg-pelenTopHTe, KaTO TOBA CTHMYJIMpaHe Ha C




oceobXkaBaHeTO NpH BB30YNa HA AMMHOKHMCENVHMTE TTyTamaT M acnaprar. Bakinoden He
NIOBJIHABA HEBPOMYCKYJIHOTO Mpe/iaBaHe,

OcHoBuuTe monsu Ha Gaknoded ce HW3passBaT B CMOCOGHOCTTa My Ja HAMasisdBa OONE3HEHATE
(EKCOpHU CIIa3MH H CLIOHTAHHHMTE CNA3MH, KATO [0 TO3M HAYHH YJECHABA MOABWKHOCTTA Ha
NIALHEHTA, MMOBHINIARA HEIOBATa HE3ABHCHMOCT M IOATIOMAra pexaGHiMTalHara.

Bawioden npuTexkara chluo ¥ aHTHHOUMIENTHBEH edekT. OBmOTO 61ArOCHCTOSHHE YECTO Ce
noaodpssa, a ceAalllATa e o-PAAKO CPellaH MpobjeM B CpaBHEHHE C LEHTPANHO AeiCTBaluUTe
NIEKapCTBa.

baknogeH cTHMYIHpPA CEKpeHATa HA CTOMAIIHA KHCETHHA.

5.2 ®apmakokHHETHYHRA cBoCTBA

Abcopbumsa
baknoden 6up30 ¥ BHameaHO ce abcopGupa oT cTomMauHO-uperHHs TpakT. He ca HaGmonasann

JHAYMMH DasiiymMd MEXTy Te4yHaTa H TadneTHa ¢QopMmMa IO OTHOLIEHHE HA tpax, Cmax H
buonannunoctra. Criex mepopaiHo NpuiokeHde Ha enHOkpaTHH 103k (10-30 mg) nukoBu
IIa3sMEHH KOHUEHTPALHH ca JOCTHTHaTH crex 0,5 mo 1,5 uaca, a mmomyre noj KpUBHTE Ha
CEPYMHHTE KOHUECHTPALIMH Ca NPONOPLUHOHAIINE Ha J03aTa.

Pasnpenenchue
ObeMbT Ha pasmpenencHue Ha Gaknoden e 0,7 kg, a cTelenTa Ha CBBP3BaHE ¢ NPOTCHHUTE ©

okoio 30%. B uepebpociiuanHaTa TEYHOCT KOHICHTPALMATE HA AKTHBHOTO BELICCTBO CA OKOJIO
& 5bTH MO-HUCKHM OT TE3H B IUIA3MaTA.

buotpancdopmanus

Baxioden ce merabomsnpa camo B Manka crencH. JIe3aMHHHpaHeTo BOTH 1o obpasysane Ha
OCHOBHHA  MeTalomut,  P-(p-xmopodennn)-4-xupoKCHMACNEHa  KHCEIHHA, Kolito e
(hapMaKoIOrHIHO HEAKTHBEH.

EnuMHHHpaHe/eKCKPeKIHS

[11a3MCHIAT eNMMHHALMOHCH NOMYXXMBOT Ha Gawiogen Bapupa ot 3 10 4 waca. CreneHra Ha
CBBpP3BaHE CHC CEPYMHHTE IIPOTEHHH € okono 30%.

Baknogen ce eAMHHMpA B roiaMa CTETIEH B HEMpoMmeHeH BHA. B paMkHTe Ha 72 uaca, okono 75%
OT J03aTa ce oTAend mpes 6nbpeuwTe, KaTo OKOJIO 5% OT TOBAa KOMHYECTBO € Toa (GopMaTa Ha
MeTaboTHTH.

ITaipenTH B cTapyecka Bu3pacr

DapMaKOKUHETUIHMTE cBolicTBa Ha Gaknoden NpM TAIHMEHTH B cTapdecka BH3PAcT ca TIoYTH
CBIIMTE, KaKTO NpH MAAAWTE HHAUBHIK. [IMKOBMTE MTa3MEHH KOHIEGHTPALIMH HA OakiodeH mpH
NAHEHTHTE B CTAPYECKA BB3PACT Ca MAJIKO [10-HHCKH M €& JOCTHTAT TI0-KbCHO, B CPABHEHHE C TE3H
NpH 31paBH MiIa 4 HHAKBHIH, HO cToliHocTHTe HA AUC ca mopoOHM nNpH ABeTe rpyIH.

5.3 IlpenxJHHEMYHH JAHHH 32 6€30IACHOCT

Baxnoden mosumara yecrotara Ha ombasonene (BeHTPaNHA XEPHHA) B TIONOBETE HA IUTHXOBE, HA
KOHTO Ca NpHIIATaHH MO3H OKOMO 13 MBTH HO-BHCOKH OT MAKCHMAJIHATA MEpopaiHa 103a (Ha
6aza mg/kg) npenoprusana 3a ynorpe6a npu xopa. ToBa He € HaGFOIABAHO TIPH MULIKH H 32114,
OueBHIHO CBBP3aHO ¢ [03aTa MOBHLIABAHE YECTOTATA HA KMCTH Ha SIMHHLMTE H H3Pa3eHO B MNO-
MaJlka CTENEH MOBHUIEHHWe Ha Coy4YadWTe Ha yBeNHUYCHHE W/HIH XeMoparus Ha HanOwnOpeummTe
XKIIE3R e HabmonaBaHO IIPH JKEHCKH IUTBXOBE EKYBaR| B IPOABKEHHE Ha 2 TOIHH
3HAYEHHE HA TE3M HAXOJKH HE € H3BECTHO.

Hanu4HaTe N0 MOMEHTA SKCIEPUMEHTATHH AAHEH NPEATIONAraT IMNcaTa
MYTareHHH CBOHCTBA Ha OaritodeH.




6. GAPMAIEBTHYHM JAHHH

6.1 CuschK Ha DOMOIHETE BEOIeCTEA

Jlakrosa

KaprodeHo uuirecre

Kenatun

Tanx

Marsesuer creapar

Erwiuenynosza

6.2 HechrBMecTHMOCTH

He ca ussecran.

6.3 Cpox Ha rogEOCT

3 ronuHu.

6.4 Coennanns ycioBas HA ChXpAHEHHE

Jla ce chxpaHaBa Ha CYXO M TEMHO MACTQ, Ipu TeMmiepatypa Ao 25°C.

6.5 BagacoaABpKAHHE HA OUAKOBKATA

baxmoden-Papmanpaitc 10 mg v 25 mg TabneTku ce npeaaratT B NOJHETHICHOBH OyTunkm ¢
Kanavyka CbC 3alNMTEH INPBCTEH, NOCTABSHH B OMAKOBKA OT JNHTOTpa(eH KapToH, chABLpxai 1
OyTIIKA M THCTOBKA 3a MALIHEHTA.

Enna onakoska cxaepxka 50 TaGnerku.

6.6 Crenuansy npeinasie MepKH IPH H3XBbpISHE H paboTa

Hsama crienpanHy npenophkm.

7. IIPATEJXATEJI HA PASPENIEHUETO 3A YIIOTPEBA

Papmaasaiic EOOJ]
yn.”Bysmymxa” Ne 54, er.3, an.3
1463 Codus

beirapus

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

10 mg: Per. Ne 9900211
25 mg: Per. Ne 9900212




9. JATA HAOBPBO PASPEIIABAHE/MOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jlata Ha TepBO paspemasane: 21 woau 1999 1,
Jata Ha nocneaHo nogHoesaeade: 28 sayapu 2011 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA




