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7 300l LL

1. HME HA JIEKAPCTBEHIIH HPOMT . . e A,

Paspeurcrue Ne _ , ;
Eamo(beujapmanﬂazc ég mg TagﬂeTKH BG/MA/MP - 67’ K3(7_J/Z71 - 2."2!,
ainoget-bapManBanc 2o Mg TabeTir | Ogospesue Ne ........... .o foo |

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

2. KAYECTBEH A KOJIHYECTBEH CbCTAB

Beaka TabneTka Baknoden-®apmaapsaiic ceabpxka 10 mg unn 25 mg 6aknoden (baclofen /4-
amino-3-(p-chlorophenil)-butyric acid/)

Beska Tabnerka Baxnoden - Papmangaiic 10 mg cbabspixa 60 mg 1akTo3a.
Beska TabneTka Baknoden - ®apmansaiic 25 mg chappika 50 mg nakTosa.

3a NBJIHUA CMIHCHK Ha MOMOLUHHTE BEWECTBA BHOKTE TOUKA 6.1.
3, JIEKAPCTBEHA ®OPMA

Tabnerkn.

Bawnoden—Papmaasaiic 10 mg tabneTku ¢ Baknoben—Papmaasaiic 25 mg Tabnerkn ca Genw,
KPBIAy H ABOWHOH3MBKHAMH TabneTKHy.

Baknoden—Dapmaasaiic 10 mg Tabnetky BMaT ACIUTEHA HepTa H MOXKE id ObJaT pa3feeHy Ha
[BE paBHHU AO3H.

4., KJIHHHAYHHA JAHHHU
4.1 TepaneBTHYHH NOKA3AHHS

BaxsodeH e nokasaH 3a o61eK4apaHe CIaCTMYHOCTTA HA BONEBUTE MYCKY.IH B PESYJITAT Ha HAKOU
HapYIIEHHA, KaTO0 MHOXECTBEHa CKepo3a, ApYrd YBPEXIaHHA Ha rppOHAYHMUA MO3BK, Karo
TYMODH, CHPHHFOMHENHs, 3abOJIABaHMA Ha MOTODHMTE HEBPOHM, TPaHCBEP3AJICH MMETHT,
TpaBMAaTHYHO NIAPLHATHO YBPEXKJaHE Ha rpbOHaYHHA MO3BK.

BaknodeH € nokasaH ChLIO NPU BB3PaCTHY H ICLA 34 obnekuaBaHe CIACTHYHOCTTA HA BOJICBUTE
MYCKYJIH, Bb3HHKBallla Hanpumep NpPH  MO3BYHOCBHAOB HHUHIACHT, uepebpanHa napanusa,
MEHHHIUT, TPABMaTH4HO YBPEXKAAHE HA rjasara.

[Ipesan 3anousaHe Ha je4eHHETO ¢ baknoded e HeoOXxoOoUM BHKMATENIEH NoAOOp Ha MALHEHTHTE,
TbH KaTO ce CMATa, Y€ oJ3aTa OT JIeUEHHETO € Hal-rojiMa [pH MNaUHCHTHTE, [IPH KOWTO
CIACTUYHOTO CHCTOSHHE MPEACTaBNABa MPEUKa 32 OCHLIECTBABAHETO HA PU3NYECKATA aKTHBHOCT
w/unu dusuortepanusaTa. JleueHueto He Tpadpa Ja ObAe 3anoyBaHO Npead cTabUNH3HpaHe Ha
CMACTHYHOTO ChCTOSTHHUE.

[Tenpnarpu4Ha OMynauua

BaxnodeH € mMokasaH TnpH mauueHTH ot O 1o <18 rogvHH 3a CHMITOMGTHYHO J¢HEHWE Ha
CHIACTHYHM ChCTOSHYA OT Lepebpaned Npou3xof, ocobeHo B ClyHauTe Ha N€TCKa uepedpanHa
napanu3a, KakTo ¥ Ciiel MOIBbUHOCHA0B MHLIMACHT WM NpH HATHIHETO Ha HEOTUTACTUYHO HIIH
[IeTeHEPATHBHO MO3BUHO 3a00aBaHeE. ST
BaknodeH € MoKasaH ChIIO NPH CUMINTOMATHYHO JICUCHHE HAa MYCKY/IHH cnasyﬁgméﬂﬂ‘ﬂr

ot i \t;' -
MHPeKIHO3HY 3a00/IsABaHUA HA rppOHauHHs MO3BK, B CiiyHaH Ha nerwepam?ﬂg?w




HEOIUIACTHYHH HAPYIIEHWs MIH TAKWBA C HEM3BECTCH NMPOHM3XOA, KaTO MHOXXECTBEHA CKJIEpO3a,
cNacTHUHA CIMHAJHA [apanu3a, aMHOTpO(UUHAa JarepalHa  CKICpO3a, CUPHHIOMUETUT,
TpaHCBEp3a/eH MHEJIHT, TPaBMaTHYHa Napanierus Win napanapes3a 1 KOMNpecHs Ha rpbOHa4YHAS

MO3BK.
4,2 Jo3HpOBKA ¥ HAYHH HA NPHJIOKCHHE

[Tpeny 3anouBaHe Ha JEUCHHETO C GaknodeH e HeOGX0AMMO Aa ce Hanpasy peanHa NMpeLeHKa Ha
(ATOCTHATA CTENEH Ha OYaKBaHOTO KITMHHYHO nogobpeHne Npy JCYSHNUETO Ha NALUCHTA.
[IpenopbuBa ce Ha3HA4ABAHETO Ha HAK-HUCKATA 1033, MIPH KOATO MOJKE 1a ¢ MOCTUTHE ONTRMATEH
oTroBop. [TIPOABIKHTENHOCTTA Ha JIEHEHHETO 3aBUCH OT KIIMHUYHOTO ChCTOAHME HA NaUMEHTA.
Heo6xoauMoO € BHHMATENHO THTPHPAHE HA 103aTa (0coGEHO NnpK NaluydeHTH B CTap4ecKa BB3PACT)
no crabuiM3vpane Ha nauueHTa. [Ipn Ha3Ha4aBaHETO Ha NpPEKaNCHO BACOKA 1033 MU IpH
NpEeKOMEPHO OBP30 NOBHIIABAHE HA [03aTa & BBH3MOXKHA ospaTa Ha HexxenaHu edextH. Toa ce
OTHacH 0cOBEHO 3a aMOyaTOPHUTE NALIEHTH € LIEJ1 fa C¢ CBele 10 MUHUMYM MYCKyJIHaTa cabocT
B He3acerHaTUTe KpaliHULIM WK B ciyuait Ha HeOOXOAMMOCT OT NMOBIHABAHE HA CNACTHHYHOCTTA.
AKO NP IOCTHTaHe Ha MaKCHMaHaTa penopbusana 103a He e HabJ1ro1aBa TepanesTHYeH €QeKT
B PAMKMTE Ha 6 CeMHLH, TO € HeoOXOHMO B3CMAHETO Ha PELICHHC OTHOCHO Heo0X0IUMOCTTa OT
IPOABL/DKABAKE HA NEYCHHUETO C bakmodeH.

Br3pacTHH
JleueHueTo TPAOBA Aa 3arouHe ¢ Ao3a OT 15 mg AHEBHO, 32 npeAnOYXTaHe NpHeTa NoA GpopMaTa
1a HIKONKO OTAENHM o3M. Ilpeanara ce CIeAHOTO FIOCTENEHHO MOBHIIABAHE Ha 403414, KOETO
obaue Tpsa6Ba aa 6bae afaNTHPaHO CNOPE HHAUBHUAYATHHUTE HYHKAN Ha NalyeHTa.
[Ipes MbpBUTE TPH AHHM — 5 mg (NON0BHHATA OT €1Ha tabnerka ot 10 mg) TpH MBTH
JHEBHO,
pe3 CNeABatMTe TPU AHU — €iHa tabnerka ot 10 mg TpH MbTH AHEBHO,
npe3 cnegsatyure TpH AHK — 15 mg (enHa ¥ NonoBuHa TabneTku ot 10 mg) TpU MbTH
JIHEBHO,
npe3 cleasallpTe TPH A — 20 mg (ase tabnetku ot 10 mg) Tp¥ MBTH JHEBHO.

3a0BONMTENEH KOHTPO Ha CHMITTOMHTE OOMKHOBEHO C€ MOCTHIa NpH I03M 10 60 mg AHEBHO, HO
33 yJOBETBOPABAHE HYKAKTE Ha BCEKH MALMEHT HECTO & HeOOXOIMMO HHAUMBUIAYATHO alaNTHPAHE
na po3ata. [Ipy HeoOXOIMMOCT [03aTa MOIKE 1A 6b0e 6aBHO NMOBHILABAHA, HO HE C€ NPENOPBLYBA
peBUIIABAHETO Ha MaKCHMaJIHATa AHEBHA 1032 OT 100 mg, OCBEH B CiyyanTe, B KOUTO MALHEHTDBT
e NoJ BHUMATEJIHO MEIHLUMHCKO Hab/MoAeHne B yCIOBHATA HA GONIHUYHO JiedeHne. B HAKOH OT
CAly4auTe NO-YECTOTO MPUIAraHe Ha MaNkyl 1031 MOXKE J1a ¢C oKake Mo edeKTHBHO, B CPABHCHHE
¢ MPWIAraHeTo Ha MO-BUCOKH /103H, Ha M0-TONCMH KHTCPBAJIH. OcBeH TOBa, NMPH HAKOH NALHCHTH
e eheKTHBHO NPUIIAraHeTO CaMo Ha €1Ha 103a BEHE, 3a npoTHBOACHCTBHE Ha HONE3HCHHS CTIA3BM
Ha (PJIAKCOPHHTE MYCKYJIH. [Tono6HO Ha TOBA, €JHOKPATHA 033, NPUIOKCHA OKOAO 1 yac npean
M3BBPIUBAHETO Ha OMNpeleneHd JAGHHOCTH KAaTO H3MHBAHC, obnuuaHe, OpbCHEHE WIH
hu3MoTEpanus, 4eCTO NoaodpaABa MOOUNTHOCTTA.

[TlayiMeHTH B CTAPYECKA Bbh3PACT

[laudeHTHTE B CTapyecKa Bb3pacT MOXe Aa ca No-MOJATAMBH Ha HEKEIAHN edekTH, 0COBEHO B
HAuATOTO Ha JIeucHHeTo ¢ Gaknoden. ETo 3au0 € HeoOX0AHMO 3ano4BaHe Ha JICHCHHCTO ¢ HACKH
03K, KaTo CJIEA TOBa JA03aTa Tps0Ba MOCTENEHHO Aa 6ble TUTPHpaHa 1O NMOCTUIAHETO Ha XKeJlaH!A
OTTOBOP, NOA CTpOr KoHTpoJ. HAMa AanHH, 4e CBCHTyaHaTa cpeliHa MAaKCHMAaJTHa 103 € pa3jiMiHa

OT Ta3d MpH MO-MJIaJIH NAIMEHTH.

[Meanarpuuna nonynanus (0 o < 18 roauuu)




TleuenreTo OOMKHOBEHO 3aMouBa ¢ MHOrO HUCKa A03a (CHOTBETCTBALlA HA OKOJO 0,3 mg/kg
[HEBHO), MpueTa noxa ¢dopmara Ha 2-4 OTAENHH 03H, 3a MPEANOUMTAHT KATO 4 OTAENHH OO3H.
Iosata TpaGBa Aa ObAe BHUMATEHO MOBHIABAHA NPE3 MHTCPBAAK OT OKOJO 1 cegMuua, 10
NOCTHIAHETO Ha HeoOXoquMaTa HHIMBHIOYaIHA 1032 38 ACTETO, O6uyaiiHaTa noaabpaKallla JHEBHA
n03a Bapupa Mexay 0,75 n 2 mg/kg TenecHo Terno. O611aTa JHEBHA 1032 He TpAOBa Aa MpeBHLIaBsa
MakchManHaTta no3a ot 40 mg/aHesHO npH Aeua noA 8-roaviiHa Bb3pacT. [lpu pmetla Hang 8-
roJMILIHA BB3PACT, MOkKe [a Obe JaBaHa MakCMManHaTa JHEBHA 1034 OT 60 mg/aHEBHO.
TabnerkuTe BaxnodeH He ca NoAX0AALLM 338 AeUa ¢ TENCCHO TEMO No4 33 kg.

[Taumenty ¢ yBpeaeHa 6u6peuHa QyHKuMs
[lpy naukeHTH ¢ yBpefcHa GpOpedHa QyHKUWMA WM TakuBa, fOLIOKCHW HA XPOHHWYHA

XeMOIMAIN34, € HeOOXOIUMO NMPHIIArakeTo Ha 0COOEHO HHCKA 1032 Gaxs10deH, Harp. 0KOJI0 3 mg
AHEBHO.

[Tpu nauueHTH B KpaifHa dasa Ha ObOpeyHa HEAOCTaTHYHOCT, NPHIIATAHETO Ha 6axnoden TpsadBa
na CTaBa caMoO B CIy4aHTe, KOTATO T0N13aTa NPEBHILaBa PUCKa. Te3n NALMEHTH TpadBa ga OvIar
BHUMATEHO TpoCieAaBaHd ¢ Len O6bp30 JHAarHOCTHLIMpaHe Ha DPAHHWUTE [IpU3HALK 1/ UK
CUMITOMM Ha TOKCHYHOCT (Hamp. COMHOJIEHTHOCT, neTaprus) (BX. TOUKa 4.4 CneuyanHu
NpeAyNpexKACHHA K NpeanasHyd MEpPKH NpH ynorpeba u Touka 4.9 IIpenozupane).

[lalMEHTH ChC CMACTHYHH CHCTOAHKA OT liepedpaneH NPOU3XOoN

[Ipn Te3u nNauMeHTH € NO-BEPOATHA MOSABATa HA HEXENaHH edextd. ETo 3am0 ce mpenopsypa
MHOFO BHHMATE/HO ONpEC/SAHE M aJanTHPaHe HA pexHMMa Ha J03HpaHe, KaTo Te3U HallCHTH
Tpsi6ea Aa 6baaT noJ CHOTBETHO HAOIIOAEHHE.

JlekapcTBOTO TpAOBA Aa ce npHema ¢ xpaHa.

4.3 IIporuBonokKazaHHsA

. CBPBXUYBCTBUTENHOCT KbM OaxiodeH MM HAKOE OT OMOLLHUTE BELLECTBA, U30poeHH B
To4KA 6.1

. [TenTu4yHa A3Ba

. BenoapobHa HEAOCTATBUYHOCT

4.4 CreuHAJIHH NpeAynpeRICHHA H NPeANa3HH MEPKH NpH ynorpeda

IIcXUYHH HAPYIIEHUA W HApYUIEHWA Ha HEpBHATa CHCTEMA
[Topdupus, aHaMHe3a 3@ WIKOXOJIH3IBM, XHIICPTOHHA, IICHXOTHHHH pa3CTPOMCTBA, WH3OPPEHHA,

NETIPECHBHU WIH MAaHHaKaJHH pa3CTPOMCTBA, CBCTOAHMA Ha obbpkaHocT WM Oonect Ha
[TapKHHCOH MOTaT [a C€ BAOIUAT OT JICYECHUETO C Baxnopen—DPapmansaiic. [lauuenrure, crpanaiy
oT Te3u 3a6onaBaHud, TpsA6Ba 1a GbAAT NeKyBaHH NPEANa3inBo W AbpXKaHH T10] HENOCPEACTBOHO
HabnroaSHHE.

CpobmwaBann ca ciayyad Ha camMoyOuiicTBO M CBOWTHsA, CBBP3aHH CBbC camMOoyOHHCTBO [MpH
MalUeHTH, NeKyBaHH ¢ 6aknodeH. B noseueTo ciyvay naLMeHTHTE €a € NONBIHHTETHH PUCKOBA
(hakTOpH, CBbP3aHH C NOBHIIEH PUCK OT CaMOYOUHCTBO, BKNOUHTENHO pasCcTPOHCTBO, CBBP3AHO C
yrorpebaTa Ha anKkoxon, Jenpecus W/WIH NPeArLIHKE ONHTH 34 camoyOuiicTeo. JlekapcTBeHaTa
Tepanus TpaOBa 1a ¢€ CBMBTCTBA OT BHUMATEIIHO HabNIOAeHUE Ha MALMEHTHTE C AOMBIHATCHH
puckoBy (akropy 3a camoybuiictso. [lauMEHTHTE (4 Gonuornenaumre) TpAGBa na ObAaT
npeAynpeAcHH 3a HEOGXOAMMOCTTa OT Hab/IFOCHNE 3a NMOsBA HA KITMHU'HO BJIOLIABAHE, CYHLIHAHO
NOBeAEHHE WIH MHCIH WIM HeoOu4aHHHM TNPOMEHH B MOBEACHHETO, H aKO BB3 T a
CHMITTOMH, Tpa6Ba He3abaBHO 1a NOTHPCAT MEAHLIHCKA NOMOLLL.




CpoBIIEHY Ca CyyaH Ha HENpaBW/IHA ynoTpeda, 310ynoTpeba cbC W 3aBUCHMOCT OT DaknogeH.
Heo6xooumMo € NOBMLIEHO BHUMAaHWE MPH NAUKMEHTH C aHaMHe3a 34 3noynotpeda cre 3abpaHenu
BelllecTBA M MalMeHTHT TpAGBa da 6bae HabmozaBaH 332 CUMITOMM Ha HOTIpaBUIIHA ynortpeoa,
310ynoTpeta Wik 3aBUCHMOCT OT 6aKk10(eH, Hanp. NOBHIIABAHE Ha 103214, [IOBEICHHUE HA TbPCEHE
Ha JIEKApCTBOTO, PA3BHTHE Ha 3aBHCHMOCT.

I
Heobx0AMMO € MOBHLUEHO BHUMAHKWE 110 BPEME Ha JICHEHHETO C HaiioeH NpU NaLUeHTHTE, NPH
KOMTO MOLAbPKAHETO HA M3MPABEHOTO NOJIOKEHHE HA TANOTO K paBHOBECHETO WK YCHJIBAHE Ha
NBHXEHHETO 3aBUCAT OT MOBHILEHHA MYCKYJIEH TOHYC.

ExuedanonaTns

C1061UeHH ca Cay4yaH Ha eHUe(anonaTis npy NalneHTH, npueMallii faknodeH B TepaneBTHYHM
03H, KaTo 3aGONABAaHETO rpeTbpnapa oOpaTHO PaIBUTHE CNIEA MPEKPATABAHE HA JIEYEHHUETO.
CUMNOTOMHTE BKJTIOUYBAT CBHJIMBOCT, MOTHCHATO HUBO HA Cb3HAHWE, COBPKAHOCT, MHOKIIOHYC H
KOMaA.

AKO ce HaBNIOAABAT NPH3HALUK Ha eHuedanonarus, GaknodeH TpaOBa Aa Obae NpeyCcTaHOBEH.

Enunencus |
baknodeH Moxe Ja H30CTPH HAKOM OT NPOABHTE Ha EMWIENCHs, HO MOXE /i Obae U3NON3BaH B
cny4ait Ha HOAXO/AILO NpoCaeAsBaHe 1 MPOBEXAHE Ha allCKBATHO AHTHKOHBYJICHBHO JICUEHHE.

Hpyru
baknoden TpsadBa nma ce H3MNON3BA C ocobeH0 BHMMAaHHE TIpH MAUMEHTH, TIpHEMALLN
AHTHXHIEPTEH3WBHO jleueHne (BK. Touka 4.3).

bakioden TpaGBa Aa Ce H3NOA3BA C [OBHUICHO BHUMaHWE NpW NAUKEHTH, CTpajalu oT
MOZBUYHOCHIOB MHLUMAGHT, PECTIMPATOPHO WK YEPHOAPOOHO yBpeXaaHe.

B16peuHo YBpeXNaHe
BaknodeH TpafBa fa ce npunara ¢ MOBHINEHO BHUMAaHWE NPH NaUMCHTH C 660peUHO yBpeKIaHe 1

fla ce TipHIIara Mpy NauKeHTH ¢ KpaeH CTalnH Ha 6b6peuHa Hel0CTaTbYHOCT, CaMO KO O4aKBaHATA
[oJ13a NPEBHILABA MOTEHLHANHNA PHUCK (BXK. TOUKA 4.2 Jlo3MpOBKA ¥ HAYMH HA NPUIIOKEHHE).
HeBpo/OrMHYHM MPU3HALUM W CHMOTOMH HAa MpELO3UPaHE, BKIOHHTENHO KIMHHYHU [POABH Ha
TOKCHUHA eHledanonarus (Hanp. oObpKBaHe, AC3OPUEHTALIMSA, COMHOJICHTHOCT H HaMaJIEHO
Cb3HAHME) ca HaGMOJaBaHH NPH NallkeHTH ¢ GBOPEUHO YBpeXKAAHE, KOUTO fipHeMaT epopaHo
6akiodeH B J03M Haj 5 mg AHEBHO, U B JO3M 5 Mg JHEBHO NpH NALUCHTH C TepMHHAIIEH CTalHH
Ha GBOpeyHa HEJOCTATBYHOCT, JIEKyBaHW C XPOHMYHA XCMOAHATH3A, [TaueHTUTE C HapylIeHa
6B6peuna (Qyukuus TpaGea na ObAAT BHUMATEIHO HabMOaaBaHH 33 CBOEBPEMEHHO
[IHArHOCTHLMpAHe Ha PaHHH CHMIITOMH Ha TOKCHYHOCT (BXK. TOUukKa 4.9).

[MaunenTHTe ¢ HapylieHa 6uOpeuta dyHkuns TpaOBa na 6baaT BHAMATENIHO HaOM0AaBaHH 32
CBOEBPEMEHHO JHATHOCTHLIMPAHE Ha paHHH CHMIITOMH Ha TOKCHHHOCT.

OcobeHo BHUMAHHE Ce M3MCKBa, KOraTto OakiodeH ce npuemMa B KOMOMHAUMA C JIEKapCTBa HIIH
JEKapCTBEHH MPOAYKTH, KOWTO MOTAT 3HAYUTEJHO Aa IOBIHAAT Ha 6pOpeuHaTa (yHKIHA.
BubpeuHara QyHKUMs TpAOBa Aa ce CMeAU C MOBUILEHO BHHMAHHE, a IHCBHATA no3a OaknodeH
CHOTBETHO /14 Ce aJanTHpa, 3a 1a ce NpeJoTBpaTH TOKCMYHOCTTA Ha Oak10QeH.

OcBeH NPeycTaHOBABAHE Ha JIEUEHHETO, CMelIHa XEMOAWANN3a MOXKE Nd Obae npelnpuera Karo
ANTEPHATUBHO JIEYEHNE MPH NALMEHTHTE C TEHKKA TOKCHUHOCT B pE3y/ITaT Ha npHema Ha 6akiodeH.
XeMOAMaANM3aTa e(hEeKTHBHO OTCTpaHABa GaklopeH OT OpraHH3Ma, obnexuaBa KIWHWUYHHMTE

[IMKOUHM HapYLIEeHUS




[lo BpeMe Ha nevenvero ¢ Haknoden moxe aa ce Habnronasa nogoSpeHyue Ha HEBPOJIOTHYHHATE
HApYLIEHUs 3aCATAIld M3MPa3BaHETO HA MMUKOYHHA MEXYD. [py nauuMeHTH ¢ fipeauIecTBalla
cMHKTEPHA XMMEPTOHHA MOXKE Ja € Haqule OCTPO 3aibpiaHe Ha YpHHATA; B TE3H CilyHad
NPUAAraHeTo Ha NeKapCTBeHHs NPOAYKT TPAOBa ia CTaBa ¢ NOBHLIEHO BHUMAHHE.

JlaGopaTopHM U3cneIBaHUA
B peaxu ciTyuad e HabarogabaHo nopuiuasate Ha AST, ankanHata docdarasa U cepyMHHTE HHBA

Ha rmokosara. I1pu nauMentd ¢ 6uOpeyHH 3a0ONABAHHA HIIH 3aXapeH auader € HeoOX0AUMO
NPOBENIAHETO HA CLOTBETHH J1aBOpATOPHM M3C/IEABAHHA 3a M3K/IIO4YBAHE HA BHIMOXKHOCTTA OT
Bb3HHKBaHE Ha NPEAH3BHKAHH OT N€KapCTBOTO NPOMERH NPH TE3H NOAJISKALUK 3abonsaBpaHuA.

Ps3K0 npeycTaHOBABaHE HA ACUYEHHUETO
Jlewennero TpsOBa BUHAr (OCBEH MPU HACTHIBAHE Ha CCPUO3HU HEXKETAHH peaklUM4) 0a ce cnvpa

[IOCTEeNeHHO 4pe3 Noc/eoBaTe/THO HaMaliBaHe Ha 103aTa B MPOAL/DKEHHE Ha OKOJIO 1-2 ceamuLH.
[Tpu pasko cnupaHe Ha GaxiodeH, ocobeHO cnea ABATOCPOUEH MPHEM Ha JIEKAPCTBOTO, Ca
cboBLICHH Oe3MOKOHCTBO W 00OBPKAHO CBCTOSHHE, NENHPUYM, XaJIOUHHAUHH, NCHXOTHTHO
pa3cTPOHCTBO, MAHHS WIH NapaHos, KOHBYJICHHM (CTaTycC ENUIENTHKYC), AMCKHHE3HA, TAXHKapAn4,
xunepTepMus, pabIoOMHONIN3a ¥ BPEMEHHO BJIOLIABAHE HA CNIACTHMHOCTTA KATO rebound ¢heHOMEH.

Cpo6LIaBaHH Cca CTyuad Ha HEOHATAIIHH I'bpY0BE Clle[l HHTpayTePHHHA EKCTIO3NLIMA Ha NEpopalicH
fawiodeH (Bx. Touka 4.6).

Fro 3awmo Jie4eHHeTO BUHATH (OCBEH NPH TOABAaTa Ha CEPHO3HH HEXEaHH peakuuu) Tpada ja
6bAe MPEeyCTAHOBSBAHO MOCTEMEHHO, Ype3 MOC/ICAOBATENHO HaMANIBaHE Ha /103aTa 3a NCPHOA OT
okono 1-2 ceAMHILH.

CobIUeCTBYBAT MHOTO OFpAHWYEHM AAaHHM OTHOCHO ymoTpebara Ha daknodeH npd Zeua Mo
l-rogviiHa Bb3pacT. [IpwiokeHHETO MNpW Ta3u nonyjiauus TpaOea na Obae OasHpaHo Ha
NeKkapeKkaTa OueHKa Ha MHAMBH/YANHATa NoJi3a U PHCK OT NeHCHHETO.

Tean TaGAETKH ChBPKAT 1aKT03a. [laLMeHTH C PeIKH HACTEACTBEHH PODIEMH Ha HEMOHOCHMOCT
KbM raaKkTo3a, ThAeH JlaKTaseH AedULUHT WK FIOK030-rajaxro3Ha Manabcopbuns He TpabBa na
npyueMaT TOBa JICKapCTBO.

4.5 BiaumogeiicTBHe ¢ APYTH JeKAPCTBEHH NPOIYKTH H APYTH GOPMH HA B3aHMOJCHCTBHE

° BaknodeH NOoBHMILABA CEJATHBHHS ¢(EKT Mpy NpueM ¢ ApYrd JIEKapCTBEHH MPOAYKTH,
umainy edekt ebpxy LHHC, ¢BC CHHTETUYHM ONMHUATH WK C ANKOXOI.

. Bakioden noTeHLMpa XMNEPKUHETHYHHTE CUMIITOMH NPH NALKUCHTH, NMPHEMALIK THTHEBH
COJIH.

. TPHUMKIHYHHTE AHTUAENPECAHTH MOTEHLUMPAT ACHCTBUETO HA OaxnodeH, BoAeHKH 10
3HAYUTENHO HaMansBaHe Ha MyCKYJTHMA TOHYC.

° PHCKBT OT MOTHCKAHE HA PEeClHUPATOPHATA CHCTEMA CHLIO € MNMOBHIICH. Heobxoaumo ¢

BHUMATEIHO TNpOC/easBaHE Ha pecnuparopHara H ChPACHHOCHIOBA byHKUHUA, ocoDeHo MNpH
ALHEHTH ¢ KapIUOMY/IMOHAPHH 3a0018BaHUA 1 CJ1aDOCT HA AUXATEAHHUTE MYCKYJIH.

. BakiodeH Moxke Ja MoTeHUMpa epekTHTe Ha aHTHXHNEPTEH3UBHUTC JIEKapCTBa (MOXe na
ce HallOXKM KOpUrupaHe Ha go3ara). CpoblasaH e ciy4yad Ha XMNOTOHHA NpH C€AHH MALMCHT,
npueman MopduH KU UHTpaTeKaneH HaknogeH.

° JlexapcTBa, KOWTO MOTaT A0 AoBeAaT A0 GrOpeuHa HEAOCTATHYHOCT (xaTo UbynpogdeH),
MoraT aa 3abaBAT exckpeuusTa Ha OaknodeH ¥ Ja A0BENaT 10 NpoABa Ha TOKCHIHH edeKTH.
. MeHnTanHa 0GbPKAHOCT, XaMOUHHALMH, raaeHe u b30yaa Morart aa ce HabnoaaBar MnpH

nauvedTd ¢ OGosnecrra Ha [lapKWMHCOH, JieKyBaHM €JHOBPEMEHHO C neBoaona’
baknogeH.




. Bakioden yabkaBa GeHTaHHI-HHAYLMPAHATA aHaNre3ns.
4.6 @Deprnianrer, OpeMEHHOCT H KbpMEHE

bpemMeHHOoCT

[To Bpeme Ha 6pemeHHOCT, 0cobeHO Mpe3 MbPBUTE 3 Mecela, fawiodeH TpaOBa na ce M3noI3Ba
caMo, ako HeroeaTa ynorpeba e xku3HeHo Heobxoauma. Ilon3nTe OT JIeUEHHETO Ha Maiikara TpsOBa
1a 6bAAT BHHMATEIHO OLIEHEHH CPAMO BB3MOXKHHTE PHCKOBE 3a NETETO. baknodeH nmpeMHHaBa
npe3 rUialeHTapHaTa bapuepa.

Cb06LIaBaH € €AKH cIyyall Ha MOJO3MpaHa Peakiiks Ha OTHeMaHe (FeHepalu3HpaHH rbpuOBe) IIPH
enHOCEAMHYHO 6efe, YnsTo Mafika € npHeMana NepopanHo 6aknogeH B 103a 80 mg AHEBHO TO
ppeMe Ha OpemeHHocTTa. ['bpUOBETE, KOUTO Ca 6unu pedpakTepHd Ha CTaHOAPTHOTO
AHTHKOHBYJICHBHO JICYEHHE, ca OunK NpeyCTaHOBEHO B PAMKHTE Ha 30 MUHYTH cJieq JABAHETO Ha
6axsodeH Ha HOBOPOEHOTO.

KbpMeHe
BaknodeH npeMMHaBa B KbpMaTa, HO B TAKMBA MalKH KOJMYECTBA, MPH KOUTO HE €& OHAKBAT

He)xeNnaHu eeKTH OT CTpaHa Ha KbpMadieTo.

4.7 EdexTn BbpXY crioco6rocTTa 32 WO(HPAHE A pabora ¢ MAUHHH

Baknoden Moxe aa 1OBEE AO 3aMaAHOCT, CEANPaHe, COMHOIEHTHOCT M 3pUTE/IHK HapyLICHHA (BiK.
Touka 4.8 HexenaHu JEKapcTBEHH peaKLMH), KOETO Aa HapylIM peaKIMUTe Ha [allHeHTa.
[lauUeHTHTE, MPH KOHTO ¢a HAMKLIE N0J00HH HEXENaHH PeakiliHy, TpabBa na 6bIaT ChBETBAHH A
He WOoGhHpaT WIK U3NON3BaT MALLIMHA.

4.8 HexelaHn JJeKAPCTBEHH PEAKIIHH

Hexxenauure edexkTH Bb3HUKBAT MPEAHMHO B HAuyaJOTO Ha JIEHCHUETO (Hanp. ceaauus,
COMHOJIEHTHOCT M raaeHe), Npy npekaneHo 6bp30 MOBHILABAHE HA /03aTa, MpH H3NON3BAHC HA
BMCOKH 1030 WM NPY NALMEHTH B CTapyecka Bb3pacT. Te uecTo ca MpexoaHH, MOKeE J1a HaMaTeAT
WM M3YE3HAT NPH OHWKABAHE Ha 103aTa; Te3H peakLdH PAAKO Ca TOIKOBA TEXKH, HE [1a HAJIOKAT
NpeycTaHOBABAHE HA JIEYCHHETO.

AKO Clie]l HAMAISBAHE Ha 103aTa rafleHeTo IPOABIDKH, ce Mpenopbusa 6axIopeH fa & npreMa ¢
XpaHa WM MIIEYHA HaMHTKa.

[Ipy NALUMEHTH C aHAMHE3a 3a MCHXUYHK 3a0ONIBAHMA WK MO3BUHOCHAOBH HAPYLICHHA (Hanp.
yap), KAKTO ¥ NPY NaLMUEHTH B CTAPYECKA BBL3PACT, HEXETAHUTE Peakiink MOXKE 1a Obnar B
no-Texka popma.

Moxke Oa ce HaGnogaBa MOHWKaBaHe npara 3a rbpUOBE M NOsABaTa Ha IbpPHOBE, ocobeHo npu
NaLMeEHTH C enuIENcHus.

HexenauuTe peakiMd ca TpPEACTaBEHH B 3aBUCHMOCT OT TAXHATa HECTOTA, choOpa3Ho
knacipuxauusTa MedDRA.

KaKTO clneasa; MHoro dectd (>1/10); uectn (>1/100, < 1/10); HevwecTH (>1/1 000, < 1/100); penkH
(>1/10 000, < 1/1 000) muoro peaxu (< 1/10 000), BKIOYNTENHO OTAETHH CHODILEHHSA.
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HapyuieHHsi HA HEPBHATA CHCTEMA

MHoro uecTH CegnpaHe, COMHONIEHTHOCT
YectH [loTvckaHe Ha pecnvpaTopHata (YHKUHS,
OTNAaAHANOCT, U3TOLUEHHE, CHCTOSIHHE Ha o0apka
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rnaBoGonne, GescbHue, ey(QOPHUHO HACTPOEHHE, AENpPECHs,
' MycKy/Ha cnabocT, aTakcus, TPeMOop, XantOUMHALMH, KOLIMapH,
| MUAJITHA, HUCTAr'bM, CYXO0Ta B yCTaTa.
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Penku [TapacTe3us, HApYIIEHHE Ha BKyCa

MHoro peaku XUOTEPMHS

C ueusBecTHa yecTota | CHHAPOM Ha ChHHA anHes*, eHuedanonaTHa

HapyuieHHA HA OXMHTE
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l HapyuwieHus Ha akOMOAaUMATA, 3pUTETHH HapyLUCHH
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CopaevHH HApPYIUEHHS
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‘ [ToHHXKeHHE HA ChpAeYHUS JeOuUT
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CbA0BH HAPYLIEHHA
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1 YecTH
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I'acTpOo-HHTECTHHAJIHH HAPYIICHHSA

MHOTro 4ecTH ["aneHe

YectH [acTpo-HHTECTHHANIHM  HapyLISHHA, MOBAWraHe, MNOBPBLIAHE,
3anek, AuapHusa

Penxy KopemHa Oosnka

XenaroOHJIHapHH HAPYIICHHA

‘ Penku \ Hapyiuenne Ha uepHoapobHaTa QyHKUHA

HapyuieHus Ha KOJKATA H NOAKOKHATA ThKaH
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!

e ———— g e e - ——— e —

I
 [TosuweHo U3noTaBaxe, OOPHUB

—_—- e TEERC L W = — f—— = P — e e sl

B E——— — e W W s =

C HeW3BECTHA HEeCTOTa ‘ Yprukapus
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Hapyutenus Ha 6b0pennTe H THKOYHHTE NHTHINA

HecTu [Tonnypus, eHypesa, Au3ypHs

Penxu 3aabpxaHe Ha ypHHa
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HapyumeHHsi HA Bb3IPOXN3BOARTE]HATA CHCTEMA H I'bpAATa

Penku EpexTHnHa JUCOYHKUHA

————r—

* Cnyuay Ha CHHAPOM Ha LUEHTpaHa CbHHA AnHes ca nabaionasanu npu 6aknodex npy Bucoky nosu (= 100 mg) npu
MALMEHTH, KOWTO Ca 3aBMCHUMH OT anKOXOi.

Hpﬂ HAKOH NAIHEHTH CC HaOMOAaRa NOBULIIABAHE HA CMTACTHYHOCTTA, KaTto fiapaaokcaiHa peaKLHi

KBbM JIEKAPCTBOTO.

Moske 12 BB3HHKHE HEXENaHa CTeNeH Ha MyCKYJIHA XHWIOTOHHA, KOATO 3aTpyAHABA XONCHETO Ha
AaLMEHTHTE WM BL3MOIKHOCTTa a ce FpHxKar 3a cebe cn, KOATo 0OMKHOBEHO TNMpeMHHAaBa NpH
MOBTOPHO KOPUIMpaHe Ha 1o03ara (Hanp. 4pe3 HamandasaHe Ha [03aTa, AabaHa npe3 OeHA H

Rb3MOIKHO NMOBULIABAHE HA BEYEpHATA 1034).

CrobuiaBate Ha MIOIO3WPaHH HeXeNaHH pEaKLIHH




C1oBmaBaHeTo Ha TIOAO3MPaHH HEXeNaHH peakuuu CleA paspeliasane 3a ynotpeba Ha
NEKapCTBEHUA MPOAYKT € BaXHO. Topa [r0380ASABA Aa TNPOALMIKH HabMOACHHETO Ha
CHLOTHOLIGHHUETO NOJI3a/PUCK 3a JI€KApCTBEHHUA NPOAYKT. OT MeIUUMHCKWTE CNELHANHCTH Ce
U3MCKBA 12 CHODLIABAT BCAKA MOA03HpaHa HeXKeNaHa peaKlna Hpes

M3nbIHUTEIHA areHiua Nno aexapersara

yi. ,,JdamsH [pyes” Ne 8

1303 Codus

Ten.: +35 928903417

ye6caiiT: www.bda.bg

4.9 [Ilpenosnpane

CHMNOTOMH

XapakTepHH ca MPU3HAUKTE Ha MOTUCKAHS Ha LICHTPAIHATa HEPBHA CUCTEMA WK EHLIedanonaTHs:
CHHIMBOCT, HapyLIEHHE Ha Ch3HAHHETO, MOTHCKAHE HAa JHXaTeAHATa dyHKUHUA, KOMA U THHHTYC.
Moxe na ce HabmoJaBa cbllo O0BPKAHOCT, XaTOUHHALIMH, Bb30yna, KOHBYJICHH, aDHOpMHA
enekTpoeHuedanorpaMa (MOTHCKAHE HA NMHKOBETC H Tpuda3HK BbIHH, FEHEPATHIHPAHO 3abaBgHe
na EEG), HapyLueHHs Ha aKOMOJAaUMATa, JTHNCa Ha 3CHHUCH pediekc, reHepanu3npaHa MycKyJiHa
XHUIIOTOHMA, MUOKIIOHHA, XHIOPEPIEKCHA WK apedekcHs, mnepugepHa BasoaunaTaumi,
KHMMOTOHMA WIH XUNEPTOHMs, Opannkapauns, TAXMKapAHs Wik CbpAciHa apuTMIt, XHMINOTEPMHUH,
rajeHe, MOBpbUIaHe, Auapus, oOWIHA CATHBALMS, NOBHLICHM HHUBA Ha YyepHOAPOOHH €H3UMHU,
ChbHHA arHesd, pabIoOMHOJIM3A.

[MauneHTHTe ¢ GBOPEUHO YBpEXK/aHEe MOraT 1a Pa3BUAT NPH3HALUK HA peao3upaHe, AopH NpH
HUCKH TepopaiHi 031 Gaknoden (Bxk. TOUKH 4.2 1 4.4).

Moyke Aa HACTBIIM BJIOLIABaHe HA CBCTOAHUCTO, B ¢lyuail Ha eJIHOBPEMEHHO NpuiaraHe Ha
pa3iMyHN BELUIECTBA WM JIEKapCTBa, AeiicTRALM BBPXY LUEHTpajiHaTa HEpBHa CHCTOMa (Hanp.
anKoxon, Auasenam, TPHUHKIHYHH AHTUAETIPECAHTH).

JleyeHue Ha MIPEeAO3IHPAHETO
Hsma cneuugpuyeH aHTHAOT.

Heo6X0AMMO € [pHIaraHeTo Ha MoAAbpXKALIK MEPKA 1 CHMINTOMATHYHO JIeUeHne Ha
YCIOKHEHHATA, KATO XWMNOTOHHS, XWUMECPTOHHA, rbpHOBE, [OTHCKAHE HA [AWXaTe/iHaTa WM
CHPACUHOCHAOBATA QYHKUKA.

Cnep NPHEM Ha MOTEHUHNATHO TOKCHUHO KOJIMHECTBO TpabBa 1a ce NPUIOKHK aKTHBEH BBIVICH. B
paHHHA TEPHOA CIICA MPHEMA, TpsabBa Aa ce OOMMCIM BB3MOXKHOCTTA 32 TpUiaratc Ha aAKTHBEH
BbIJIEH NPH BH3PACTHH, TIPUEIH NOBEHE OT 100 mg Gaxnoden B pamkute Ha 1 4ac, a MpH ACuUa,
npuenu nosede ot 5 mg/kg GaknogeH - B paMKHTE Ha 1 vac.

OuycTBaHe Ha cToMaxa (Harnp. CToMauiHa POMUBKA) Tpsa6Ba Ja ce UMa MpeABH/L MPU OTACIIHHTE
cnyuan, ocoDeHO B paHHHA NEPHON (60 MUHYTH) cnea npuemMa Ha [OOTCHUHANHO
JKHBOTO3acTpalapamara jgosza. [lauueHTHTe B KOMa MM TE3H C repuoBe TpabBa Ja OBIaT
WHTYOKpaHH TIPeH NPOBEXKIAHe Ha CTOMAlHATA TPOMUBKA.

Tbii KATO IEKAPCTBOTO €€ EKCKPETHPA MPEIHMHO I1pe3 616peLuTe, HeOGXOA¥MO € NPUIAraHeTo Ha
rONIEMH KONHYECTBa TEHHOCTH, TIpH Bb3MOMKHOCT 3a€HO ¢ ANy PETHK. XeMmoauaiu3ara ([MOHAKOTa
HelJlaHupaHa) Moxe Ja Obae oT nonsa B clly4ail Ha TeKKO OTpaBAHE, NPHAPYKEHO C 6bOpeuHa
HEeNOCTATHUHOCT (BXk. Touka 4.4). B ciy4an Ha rbpHOBE BHMMATESIHO TpsiOBa Ja Ce _TPHI0XKH
MHTPABEHO3EH AKA3ENaM. .




5. ©®APMAKOJIOrMYHM CBOMCTBA
5.1 dapMakoIHHAMHYHH CBOHCTBA
dapmakoTepanesTHUHA IPya: MYCKYJTHH PEJIAKCAHTH, ATC kon: MO3BX01

Baknoden € aHTUCAACTHYHO CPEACTBO, ACHCTBALLO Ha rpb6HaYHO HHBO. Karo npou3BOAHO HA
rama-amMutoMmacieHata kucennHa (GABA), 6aknogeH € XHMMHUECKH HECBBp3aH € [IpyrH
AHTUCITACTHUYHH CPEACTBA.

BaknodeH DOTHCKa MOHOCHHANTHYHOTO H NOJHCHHANTHYHOTO NPEIaBate Ha pedreKCH, BEPOSATHO
ype3 cTuMyupaHe Ha GABAp-peLenTOpHTE, KaTo TOBA CTHMY/IHMpaHE Ha CBOM pen MHXMOMpa
ocBoGKIaBaHeTo npv BH30yAa Ha AMMHOKWUCENHHHMTE riyTaMar H acrnapiar. baknodeH He
MOBJINABA HEBPOMYCKYJIHOTO NPEAABAHE.

OcHOBHUTE Non3# Ha GaknodeH ce u3pa3fBaT B CNOCOOHOCTTA My Jia HamadBa OonesHeHHTE
GNEeKCOPHH CMasMK M CMOHTAHHWTE CMa3sMH, KaTo Mo TO3W HAYMH yNecHSBa IMOJBHKHOCTTA Ha
NaLMEeHTa, TIOBULIABA HErOBaTa HE3aBUCUMOCT W NOANOMara pexabun1rauusra.

BaxnodeH npuTexasa ChUI0 U aHTHHOLUMUENTHBECH edexr. O0woOTO ONAroCHCTOAHHE HECTO CC
nonaobpaBa, a ceqauMaTa € rno-paaxKo CpellaH npobieM B CPABHEHHE C UEHTPANHO JEHCTBAILMTE
JIeKapcTBa.

BakiogeH CTUMYJIMpa CEKPEeLMATa Ha CTOMAallHa KMCC/THHA.

5.2 ®apMAKOKHHETHYHH CBOHCTBA

Abcopbuus

BaknodeH 6bp30 M HabJIHO ce abcopbupa OT CTOMALIHO-YPEBHMA TPAKT. He ca HabmojaaBaHH
JHAYHMM DPAVIHYMA MEXOY TeuyHaTa W TabnerHa dopMa Mo OTHOWIEHHE HA lmax, Cmax H
6uoHanMuHocTTa. Cnen nepopanHo TNPHIOXKEHWE Ha €AHOKPaTHH J03M (10-30 mg) NUKOBH
Ia3MEHH KOHLeHTpaumy ca aocturHatu cnen 0,5 mo 1,5 waca, a MOMKTE NMOA KPHBHTC Ha
CepyMHUTE KOHUCHTPALMH Ca MPONOPLIHOHATHH Ha 103aTa.

PaznpegeneHue
O6embT Ha pasnpeneneHue Ha Gawnoded € 0,7 I/kg, a crenenTa Ha CBLP3BaHE C NPOTEHUHHUTE €

koo 30%. B uepeGpocnyHanHaTa TeHHOCT KOHUEHTPALMKTE HA AKTUBHOTO BEILECTBO Ca OKOI0
8,5NbTH NMO-HHUCKHU OT TE3H B M1a3Mara.

buoTtpaHcdopmMaums

BaknogeH ce merabonn3upa camO B MalKa CTEHCH. JlezaMMHHpaHETO BOAW 40 oOpasyBaHe Ha
OCHOBHHA  MeraBonut, P-(p-xnopodenun)-4-xuapokcumacieHa  KUCCITHHA, KOUTO €
¢apMaKoJIOTHUHO HEaKTHUBEH.

EnumuHypaHe/eKCKpPeKLIHa
TInasMeHUST EMMUHALIAOHEH NONYXKHBOT Ha Gaknoden sapupa oT 3 a0 4 vaca. CTeneHTa Ha

CBBbP3BAHE CbC CEPYMHHTE MMPOTEHHH € OKOJIO 30%.
BawiodeH ce eIMMHUHMpa B roaaMa CTENEH B HENPOMEHEH BHL B pamxuTe Ha 72 qaca, OKoJio 75%
OT [03aTa ce OTaens npes 6u6peLUTe, KaTo OKOMO 5% OT TOBA KOMUHCCTBO € MOA ¢opmata Ha
METa0ONHTH.

[TauueHTH B cTApUECKA BB3PACT

MdapMaKOKUHETHUHWTE CBOHCTBA Ha GaknodeH MpH MaLMeHTH B CTapuecka Bb3pacT Ca NOUTH
CBLIMTE, KAKTO NP MAaanTe WHAMBKAH. [IMKOBHTE NIasMeHH KOHUEHTpatlHK Ha BaKiQ
NALIMEHTHUTE B CTAPYECKA BB3PAcT Ca MAJIKO NO-HHCKH H C€ JOCTUraT NO-KbCHO, B Cpa
[pH 3APABH MIAIH HHAWBHAM, HO CTOHHOCTHUTE Ha AUC ca nono®Hu npu ABETE P




5.3 TIlpeaxkJMHHYHH JAHHH 32 5€30MaCHOCT

BaxnodeH nosHiLaBa yecToTaTa Ha oMdasiouene (BEHTpaHa XEepHHs) B IOAOBETE Ha IUTbXOBE, Ha
KOMTO Ca IpHIaraHM Jo3d okojio 13 ITBTH Mo-BHCOKM OT MakcHManHaTa nepopaiHa 103a (Ha
6a3a mg/kg) npenopbyBaHa 3a ynorpeda npu xopa. ToBa He e HabOABaHO MPH MHLIKH H 3aHLH.
OueBHIHO CBBP3aHO C A03aTa MOBULIABAHE YECTOTATA HA KUCTH HA AHYHHULMTE H H3pa3eHO B MO-
MaJIKa CTereH MOBHLICHHE HA Cly4auWTe Ha YBEJIMYEHHE W/WJIM XeMOparus Ha Han6vbpeuHuTe
JUIe3H € HabNroJaBaHo NMPH HKEHCKH IUTbXOBE JIEKYBaHHU B NPOAb/KEHHC Ha 2 ronuHHu, KniHHHYHOTO
3HAYEHHE Ha T€3W HAXOOKH HE € N3BECTHO.

Hanu4yHuTe 0O MOMEHTA EKCIIEPHMEHTATHH JaHHH NPEANoJaraT JUNcaTa Ha KapUMHOTCHHHA WIIH
MYTAreHHH CBOMCTBa Ha GaKnogeH.

6. SAPMAIEBTUYHHU JAHHH

6.1 CnpcbK HA NTOMOINHNTE BelIECTBA
JlakTO34

KaptrodeHo HuLiecTe

JKenatuH

Tank

MarHe3ueB cTeapar

Erunuenynosa

6.2 HecLBMECTHMOCTH

He ca u3BecTHH.

6.3 Cpox Ha rogHocT

3 roouHMU,

6.4 ChnenuajHu yCJJOBHA HA ChXPaHEHHE

Jla ce chXxpaHsBa Ha CyX0 ¥ TbMHO MACTO, ITPH TEMI€paTypa Ao 25°C,

6.5 Bnau chaALPKAHHE HA ONAKOBKATA

Baxnoden-Gapmaneaiic 10 mg 1 25 mg TabaeTkn ce npeanarat B NOJTHETHICHOBH GYTHNKHA C
Kanauka ChC 3aULIMTEH MPBCTEH, MOCTaBeHW B OMAKOBKa OT JIMTOrpa)eH KapToH, ChAbpHKalll i
OyTHIKA W JIACTOBKA 33 MALMEHTa.

EnHa onakoeka ceabpka S0 TabneTku.

6.6 CrelHa/JIHH NPeANa3HE MEPKH NPH HIXBLPJIsAHE H paboTa

Hama crieydanHy NpenopbKH.

7. TIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

dapmaasaiic EOO
yi1.”Bysnymxka” Ne 54, e1.3, an.3
1463 Codus




brarapus

8. HOMEP(A) HA PAZPEINIEHHUETO 3A YIIOTPEBA

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

9. JATA HAIIBPBO PA3ZPENIABAHE/MOIHOBSABAHE HA PABPEINEHHUETO 3A
YIIOTPEBA

JlaTa Ha MbPBO pa3peluaBane: 21 10H 1999 r.
JlaTa Ha NOCNEAHO NOJHOBABaHE: 28 AHyapH 2011 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




