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baknopen—®apmangaiic 10 mg Tabnerku
Baknoden-®apmansaiic 25 mg TabneTku

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

2, KAYECTBEH M KOJIMYECTBEH ChCTAB

Beska tabnetka Baknogen-®apmazsaiic coappika 10 mg unm 25 mg baknoden (baclofen /4-
amino-3-(p-chlorophenil)-butyric acid))

Besika tabnerka baknoden - ®apmansaiic 10 mg chabpra 60 mg nakrosa.
Beska tabierka baknoden - @apmazpaiic 25 mg chaspika 50 mg makTosa.

3a MBAHMS CIIMCHK HA TTOMOIIHHUTE BeIeCTRA BIOKTE TOUKA 6. 1.
3 JEKAPCTBEHA ®OPMA

Tabnetkn.

Baknopen—®Dapmansaiic 10 mg tabnetkn u Baknopen—Dapmaznsaiic 25 mg Tabnerku ca Oenu,
KPBIJIH U ABOHHOM3IIbKHATH TabJIETKH.

barnopen—Dapmazpaiic 10 mg TableTK MMAT e/MTENHA YePTa H MOXKE 12 GBIar paszeneHu Ha
JBE PABHH JI03H.

4. KJIUMHWUYHN JTAHHHA

4.1 TepaneBTHYHH NMOKA3aAHMS

baknogen ¢ nokazan 3a obJiekuaBaHe CHACTHYHOCTTA HA BOJIEBHTE MYCKYJIH B pe3yJ/ITaT Ha HAKOH
HapyIIeHUs, KaTO MHOMKECTBEHA CKIIepPO3a, IPYTH YBPEXKAaHHS Ha IPhOHAYHMS MO3BK, KATO
TYMODH, CHPHHTOMHe/IMs, 3a00NsBaHHA HAa MOTOPHMTE HEBPOHM, TPAHCBEP2aTeH MMEJINT,
TpaBMaTU4HO MapLHaIHO YBPeXIaHe Ha IPHLOHAYHNT MO3BK.

Baxsogen e nokasan ceio npu Bb3pacTHU W Jielia 32 o6MeKYaBaHe CIACTHYHOCTTA HA BOJIEBHTE
MYCKY/H, BB3HMKBALIA HANpUMep MNPH  MO3LYHOCHAOB HHIMAGHT, LepebpaiHa mapainsa,
MEHHMHIHT, TPaBMAaTHYHO YBPEKIAHE HA IJ1aBaTa.

[Tpesm 3anouBane Ha nedennero ¢ Bakioden e HeOGX0AMM BHUMATETEH HOAGOP HA MALHEHTHTE,
ThH KaTo Ce CMATA, Ye MoN3aTa OT JICUCHHeTO e Hal-roisMa TpH TALUeHTHTE, TP KOHWTO
CITACTHIHOTO CHCTOAHUE IPECTABIIABA NPEUKA 3a OCBILECTBIBAHETO Ha (DU3MUYECKATA AKTHBHOCT
uumd dusHoTepanuata. Jleuennero He TpsGBa ma OGbae 3aMOUBAHO MpEH cTabunuzupaHe Ha
CTIACTUYHOTO CHCTOSIHHE.

[lequaTpyruna nomynaims
Baxnioden e nokasanw mnpu maupentd or 0 a0 <18 romMHM 3a CHMITOMATHYHO JNEYCHHE Ha
CMaCTHYHH CHCTOAHMA OT nepebpaneH MpousXoj, 0cobeHO B CilydyauTe Ha AeTcka lepebpanna
flapajinsa, KakTo M ¢l MO3BbYHOCHA0B HHLUMACHT WM NPH HATHYHETO HA HEOIIACTHUHO HIIH
AEreHepaTHBHO MO3BYHO 3a00JIABaHE.

bakiogen e mokasaH chIIO NP CUMITOMATHYHO JIEYeHHe HA MYCKYJIHM CHA3MH B pes
HH(EKUMO3HH 3a00/1ABaHHS HA TPHEOHAYHUS MO3BK, B CIydail Ha JereHepaTHBHU
HEOILIACTHYHH HapyLIeHHsI MIIH TaKHBA C HEH3BECTEH MPOM3XO0J, KATO MHOMKE




CllacTHYHA CIIMHAJHA [Napaju3a, aMHOTPO(MYHA JlaTepalHa CKJIepo3a, CHPHHTOMHENHT,
TpaHCBEpP3aJieH MUEJIUT, TPaBMaTHYHA MapaIierus Wiy rapanapesa 1 KOMIpecus Ha rpbOHauHus
MO3BK.

4.2 Jlo3upoBKa H HAYHH HA PUJIOKEHHE

[Ipenu 3anouBane Ha JieyeHHeTo ¢ GaknodeH e HeOOXOIMMO A ce HATIPaBH peajta MpeLeHKa Ha
LIA7I0CTHATA CTEMEH Ha 0YaKBAHOTO KIMHMYHO TIOA00pEHHE MPH JICUYSHHETO Ha MalHeHTa.
IIpenoppuBa ce Ha3HAYaBaHETO Ha Hal-HUCKATA 1034, PH KOSTO MOXKE J1a Ce MOCTUTHE ONTHMAJIeH
oTrosop. [Ipob/DKMTENTHOCTTA HA JICYEHHETO 3aBUCH OT KJIMHUYHOTO ChCTOSHHE Ha Mal[UeHTa.
Heobxonmumo e BHHMATeJIHO TUTpUpaHe Ha jJo3aTa (0cOOeHO NpH MALHeHTH B CTapyecKa Bh3PacT)
Ao crtabunu3upaHe Ha naudeHTa. [lpM HazHAa4yaBaHETO Ha MpPEKAJeHO BHCOKA J103a WM TIPH
npeKoMepHo ObP30 NMOBUILIABAHE HA /103aTa € Bb3MOXKHA NOsBaTa Ha HexenaHu edextu. Tosa ce
oTHacs 0cobeHo 3a aMOyJIaTOPHUTE MALMEHTH C LieJ 1a Ce CBelle 40 MUHMMYM MYyCKyJiHaTa cinaboct
B HE3aCerHaTMTe KpaHHULM WK B Cllyyai Ha HeoOXOIMMOCT OT MOBJTHUABAHE HA CMIACTHYHOCTTA.
AKO NpH IOCTHraHe Ha MAKCUMAJTHATA NPernopbyYBaHa 103a He ce HabMo/1aBa TepaneBTHYeH eeKT
B PAMKHMTE Ha 6 CeMHULIM, TO € HeOOXOAUMO B3EMAHETO Ha PeLlIEHHe OTHOCHO HEOOXOAHMOCTTA OT
NPOAB/KABAHE HA JIeHeHHeTO ¢ GakyopeH.

Bb3pacthu
Jleuennero TpsabBa na 3amouHe ¢ J03a OT 15 mg 1HEBHO, 3a NpeAnoYnTaHe npuera noja Gopmara
Ha HAKOJIKO OTAENHM N03u. [Ipeanara ce cleHOTO MOCTENEHHO MOBHINABaHE HA 103aTa, KOETO
obaue TpsiOBa na OBe amanTHPAHO Cropell MHAMBHAYATHHTE HY)KIH Ha MaIfMeHTa.
Ilpe3 nbpBuTe TpU AHH — 5 mg (rojoBMHAaTa OT enHa Tabnerka or 10 mg) TpH MBTH
JIHEBHO,
Tpe3 clie/iBallliTe TPH JHU — eqHa Tabnerka o1 10 mg TpH MBTH AHEBHO,
npe3 cieaBalure TpU JHU — 15 mg (eaHa u nonoBuHa Tabnerku or 10 mg) Tpu NbTH
JTHEBHO,
npes cieasaumre Tpy aHM — 20 mg (1Be Tabnerky ot 10 mg) TpU MbTH AHEBHO.

3a0BOJIMTEIICH KOHTPOJI HA CUMIITOMHTE 00OMKHOBEHO Ce MOCTHUIa IPH 034 10 60 mg IHEBHO, HO
3a YIOBJIETBOPsIBAHE HY K/IHTE HA BCEKH MALMEHT YeCTO € He0OXOAMMO WHHUBH/IYATTHO alanTHpaHe
Ha nosara. [Ipu HeoOxonuUMOCT Ao3aTa Moxke na Obae OaBHO MOBHINABAHA, HO HE C€ MPernopbyBa
NPEBUIIABAHETO HA MaKCUMalTHaTa iHeBHa 1032 oT 100 mg, OCBeH B ciiy4anuTe, B KOUTO MALUEHTHT
€ MOJ BHUMATETHO MEeIHMLMHCKO Habmo[eHue B YCIIOBHATA HAa OONHHYHO JieveHHe. B Hskom oT
CTy4auTe [0-4ecTOTO MpUJIaraHe Ha Majlki 034 MOXKe Jla ce OKaxe 1o e)eKTUBHO, B CPABHEHHE
C MPUJIAraHeTOo Ha MO-BUCOKH J03H, HA MO-rojieMy MHTepBaii. OCBeH TOBa, NMPH HAKOW MALMeHTH
e epeKTMBHO NPUWIAraHeTo caMo Ha e/1Ha Jj03a Beuep, 3a NPOTHBO/IEHCTBHE Ha OONIE3HEHHS CTIa3bM
Ha dnakcoprute MyckyJii. [Tono6Ho Ha ToBa, eaHOKpaTHA [103a, NPHIOXKEHA OKONO | Yac mpeau
M3BBPLIBAHETO HA ONpeNe]eHH JeHHOCTH Kato u3MuBaHe, obiM4aHe, OpbCHEHE WIH
(uzHoTepanus, 4ecTo nogo0psaBa MOOUIHOCTTA.

[TaumeHTH B cTapuyecka Bb3pacT

[TaiienTHTe B CTapyecka BB3pacT MOKe [a Ca IMOo-MOJATIMBH Ha HexeslaHu e(ekTH, ocoOeHo B
HAuaoTo Ha JeyeHuero ¢ baxyoden. ETo 3a1o e HeoGX0AMMO 3aroyBaHe Ha JIEUEHHEeTO C HUCKH
J1034, KaTo cJiejl TOBa 103aTa TpsAOBa MocTeneHHo Aa Ob/ie TUTPHpaHa 10 MOCTUIraHeTO Ha XKeTaHHs
OTrOBOP, 1O CTPOr KOHTpoA. Hama nanHu, ue eBeHTyanHaTa cpejiHa MakcuMallHa 103a € pa3iiniHa
OT TazH MpH No-mMaaau NalHeHTH.

Tlegnarpuyna nonynaums (0 no < 18 romunn)




Jlozara Tpaba na GbJe BHMMATEIHO MOBHMILABAHA MPe3 MHTEPBAIM OT OKOJIO | ceamuia, 10
JOCTHIaHeTO Ha HeoOX0IMMaTa HHAMBHAYAIHA [103a 33 AeTeTo. OOHualiHaTa MOAIbpIKALIA JHEBHA
nosza sapupa meskay 0,75 u 2 mg/kg tenecto rerno. Obiara fHeBHa 103a He TPsOBa 1a MpeBUILIaRa
MakcuMmaiHata no3a ot 40 mg/nHeBHo npu aeua noa 8-romuinHa BB3pacT. Ilpw nmena nHam 8-
rOIMIIHA BB3pacT, Moke Ja Oblie JapaHa MaKCUMallHaTa AHeBHa 103a oT 60 mg/nHeBHO.
Tabnerxkure baknogeH He ca MOAXOAAIIHM 3a iela ¢ TeJiecHo Teryio mox 33 kg.

IatmesTy ¢ yBpesena 6u0peuna QyHkIMs

Ilpy maumentd ¢ yBpeneHa ObOpeuHa (YHKUMS WIM TaKWBa, MOAJIOKEHH HA XPOHHYHA
XEeMOJHaIN3a, € HeOOX0JMMO TIpUIaradeTo Ha oco0eHo HHcka /103a DakiodeH, Harp. 0KojIo 5 mg
JIHEBHO.

ITpu naumenTu B KpaiiHa ¢aza Ha OGpOpeyHa HEOCTATBYHOCT, PHIAraHeTo Ha GakinodeH TpadBa
Jia cTaBa caMo B CllydauTe, KOraTo nojsara npeBvilaBa pucka. Te3u nauueHTd Tpsaodsa na Obaar
BHUMATEIHO MpPOCHEsBaHU C 1ien OBp30 JUATHOCTHIMpaHe Ha pPaHHWUTE MPH3HALK H/WIH
CUMITOMH Ha TOKCHYHOCT (Hamp. COMHOJEHTHOCT, JjeTtaprus) (k. Touyka 4.4 CneuuanHu
NpeaynpexIeHUs U MpenazHi MepkH npH yrnoTtpeba u touka 4.9 [Ipenosupane).

IlaiyenTH che CacTHYHH CHCTOSHUS OT LiepebpaeH Ipou3xon

[Ipn Te3u maumeHTH e Mo-BeposTHA MosBaTa Ha HexkenaHw edextd. ETo 3amo ce mpenophusa
MHOI0 BHMMATEJIHO OIpejeliiHe M ajanTHpaHe Ha peXkuMma Ha JI03MpaHe, KaTo Te3H MallieHTH
Tps6Ba ga ObAaT N0 CHOTBETHO HAOMIOAEHHE.

JlexapcTBOTO TpOBA A ce IpHEMa C XpaHa.

4.3 TIpormBOmOKA3aAHHUSI

e CBpPBXUYBCTBUTEIIHOCT KbM OaryiofeH MM HIKOE OT MOMOILHUTE BellecTBa, U30OpOeHH B
TouKa 6.1

° Ilentryna s3Ba

° benonpobHa HeTOCTATBYHOCT

4.4 CpennajHu npeJynpe:xaeHHs H NPeJNa3HH MepPKH NPH ynotpeda

[leuxuyHu HApYIIEHKWs W HAPYLIEHHs HA HEPBHATA CHCTEMA

[Topdupus, anamHesa 3a anKoXOJIM3bM, XHIIEPTOHMUS, TICUXOTHYHH Pa3CTPONCTRA, MH30(DPEHNM,
NCMNPEeCUBHM MM MAHMAKAIHH Pa3CTPONHCTBA, CBLCTOAHUA Ha OoOBpkaHocT WiH OojecT Ha
[TapkrHCOH MOTaT J1a ce BjoLar ot iedenuero ¢ bakioden—Dapmanpaiic. [Tlanuenture, crpanaim
oT Te3u 3abonsBaHMs, TPAOBA Aa OBIAT IEKYBaHH MPEINasiHBO U AbPIKAHK N0 HETIOCPEACTBEHO
HaOII0IeHHE.

CpobumiaBanu ca cilydad Ha caMOyOMHCTBO M CBOMTHS, CBBP3aHH CbC CaMOYOHHCTBO TMpH
MALKEHTH, JieKyBaHU ¢ Gaisioden. B noBeuero ciyyau nMauMeHTHTE ca ¢ JOMBbJIHUTEIHH PUCKOBH
(hakTOpH, CBBP3aHM C TIOBUIIIEH PHCK OT caMOyOHHCTBO, BIJIIOUMTETHO Pa3cTPOHCTRBO, CBHP3AHO €
ynorpebara Ha aJKOXOJ, Jelpecust W/HIK NPEeIUIIHH ONUTH 3a camoyOuiicteo. JlekapcTBenara
Tepanus TpsOBa Jia ce ChIIbTCTBA OT BHUMATEIHO HAOJIIOAeHHe HA MALMEHTUTE C JOMBbIHUTEIHH
puckoBu aktopu 3a camoyOwuiictBo. Ilaumenture (u OonHornemauwrte) TpadBa ga OwaaT
NpeynpeneHH 3a HeoOX0AMMOCTTa OT HabI0IeHHE 3a NOSBA HA KIIMHUYHO BIIOLIABAHE, CYHLIMIHO
MOBE/IEHHE WJIM MHCIH WM HeoOMYaHHW NMPOMEHU B MOBEJEHHETO, M aKO BH3HUKHAT TAKHWBA
CUMMNTOMM, TpsiOBa He3a0aBHO J1a MOTHPCIT MEIMUHCKA [TOMOLIL.




BEIIECTBA W MAIMEHTHT TpsaOBa Ja Obie HabmojaBaH 3a CHMITOMH Ha HeTpaBHIHA ynorpeba,
3710ynoTpeda UM 3aBUCUMOCT OT 6akI0(eH, Harp. MOBUINABAHE HA 103aTa, IOBE/IEHHUE HA ThPCEHE
Ha JIEKapCTBOTO, Pa3BMTHE HA 3aBHCHMOCT.

Heobxoaumo e nMoBUIlIeHO BHUMAHHE MO BpeMe Ha Ne4eHHeTo ¢ OaknodeH Npu nalyueHTHTe, npH
KOMTO NOANBLP/KAHETO HA M3NPABEHOTO MOJIOKEHHE HA TAJIOTO U PABHOBECHETO WIIH YCHIIBAHE Ha
JBHXKEHHETO 3aBUCAT OT NOBHIIEHHs MYCKYJIEH TOHYC.

Enunencus
baxsioen Moxe 1a H30CTPH HAKOH OT MPOSBUTE Ha eMUIENCHs, HO MOXe Ja Ob/ie M3N0I3BaH B
cilydaid Ha MOAXOAAIIO MPOC/IEAIBAHE W MPOBEKIAHE HA a/ICKBATHO AHTHKOHBYJICHBHO JICUEHHE.

lll)YFH
baknoden Tpsabea na ce wu3non3Ba ¢ OCODEHO BHUMaHWE MPH TALMEHTH, TpPHEMAaly
AHTUXMIIEPTEH3UBHO JIeUeHue (BK. Touka 4.5).

BaKJ'IO(bEH TpHﬁBa Aa C€ H3I0JI3Ba C IOBHUIIEHO BHUMAHHE IIPH MALMEHTH, CTpajalid oT
MO3BYHOCBA0B HHIMACHT, PECITMPATOPHO HITH '-lepHO,II,[.')OGHO YBpEKAaHeE.

BrOpevuHo yBpexnaHe

bakioden TpsiOBa 11a ce rpuiiara ¢ OBMIICHO BHUMAHWE TPY NalMEeHTH ¢ ObOpeydHo yBpexaaHe 1
J1a ce MpuJiara Mpy Na|eHTH ¢ KpaeH cTaiui Ha ObOpevHa HeJOCTAThYHOCT, CaMO aKO OYaKBaHaTa
ToJI3a MpeBuliaBa MOTEeHIIMAITHUA pUCK (BK. Touka 4.2 J[o3upoBKka M HAYWH Ha TIPUIIOKEHNUE).
HeBposioriuHH MpU3HALM W CUMIITOMH Ha TNpeJo3HpaHe, BK/IIOYMTENIHO KJIMHHYHHM MpPOSBH Ha
TOKcHyHa eHuedanonaTus (Harp. oObpKBaHEe, NE30pPHEHTAllMs, COMHOJIEHTHOCT W HaMalieHO
Ch3HaHUE) ca HaboaBaHK TPU MALHMEeHTH ¢ OBLOpPeUHO yBpexiaHe, KOUTO MpHEeMAaT MepopaiHo
Oarsoden B 1031 HAA 5 Mg JHEBHO, W B JIO3H 5 Mg JHEBHO MPH MALMEHTH C TEPMHHAJIEH CTaldi
Ha OBOpevHa HeIOCTAaTHYHOCT, JIEKYBAHH ¢ XPOHMYHA XeMonuanusa. [larueHTHTe ¢ HapylieHa
ObOpeuna ¢yHnkuus Tpsda ja Objar BHUMarenHo HaOmoOJaBaHH 3a CBOEBPEMEHHO
JUArHOCTULIMPAHE HAa PAaHHU CUMIITOMH HAa TOKCHYHOCT (Bk. Touka 4.9).

[TanmenTute ¢ HapymeHa ObOpeuHa ¢yHkimsa TpsOea na ObpaaT BHUMaTenHo HaOJIOHaBaHy 3a
CBOEBPEMEHHO JHACHOCTHIMPAHE HA PAaHHH CUMIITOMU Ha TOKCUYHOCT.

OcobeHo BHUMaHHE ce M3HMCKBa, koraTo Daknoden ce mpuemMa B KOMOMHALMS C JIEKAPCTBA WIIH
JIEKAPCTBEHH MPOAYKTH, KOWTO MOraT 3HAUWTENIHO Jla NOBIAMsAAT Ha ObOpeuHara QyHKIHS.
brbpeunara GyHkimsa TpsOBa a ce cleM ¢ MOBUIIEHO BHUMaHWe, a JHeBHaTa J03a OakioheH
CBHOTBETHO 4 Ce alaliTHPa, 3a Ja Ce MPEJOTBPATH TOKCHYHOCTTA Ha OakiodeH.

OcBeH npeycTaHOBsABaHE HA JIEYEHHETO, CIICIIHA XeMOAHAIu3a MOXKe Jla Ob/ie NpeanpueTa Kato
AITePHATUBHO JIEYEHUE MPU MALUEeHTHTE C TeKKAa TOKCHYHOCT B Pe3yJITaT Ha npueMa Ha Oakinoden.
Xemoauanuzara e(peKkTHBHO oTcTpaHsBa OaknodeH oT opraHusma, obJiekyaBa KJIWHWIHHUTE
CHMIOTOMH Ha Npelo3HpaHe U CKLCABA BPEMETO 33 Bb3CTAHOBABAHE MPH Te3H NaLlMEHTH.

ITuKOUYHK HAPYIIEHUS

ITo Bpeme Ha seyeHHeTo ¢ OakinodeH Moxe na ce HaOmoOAaBa NMOJAOOPEHHe Ha HEBPOJOTMYHUTE
HAPYLIEGHHUs 3acsrallld WM3Npa3BaHeTO Ha NUKO4HMA Mexyp. [Ipu mauuentu c mpejwectsaiia
cpuHKTEpHa XMIIEPTOHMA MOXKE [a € HajMlUe OCTPO 3ajbpykaHe Ha YpHUHATa; B Te3W Ciydau
NIpUIaraHeTo Ha JIeKapCTBEHHS MPOYKT TPSOBa Jla CTaBa ¢ MOBHIIEHO BHUMAHHE.

JlabopaTopHHU H3CIeaBAHHS

B penku cnyuau e nabmonapano nmopumaeane Ha AST, ankanHara docdarasa u CEpYMHHTE HHBA
Ha rmoko3ara. [Ipu nauwentn ¢ 6u0peunu 3abossBanHus WM 3axapeH quaber e




Psa3ko npeycTaHOBsBaHE HA IEUEHHETO

Jleuennero TpsadBa BHHArK (OCBEH [IPU HACTHIBAHE HA CEPHO3HH HEKEJIAHM PeaKLH) Jja ce crnupa
MOCTETIEHHO Ype3 [I0C/IeIOBATENIHO HaMa/liBaHe Ha JI03aTa B IPOABIDKEHHUE Ha OKOMO 1-2 ceMHULu.
Ilpu pssko crmpane Ha Gaknmoden, ocoGeHO clel ABITOCPOYEH MPHEM Ha JIEKAPCTBOTO, Ca
CbOOIIEHH OE3MOKOHCTBO W OOGBPKAHO CHLCTOSHHE, JENHPUYM, XaNFOLMHALMH, TICHXOTHYHO
PasCTPOHCTBO, MAHUA UITH [1APAHOS, KOHBYJICHH (CTATyC EMHIICIITUKYC), IMCKUHE3Hs, TAXUKAP/IS,
XHIEPTEPMIS, pabIOMHOIIM3A H BPEMEHHO BIIONIABAHE HA CLIACTHYHOCTTA KaTo rebound deromet.

Crobuiaany ca ciiyuan Ha HEOHATAIIHU IbPYOBE CTIE] HHTpayTepHHHA EKCIIO3HLIMSA Ha MePOpaseH
baxstoden (Bxk. Touka 4.6).

ETo 3awo nevennero Bunark (OCBeH NpH MOSBATA HA CEPHO3HH HEXKETaHH peakuuu) TpsbBa na
Ob/le MpeyCTaHOBABAHO MOCTEIICHHO, Ype3 MOCHEIOBATETHO HAMaISBAHe HA 103aTa 3a HIEPHOL OT
okono 1-2 ceamMuun.

ChILeCTBYBAT MHOIO OTpaHMYEHH IAHHM OTHOCHO yrnotpebata Ha Gaknoden OpU Jela mom
l-romumna Bw3pact. IlpunoxeHweTo npu Tasu momynaiMs TpsaGBa ga Obje GazupaHo Ha
JIeKapcKaTa OLCHKA HAa MHAHBH/yaJHAaTa M0J13a W PHCK OT JIEYEHUETO.

Te3u TabnerTkn CBbOBPXKAT JIAKTO34. TManuentu ¢ PEAKH HACIEOCTBEHHU l'IpOGHeMI/I Ha HEITOHOCHMOCT
KBM raJlakTro3a, IbJICH JIAaKTa3eH ,He(bI/IHHT HJTH TJIIOKO30-TaJlakTo3Ha MaﬂﬁﬁCOpGHHS{ HE TPHGBa Ja

IIPpHEMAT TOBA JIEKAPCTRO.

4.5 BsaumogelicTBHe ¢ APy JIEKAPCTBEHH MPOAYKTH H ApyrH GpopMu HA B3auMoOIeicTBHE

J Baxnoden moBumnaBa ceraTWBHUS eQEKT IPH MPHEM C [PYry JEKAPCTBEHH HPOLYKTH,
umaiy edext BepXy LIHC, ¢bc CHHTETHYHHM ONHATH WITH C aJIKOXOJI.

L] BaKJTO(i)GH MMOTEHLIMPA XUINIEPKHHCTHYHHUTE CUMITTOMHEA MpH IMalHeHTH, MNpHEMalIl JIMTHEBU
COJIH.

° TpunmkIMYHKTE aHTHACTIPECAHTH MOTEHLMPAT NCHCTBHETO Ha GawiodeH, Bomeiiku 10
3HAYUTE/IHO HAMANIABAHE HA MYCKYJTHHS TOHYC.

° PHCKBT OT moTHCKaHe HAa PECIMpPATOpHATA CHCTEMA ChILO € MoBHMIneH. HeobXommumo e

BHUMATCJIHO TPOC/ICAABAHE HA PECTIMPATOpHATA M CHPICYHOCHAOBA (QYHKUHS, OCOBEHO NpH
NAarMeHTH ¢ KapHOMYIMOHAPHH 3a0019BaHMs H claboCT Ha IMXATETHHTE MYCKYJIH.

o baxioden Moske 1a noTeHLMpa eheKTUTE HA AHTHXHTICPTEH3UBHHTE nexaperBa (MoKe /12
CE HANOXH KOpurupaHe Ha jgosata). CrobumiasaH e ciydail Ha XHIIOTOHMS NPH €OMH TALMEHT,
npuemai MopduH ¥ MHTpaTeKaieH OakiodeH.

° Jlekapersa, KOUTO MOraT 10 foBenaT A0 GBOpevHa HeTOCTATHYHOCT (KATO ubynpoden),
MOrar jia 3a0aBsT eKCKpeLwuaTa Ha GaknodeH 1 1a HoBeIar 0 NPosiBa Ha TOKCHYHM ¢(eKTH.
° MenranHa 06BpkaHoOCT, XaMOUMHAINHK, TajieHe M BB30yaa MOTraT 1a ce HabNroIaBaT 1pu

nauuentu ¢ Oonecrra Ha TlapkuHCOH, NeKyBaHH eJHOBPEMEHHO C JeBOfoma/Kapbumona
OaksodeH.

° baknoden ynsmkasa GeHTaHHI-UHyIMPaHATA AaHATTE3HS.,

4.6 ®epruanTeT, OPEMEHHOCT H KbPMeHe

bpemeHHOCT
Ilo Bpeme Ha GpemeHHOCT, 0OCOGeHO Mpe3 mbpBUTe 3 Mecela, GakiodeH TpAOBa [a ce H3MOJ3Ba

Camo, aKo Herosata ynorpeba e xusHeHo Heobxonuma. [lomsuTe ot eyeHneTo Ha Maiikara TPSGRA
Jia ObJAT BHUMATEHO OLIEHEHH CHIPSAMO BB3MOKHUTE PUCKOBE 3a JIETETO. baknoden mpemuHasa
npe3 [ialeHTapHaTta Gapuepa.




CoboOiiaBas e eiMH cityyaii Ha MOJ03MpaHa peaklys Ha OTHeMaHe (reHepaTu3upalH MbpPUoBe) NpH
enHoceaAMHU4HO Gebe, unaTo Malika e nmpuemana nepopaito Gawioden B noza 80 mg jHEBHO 1O
BpeMe Ha OpemeHHocTTa. I'bpuOBeTE, KOWTO ca Owiu pedpakTepHH Ha CTAHAAPTHOTO
aHTHKOHBYJICMBHO JIeueHHe, ca OWiIM NpeycTaHoBeHO B pamkuTe Ha 30 MUHYTH ciie]] JaBaHeTo Ha
BarsioheH Ha HOBOPOIEHOTO.

Kbpmene
Bamod)eﬂ HpeMHHaBa B K’bpMaTa, HO B TaKHBa MaJIKM KOJIHYECTRA, HpI/I KOHUTO HE C€ OYakKBarT
HEXEJIaHHU edpeKTn oT CTpaHa Ha K'bpM&'-lBTO.

4.7 Edexrn BbpXy cnocofHocTTa 32 mwodupane u paéora ¢ MAIHHA

baxnoden moske 1a 1oBe/ie 110 3aMasHOCT, CeIUpaHe, COMHOJIEHTHOCT U 3pUTETHN HapyLIeH s (BIK.
touka 4.8 HexxenaHu sexapcTBEHH peakLMH), KOETO [Ja HApyLIM PeakUWUTe Ha MalHeHTa.
lanpenTrTe, NpY KOUTO ca HaylMle NoJ0OHU HeXKelaHU peakiLyu, TpsOBa 1a ObaaT chBeTBaHM Jia
He WOoMUPAT WIK U3MOI3BAT MALIMHH.

4.8 Hexenanu JeKapcTBeHH peaKHH

Hexxenanure edexrd BB3HUKBAT MPEAMMHO B HAYAJOTO HA JIEYEHHETO (Hanp. cepaums,
COMHOJIEHTHOCT M TaJieHe), MpH MpeKajieHo Obp30 NMoBHLIABaHEe HA [103aTa, [PH H3M0JI3BaHe Ha
BUCOKH [103H MJIH IIPH MalMeHTH B CTapyeCKa BB3pacT. Te uecto ca MpEeXOAHH, MOXKE J1a HaMaJleaT
WJIH M34Ye3HAT NPH [IOHWYKABaHe Ha 103aTa; Te3H PEeaKLMHu PAIKO ca TOJIKOBA TEXKH, Ye JIa HAJIOMkKaT
MpeyCcTaHOBsABAHE HA JICHEHUETO.

AKoO cie/l HaMaJIsIBaHe Ha /103aTa raJieHeTo MPOIBIIKH, ce NMpenopbyBa GaknodeH aa ce npuema ¢
XpaHa WM MJIeYHA HaTIMTKA.

Ilpy malMeHTH ¢ aHaMHe3a 3a MCUXWYHM 3a00MsBaHUA WM MO3BYHOCHIOBH HapylLIeHHs (HAarip.
yAap), KaKTO U IpU MALKEHTH B CTapUYecKa Bb3pacT, HeXKeNIaHUTE PeaKiii MOKe 1a Obuar B
no-Texka gopma.

Moske na ce nabiionaBa NOHWXKABaHE Tpara 3a MbPYOBE M MOSABATA HA I'bPUOBE, OCOOEHO NpH
MamueHTH C CITHUJICTICH.

Hexxenanure peakuuu ca TIpeiCTaBeHH B 3aBUCHMOCT OT TsAXHATa 4Yecrora, ChoOpasHo
knacuuranuara MedDRA.

KaKTO cie/iBa: MHOro uectu (>1/10); uectu (>1/100, < 1/10); newectu (>1/1 000, < 1/100); peaxu
(>1/10 000, < 1/1 000) muoro peaku (< 1/10 000), BKIIOYUTETHO OTAEIHH CHOOIIEHHMS.

Hapymenusi Ha HepBHATA CHCTEMA

MHoro yecTn Cenupane, COMHOJIEHTHOCT

Yectn [lotuckane Ha pecnupaTopHata  (QYHKUMSA, CBETOBBPTEXK,
OTMAaHaJIOCT, U3TOIIEHHE, CHCTOsIHUE Ha 0DapKaHOCT, 3aMasHOCT,
‘rnaBobonue, GeschHue, €y(DOPHUHO HACTPOEHHME, JIENpecHs, g
' MyCKy/iHa c1aboCT, aTakcHs, TPEMOP, XaTIOLMHALMH, KOIIMapH,
 MHAJITHsl, HUCTAI'bM, CYXOTa B yCTaTa.

Pejiku [MapacTe3usi, HapyllleHHE HA BKYCa
MHoro penku - Xurorepmus

'C nemsBectHa yectota | CHHIPOM Ha ChHHA arHes ™

Hapymennst Ha ounTe




l{ecm ' Hapymenus ua axomonanusra, 3PUTEJIHH HApYIIEeHHs

[TonmxeHue Ha chpaeYHus 1eGuT

%cm lactpo-unTecTHHANHM HapyllleHMs, MOBIHUTAHE, MOBPBIIAHE,
| 3alleK, Auapus '

Pe,mm  Kopemna Goska

Xena’roﬁnﬂnapﬂu HAPYIUeHHsT

PemcH HapymeHHe Ha qepHOﬂpoﬁHaTa byHKLHS

Hapymeﬂnﬂ Ha KOKATA H NOIKOKHATA THKAH

A —

‘Iecm §HOB]/ILLI€HO H3MOTABaHe, OOPHB

G HEU3BECTHA YECTOTa meicapna

Hapymeﬂml HAa 61:.6peume H MHKOYHHTE IbTHINA

I'Ionuypm eHype3a, o

3am>p>1caue Ha ypuHa

Hapymemm Ha B’b3l’[p0H3B0}]HT€J’IHaTa cHcTeMa " rbp;(aTa

Penxu EpeKTHJ‘IHa JHUChYHKLHST

£ Cnyl{a}{ Ha CI/IHﬂpOM Ha ucH"z:panHa CBHHA allHes ca HAbMIOaBaHY IIPH 68.{(1'10(1)6!-{ ]'[pId BHCOKH J1034 (> 100 mg) npn
[AIUEHTH, KOHTO Ca 3aBUCHMH OT aJIKOXOJI.

le/l HAKOH NAaLUEHTH Ce HaGJII-O,[[aBa INOBHINABAHE HA CIIACTHYHOCTTA, KATO napagokcaina peaxius
KbM JIEKapCTBOTO.

Moke Jda Bb3HHKHE HEXelaHa CTEIcH Ha MYCKYJIHA XHIIOTOHHA, KOATO 3aTpyOHABA XOOSHETO Ha
TTAlHEHTHTE HWJIH BB3MOXKHOCTTA Ja Ce rpuxar 3a cele CH, KOATO 00HKHOBEHO [peMHHaBa Mnpua
IIOBTOPHO KOpPHIMpaHE Ha [ao3ara (Hanp. 4pe3 HaMalsIBaHE Ha Jo03aTta, JaBaHa npe3 neHda U
BB3MOXKHO IIOBHLIaBaHe Ha BEYEpHaTa )1032[).

Crob1apane Ha MOIO3UPAHN HEXKETAHH PEAKIIHH
CpoOLIaBaHETO HA TONO3WPAHM HeXKETaHH PEaKIUH Ciej paspemnaBane 3a ynorpeba Ha
JICKAPCTBCHUS MPOAYKT € BakHO. ToBa mMo3Bo/sBa Ja TPOABIKH HAGMIOAECHHETO Ha
CHOTHOIICHMETO TOJ3a/PUCK 32 JEKAPCTBEHHS TPOAYKT. OT MEMLMHCKHTE CICLHATHCTH 06
M3UCKBA N1a ChOOLIABAT BCAKA NONO3UPAHA HEXKENIAHA PEaKIHs Ypes
HsmbinuTenHa areHIus 110 JekapeTsaTa

yiL. ,,Jdamsu Tpyes” No 8

1303 Codus

Ten.: +35 928903417

yebcalt: www.bda.bg




4.9 Ilpemozupane

Cumnromu

XapakTepHH ca NpH3HALMTE HA TNOTHCKaHe Ha I[EHTpalHaTa HepBHA CHCTEMa: CBHHJIMBOCT,
HapylleHHe Ha Cb3HAHHETO, MOTHCKAHe Ha AuXxaTeaHaTa QyHKLW, koma. Moxe 1a ce Habmoaasa
ChILO 00BPKAHOCT, XaOUMHALKK, Bb30y/a, HApYyIIeHHs Ha aKOMO/AIlMATA, JIUIICA HA 3€HHYEH
pediexc, reHepaM3UpaHa MyCKyJTHA XUITOTOHHUS, MHUOKJIOHHS, XUTiopediekcus win apediiexcus,
kouBysncuM, EEI' mpomenu (6Bp3 Mozen Ha noruckaHe M TpudasHd BbIHH), nepudepHa
BA30/IMJIATALINS, XUIIOTOHMS WIIH XMIIEPTOHUA, OpaauKap/ins, TAXHKAPIHA WK ChPAEYHA APUTMHS,
XMIIOTEPMHS, rajieHe, MOBpbluane, AMapys, oOMIHa caMBalis, nosHineHu Hua Ha LDH, ASAT
1 AP, pabroMuonu3a, THHUTYC.

[NaumenTure ¢ 6BOpeUHO yBpeMkIaHe MOraT Jia pasBMAT NPU3HALM HA NPEAO3HpaHe, DOPH HpH
HUCKH nepopaiiiy 103U OakinodeH (Bx. Touku 4.2 u 4.4).

Moske fa HacTBIIM BJOIIABAHE HA CHCTOSHHMETO, B Clydai Ha €JIHOBPEMEHHO MpHJAraHe Ha
pasnM4HM BellecTBa WM JIEKapcTBa, JeHCTBAallM BBPXY LIEHTpajlHATA HEPBHA CHCTeMma (Hamp.
aaKOX0J1, Ia3ernam, TPULMKIHYHI AHTHIETIPECAHTH).

Jleyenue Ha Npe103UPAHETO
Hsma cretuduyen anTuaor.

HeobOxoiumo € mnpuiaraHeto Ha TNOAABPMKALIM MEPKH M CHUMITOMATHYHO JIEYeHHWE Ha
YCIIOKHEHMATA, KATO XHUIOTOHMA, XHIIEPTOHHS, T'BPYOBE, MOTHCKAHE HA JAMXATe/]HATA WIH
ChPAEYHOCHOOBATA (PYHKLIHA.

Crnen npueM Ha NMOTEHIMAIHO TOKCHYHO KOJMYECTBO TpsOBa /ia ce NPHUIIOKH aKTHBEH BhIVIEH. B
paHHHs TNepHOJ| Cile/l npyueMa, TpsabBa na ce 0OMHCIN Bb3MOKHOCTTA 32 MpUJIaraHe Ha akTHBEH
BBIJIEH MPH BB3pacTHH, npuenu mopeve or 100 mg Gaknoden B pamkure Ha 1 yac, a npu aeua,
npuenu noseue ot 5 mg/kg Gawnoden - B pamkuTe Ha | yac.

OumcTBaHe Ha croMaxa (Harp. CToMalllHa NPOMMBKa) TpsibBa Ja ce MMa MpeBH/ TIPH OTAEIHHTE
ciaydad, ocobeHo B paHHMa Oepuon (60 MUHYTH) ciel TpHeMa Ha  [IOTEHLMAIHO
JKHBOTO3acTpallaBamaTa no3a. IlaumenTure B KOMa MM Te3W C rbpyoBe TpsaOBa na ObaaT
MHTYOMpaHH Mpey MPoBeskiaHe Ha CTOMALIHATA IPOMHUBKA.

T'sii kaTO IEKAPCTBOTO CE EKCKPETHPa NPeIMMHO rpe3 6b0penuTe, HeOOX0AUMO € MPHIAaraHeTo Ha
rOJIEMH KOJIMYECTBA TEUHOCTH, MPH BB3MOMKHOCT 3a€/IHO C AMYPETHK. XeMoaHanu3ara (MoHskora
HemylaHMpana) Moxke Ja Oblie OT mon3a B cilydal Ha TEXKO OTpaBsHe, MpUAPY:KeHo ¢ OBOpeuna
HeoCTaThuHOCT (BK. Touka 4.4). B ciyuali Ha repuyoBe BHHMATeNnHO TpsAOBa Ha ce MPHIOKH
HHTPABEHO3EH JHa3enam.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoAHHAMHYHH CBOlicTBA

MapmakoTepaneBTHYHA rpyna: MyckylHd penakcanti; ATC kom: M03BXO01

baknoden e aHTUCAcTUYHO CPeCTBO, AeicTBamio Ha rpeOHaYHO HUBO. KaTo mpousBoaHO Ha
rama-amuHoMacneHata kucenuHa (GABA), 0OaknodeH e XHMHYECKH HECBBP3aH C JApYru

AHTHUCTIACTHYHH CPEeICTRA.
HiBEDAST

baknodeH MoTHCKAa MOHOCHHATITHYHOTO M IOJHCHHANTHYHOTO NpeaaBaHe Ha ped "
Ik @\

upe3 cTumysiupaHe Ha GABAg-peuentopure, KaTo ToBa CTHMYJIMPaHE Ha C



OcBOOXTIaBaHeTO mpu BH30YNA Ha AMHWHOKMCENIMHWTE TyTAaMar W acliaprar. baknoden wHe
INOBJIMABA HEBPOMYCKYJHOTO penasaHe.

OcHoBHuTe MOMH Ha GAKIOQEH ce M3Pa3sgBAT B CNOCOGHOCTTA My Ja HamaisgBa OonesHeHHTe
(DeKCOpHH CMa3MH M CIIOHTAHHMTE CIIa3MH, KATO 1O TO3M HAYMH yJIECHABA MOJBIKHOCTTA Ha
alMeHTa, NoOBUIIaBa HEroBaTa HE3aBUCUMOCT M IoAIIoMara pexaGI/IIIHTaHHﬂTa.

Bakiogen npuresxasa cbino u aHTuHOUMLENTHREH edext. OBIOTO GIAroChCTOSHAE HECTO ce
nofo6psiBa, a cenauuaTa e Mo-PAKO CPelan npobaeM B CpaBHEHHE C IEHTPANHO AeHCTRAlIUTE
JIeKapcTBa.

baknoden cTumynupa cekperuaTa Ha CTOMAIITHA KHCEITHHA.

5.2 ®apmMakoKHHETHYHH CBOHCTBA

AbcopOuus
baknogen 65p30 1 HambIHO ce aGcopGHpa OT CTOMALIHO-YPEBHHS tpakT. He ca nabmomasanu

3HAYMMH pasfiuyus MEXIy TedHara W TalleTHa (OpMa IO OTHOINEHHE HA tmax, Cmax H
OuonanuunocTra. Crefl TMepopaiHo NMPHIOKEHHE Ha enHokpatHd go3u (10-30 mg) nukosm
I1a3MeHH KOHLEHTpaluH ca jocturHatd cnex 0,5 mo 1,5 vaca, a ruiommwre 1oj KpUBHTe Ha
CCPYMHHTE KOHLICHTPALIMK ¢4 MPONOPLHMOHAIIHY HA J03aTA.

Pasnpenenenue
O6embT Ha pasnpenenenue Ha Gaxnoden e 0,7 I/kg, a crenenta Ha CBBP3BAHE C MPOTEHHHTE €

okono 30%. B nepebpocnuHANHATA TEUHOCT KOHIGHTPALIMKHTE HA AKTMBHOTO BEIIECTBO ¢4 OKOJIO
8,50BTH [0-HUCKH OT TE3H B IU1A3MAaTa.

buorpascdopmaiius

baknoden ce merabonusupa camo B ManKa CTereH. HesamunupaneTo Boau A0 obpasysaHe Ha
OCHOBHMA ~ MeTabonut,  B-(p-xnopodenun)-4-xuopokcHMacieHa  KHCENIMHA,  KOMTO e
(hapMaKoTOrHYHO HEAKTHBEH.

EnuMuHUpaHe/eKCKPEeK LIS

[InasMeHusIT eNMMHHAIMOHEH TIOTYKHBOT Ha Gaknoden Bapupa ot 3 10 4 uaca. CremeHTa Ha
CBBP3BAHE ChC CEPYMHUTE MPOTEHHHU € okono 30%.

bakiiodeH ce esumunnpa B rossiMa crereH B HempoMeHeH BU. B pamkute Ha 72 uaca, okono 75%
OT [103aTa ce oT/ie/s npe3 6GsOpeluTe, KaTo 0KONo 5% OT TOBa KONMYECTBO € Mof (hopMara Ha
MeTaboTHTH.

ITauneHTn B cTapyecka Bb3pacT

DapMaKkOKHHETHYHUTE CBOHCTBA Ha GakIoeH TpH NALMEHTH B CTapuecKa BB3pacT ca IOYTH
CBUIMTE, KAKTO TPH Miaaute uHauBuny. ITnkoBute masmMeny koHIeHTpauuu na Gaxtoden npu
NALHEHTHTC B CTApYECKa BB3PACT Ca MAJIKO MO-HUCKH U C& IOCTHTAT I10-KbCHO, B CPaBHEHHUE C Te3M
TIpH 3APABH MTa 1 MHIMBHAK, HO cToiHocTHTe HAa AUC ca nogoGHM mpH JBeTe rpymny.

5.3 IlpenkJMHHYHE TAHHH 32 0€30MACHOCT

baknoden nosuwaea yectorara Ha omQanouene (BEHTpaTHa XepHIs) B IUTOLOBETE HA [LIbXOBE, HA
KOHTO Ca MpHJIaraHu JIO3M OKONO 13 MmbTH MO-BHCOKM OT MaKCHMAlHATA IepopanHa jo3a (Ha
6asa mg/kg) npenoppusana 3a ynorpe6a npu xopa. Toa He e HaG/IOaRAHO TIPY MULUKH M 3aH1IH.
OdeBnIHO CBBP3aHO ¢ J(03aTa MOBHIIABAHE YECTOTATA HA KUCTH HA SHYHHITATE H H3PA3EHO B M0-
Majlka CTETICH IOBHILICHHE Ha CIyYaWTe Ha yBeNHMUYEHHE W/MITH XeMoparus Ha HandhOpeunute
2UTe3H € HabIToaBaHO TIPH JKEHCKH ILIbXOBE JIEKYBAHH B IIPOIBDKEHNE HA 2 ToAMHM. KTMHIIHOTO
3HaYeHHE Ha Te3W HAXOJIKH HE € H3BECTHO.
Hanuguure no MoMeHTa eKcriepUMeHTANTHN TaHHH TIPe/ONarat JUcaTa Ha Ka
MyTareHHH CBOMCTBa Ha HakIogeH.




6. OAPMALNEBTUYHU JAHHHA

6.1 CnHcbk Ha TOMOIIHHTE BellecTBA

Jlakro3a

Kaprodeno nuiecre

Kenatun

Tank

Marnesues creapat

Etunuenynoza

6.2 HecbBmecTHMOCTH

He ca uzBectHn.

6.3 Cpox Ha rogHocT

3 roauHu.

6.4 CpoenuajHH YCJIOBHS HA CHXPAHEHHE

Jla ce chxpaHsiBa Ha CyXO H ThbMHO MACTO, NIPH Temrieparypa a0 25°C.

6.5 Buau chabpKaHHE HA ONAKOBKATA

barnoen-Papmanpaiic 10 mg u 25 mg TabneTky ce mpeasarat B IOJHETHICHOBH OyTHIKH C
Karnayka CbC 3allMTEH MPBCTEH, MOCTABEHH B OMAKOBKA OT juTOrpadeH KapToH, chabpikaiml |
OyTHiIKa ¥ THCTOBKA 32 MallHeHTa.

Enna onakoBka ceaepika 50 TabneTkw.

6.6 CrnenunajiHy npeAnasHu MEPKH NPH H3XBbpJisine H padoTa

Hsma crieliyaiHg MpenopbKH.

745 IMMPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

®apmansaiic EOO/|
yi1.”by3myka” Ne 54, er.3, an.3
1463 Codust

Brearapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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




9. AATA HA ITbPBO PA3PELIABAHE/NIOTHOBABAHE HA PA3SPEIIEHUETO 3A
YHNOTPEBA

Hata na nbpeo paspeiasane: 21 omi 1999 r.
Hara na nocnenno nonnossisawe: 28 auyapu 2011 .

10. JTATA HA AKTYAJIM3UPAHE HA TEKCTA




