
3EI'IPEH I43BE IIITAJ HA OC OEI4HI4TE

1. IIME HA JIEKOT
Ia6ararvra@ 100 mg rBpArI Kancyrrn (Gabagama@ 100 mg Hartkapseln)
Ia6araua@ 300 mg rBpAIr Karlcyrrtr (Gabagama@ 300 mg Hartkapseln)
Ia6ararua@ 400 mg rBpAIr Karlcyrrlr (Gabagama@ 400 mg Hartkapseln)

2. KBAJII4TATIIBEH II KBAHTIITATIIBEH COCTAB
Arrnsua cvnsraHua:
Cexoja rBpAa KarIcyJIa ol 100 mg coApxLI 100 mg raOanenrus.
Cenoja rBpAa KarIcyJIa oa 300 mg coApxl{ 300 mg ra6aneurun.
Ceroja rBpAa KarcyJla ol 400 mg coApxtlr 4!9 -g rabauesrlrn.

HA

ilouonrnu cYncranun:
C o dpcrcuu a ua rcancyn am a :
Cyna narrosa
IlueHnapeu cxpo6
Ta-nrc
O 6 euercama u a rcancynam a :
Xerarun
rr.rraHrrry Ar.roKcI.IA (E17 I )
,[ononuumenuo eo mepda KancyJla fa6aeama@ od
xeJre3en oKcI,IA Nolr (E 172)

,[ononuumenuo eo mepda Kancy.na fadazaua@ od 400 mg:
xeJr$eH oKcLIA xonr (E L72)
xeJre3eH oKcLIA IIpBeH (E I72)

3. OAPMAUEBTCKA OOPMA

Kancyra, rBpAa.
fafiazatta@ 100 mg KarcyJla, rBPAa:
rBpAa xeJrarI,IHcKa Kancyna (roleuuna 3), co 6eno HeIIpo3IIpHo reJlo I,I Kana,

fadazatwu@ 300 mg KancyJla, rBpAa:
TBp.qa xeirarr.rHcKa KancyJra (ronerrazua 1), co xomo HenpcllpHo reJlo I{ KaIIa.

faduzanu@ 400 mg Karcyrla, rBpAa:
TBpAa xeJrarr,rHcKa Ka[cyJra (roreuuua 0), co uoproKaJloBo HenpGI{pHo reJlo H Kana.

4. KJII4HIIqKII OCOEEHOCTII

4.1 Tepanenrcnu IrHrIrKaIIu[
Onoj nex ce ropracru KaKo AonoJrHr.rreJrHa tepanuja 3a JIeKyBaIbe na euulencuj4 raj laqueHrn co I{JII4

693 ceryn4apHr,r reHepanugvpa*n KoHByn3HI.I uru raj naIII4eHrH KoI,I He pearuIpaar I{a craHAapAHI'ITe

ENflJICTITHIIII.

Eorsa,qprj a6ercna uenpouarltj a u nocr-xepnerl{qHa ueypanruj a'

4.2 ,{osupame rl HaquH na yuorpe6a Ha JreKor
3a opa-nua ynotpe6a.
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,{osupanero ro oApeAyBa JreKap npeMauHAr4BLrAyaIrHara noAHocJII,IBoct u erpuxaurocr. 3a Aa ce

nocrr,rrHe noJrecHo rrpunaroAyBarbe Ha Ao3ara na ra6anesrunor nocrojar rpu jaulaHr'r ol 100ur.' 300irlr.

lu 400ur.

En
EQunacua na ra6aneurl{H e o/I 900rrlr. ao 3600trlr.

B o sp acuu i4ad on ec 4eumu :
Jlexynaner\auorrHyBa co 300rr,r. ra6anenrIEn. Turpaqujara na etfexruBHara Ao3a uoxe 6pso ga ce

O.IIBI,IBA II ce [ocTI,IrHe Bo poK oA HeKonKy AeHa Ha cIeAHuoB HaqI'IH:

o npe AeH 3 AHEBHO

I erop,qen 300rrlr. ABanarI4 AHe
. rper.qen 300ir,rr. rpunarfl AHeBHo

AlrepuarunHo ce rpenopaqyBa ltutEqltjalua Ao3a oA 300n'rr. rpz .uen. floroa Ao3ara Moxe Aa ce

3roJreMI,I na 1200ur. Ha AeH, rloAeneHo Bo rpl{ noeApIHeqHI{ Ao3u, a HA U NOHATAMOINHA

rurpauuj4 Ao3ara nocre[eHo ce 3roJreMyBa 3a no 300ur. AHeBHo Ao MaKcI{MaJIHa AHe

3600rr,lr. ra6anentlln AHeBHo.
Axo ce Koptrcru roJreMa Ao3a, a rurpaqr,rjara e 6psa, ce 3roneMyBa H pI{3IrKor sa nojana Ha BprorJIaBI'IqPl

3a BpeMe na rurparlujara. 3a onrurrlrzsaqnja ua repauujara He e HeonxoAHo cJleAerbe na ra6aneurHHor Bo

rrJra3Ma. Bperr,rerb nolrery BeqepHara Ao3a I'I cileAHara yrpl{HcKa Ao3a He rpe6a lla6ule noAloro oA 12

qaca" co IIeJI Aa ce cllpeqaT HoBII erI'IJIenpuqHpI HaIIaAU.

,[eqa (<12 eoduuu):
HeMa AosorHo r4cKycrBa Bp3aHr{ sa erfuxacuocra It 6es6eAHocra Ha rlpl4MeHara Ha raOaneHrl4H KaJ Aeqa

rroM€Inil oA 12 roAuttlt.

Forua luja6ercxa nenponrnj a r nocr-xeprerlrqHa ueypa.nruj a

Etfercror r'oo6uqaeno ce [ocrr,rruyBa co Ao3a xoja ce ABI,Ixu nouefy 1800 - 2400n4r. AHeBHo, tuII{ Bo

rroeALIHI{ cJlf{au Moxe.qa 6uAe neouxoAHo Aa ce 3roJIeMLI Ao3ara n Ao 3600ur' AHeBHo'

Bospacuu:
Jleryoarrero ganoqHyBa co 300rr,r. ra6anesrprn. TurpaUujara ua e$erruBHara Ao3a Moxe Aa ce oABI{Ba

6pSo l,r Moxe Aa ce nocrulHe Bo poK oA HeKoJIKy AeHa Ha cJIeAHI{or HaqI'IH.

. npB,qen 300rrar. eAHaIn AHeBHo

. oroP,qen 300ir'r. ABanarll AHeBHo

. rper len 300rvrr' rpl{narn AHeBHo
IOroa AO3aTa MOxe Aa Ce 3TOJI9MI,I Bo pOK oA HeAeJIa AeHa Ha 1800ur. AHeBHO, nOAeJIeHa BO TpI'I

iloeAuHeqHu Aosn. Bo reK Ha cneAHara HeAeJra Ao3ara Mo)Ke Aa ce 3roJIeMI'I ua 2400ur. Ha AeH' ,{oxolxy

e HeorrxoAHa noHaTaMolltua mrpaqr{a, Ao3aTa noHaTaMy ce 3roneMyBa ga 300ltr' AHeBHo, Ao

MaKcriMaJIHa Ao3a oA 3600rrlr. AHeBHo, noAeJIeHIr Bo rpI'I noeAI4HeqHI.'I Ao3I'I'

Turpaqr{ara Ha Ao3ara Ha oApxyBalbe rpe6a Aa ce Bplxu cnopo' 3a Aa ce us6erHe pI{3I'IKor oA

"aau*u""ra 
e$ercru. Bperuero nortrefy BeqepHara Ao3a L cJIeAHara yrpl4HcKa Ao3a He rpe6a la6ule

rroroJreMo onIZ ra"u.ies6e.{Hocra u e$urcauocra 3a ra6anenruuor 3a oBaa lru4I'traquja ue ce

AoKyMeHrI,Ip alu sa nepnoA noAoJIf o.q 5 naecequ.

llncrpyrqurr 3a c[Te [HAITKaII[ouu o6lacru

-. np.nopuuyBa npnMeHa Ha noMErJrr.r 4osz raj naqueHrll co ocla6esa 6y6peNna $yurqNja. Co omeA ua

,ou lanu raj nocrapu naqueHrl4 6y6peNHara tfynrUraja e HulI\{€uIeHa' Moxe Aa 6uAe neouxoAuo

1r; /.i

rrpr.{JraroAyBa}be Ha Ao3ara. Ce npenopauyBaar cJIeAHI{re Ao3I'I:
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KpearuunH
>80
50-79
30-49
t5-29
<15"

KJrr{peHc (ml/rrrnu.) Brynna AHeBHa gosa" (mg/aeH)

900-3600
600-1800
300-900
t506-600
t 506-3oo

u Bxyuna.ra,4uenHa Aosa rpe6a Aa ce ,{aBa uoAeneHa Ha rpr.t Aosn. HaMareHa Ao3a e 3a [arII4eHTI'I co 6y6peNa[ ol[TslyBar$a

(rpearnruH KnLIpeHc <79.ml/unn.).
o.{a ce.qaoa 300 mg cexoj Brop '[eH.

" k4 nuu""or KaAe Kpearr.rur{H KJrripegc e < I 5 ml/uun., aHeBgara Ao3a 'rpe6a Aa ce HaMaIIl [polopqlroHanHo Ha KpearI'IHr4

Klrr,rpeHc(naup.,[aq]reuTr.rKaAeKpearr.rHraHKrrr.rpeHc e7,5mlluuu.'rpe6a4aserueeAHanoJIoBI'IHaoA,uHeBHaraAosarojaja

trpllMatir rIaqI{eHTLI KaAe KpearI'IHI'I KIrI{peHc e 15 ml/rtauu')'

flaufleHril Ha xen4onuj arnsa
Xu; *q*rtr{ K9LI ce Ha xeuo4tljalusa, uuugujwrHara Ao3a e o.q 300 lo 400 mg, roroa Ao3ara Ha

oAprny"u*a e 200 .qo 300 mg ra6anesurs Ha ceKor.r 4.racaxerrlo4ujalusa. Bo AeHoBI{re Kora flallueHrHre

He ce Ha aujasvza ue rpe6a Aa ce 3eMa fa6araua@.

BHcoxo pllguqsu naulrenrPl
Kaj naUlrenru ql{e onIIITo s4panje Ha opraHI{3MoT e Bo noura cocroj6a, raj oHue co MaJIa TeJIecHa TeXI4Ha

uJrr{ no rpaHcnJraHraguja,3foJreMyBarLero Ha Ao3ara rpe6a aa ce Bpluu lleKor IIo qeKop I{ roa co

ynorpe6a na fa6ararr,ra6100rrr. ,{on*rrutu Ha JleKyBarbero 3aBIlcI{ oA KnuHuqKure norpe6u.

Jlexynanero na enuleuclrjara obuquo rpae Aonro.
fa6anenrusor ce 3eMa opirJrHo co lrJrr,r 6es xpana, co reqHocr. Kaucylara ue rpe6a Aa ce fpLI3II'

4.3 Konrpannglrnallrr
flpeOcumungcT Ha aKTI{BHaTa CynCraUquja l4nilHa HeKOI{ OA nOMOIUHI4Te CyIICTaHIII{'

4.4 Iloce6nn rpeAyrlpeAyBalba Ir BHuMaHIre npu Kopl{crerbe

Ce cuera Aexa ra6auerir"ot ne e eipuxaceH Bo JreKyBalbe Ha anceHc u roj rrloNe Aa rI{ BJIoITII{ oBI4e

Hafl64i1rraj uexou [aqneHrr.r. tlopaalr roa ra6anenrr,IHor rpe6a 4a ce KopI{crI'I BHI4MareJIHo xaj naqneuru

co MeIuaH TLIrI Ha Haila1u KoI{ BKJIyqyBaar n a6cettc,
puguxor oA HanaAr4 ce cMilryBa co nprrMeHa sa ra6aneuruu raj HeKoH naqpleHrlr Kou lperxoAno 6lrne

p$HcrerHTHlr ua repannjatu. 4o*ony He ce nocrrlrHe 3aAoBoJII.ITeJIeH etferr, ra6aneuruuor rpe6a

nocrerreHo Aa ce [peKr{se. Harloro npeKr4HyBa}be Moxe Aa AoBeAe Ao a[crI{HeHIIUJaJIeH cI'IHApoM, KaKo

rr pr.r3l4K oA 3roJIeMyBaIse Ha 6pojor ti entnenttrlHu HanaAu, IIa AypI'I u Ao status epilepticus'

Hirr,ranynane Ha Ao3ar4 [peKI,IHyBaIbe ua repanuj ara, AoAag,arbe I4 3aMeHa Ha Apyr aHrI{eIII{JIeIITI{K'

rpe$a.qa ce BpIuII nocTe[eHo, Bo uepIIoA MIIHI{MyM oA eAHa HeAeJIa' Bo cnyrau Ha ollrereHra 6y6pesu

Ao3ara ua ra6auesu'{H Mopa Aa ce npI{JIaroAI'I.

HeMa AoeorHo r.rcKycrBa upaun" sa e6r*acnocra n 6es6eAHocra ua ra6auenruuot naj AeIIa u

aAoJrecqeHrrr. 3apaau roa ia6auenrr,rHor He ce npenoparlyBa 3a JleKyBalbe ua enuleucuja xaj ,ueua

floMJra,qr,r ol 12 ro.quul{, KaKo HI,I 3a neKyBalbe Ha 6olsa.qnjadercna Heeponaruja Id nocr-xepnerl{qHa

ueypa;rrnja xaj ,qeqa r{ aAoJIecIIeHrI'I noMJIaAH oA 18 roAultlt'

fa6aneursnor He r{clr4ryBaH cr{cTeMcrcu rtaj lraqlleHru nocrapn o,q 65 roAlruu. I'Icxycrnara o4

KJIT.THLIiIKI4TS I,IcnI4TyBalba, He [oKtDKyBaaT AeKa HecaKaHI'ITe e$exru ce pa3JII{qHI'I oA oHI'Ie Kou ce

jaaynaar nolvua4ll lYfe.
nO tpar"U" Co ra6auenrus ga6eleNana e nOjana Ha xeMoparuCKl{ uaHKpearur' 3aroa rpeTMaHOT cO

ra6anesurnor rpe6a Aa ce npeKI{He aKo ce janar cI{MnroMI4 Ha naHKpearur (KoHruHyvpauv

a6goueualuu rero6u, MarrHHH4 no"roparo nonpaftane). Iloxpaj AeraJIHI4or KJII'IHI{HKI,I uperre4, rpe6a

Aa ce uclruTaaT peneBaHruure nadoparopr{cKr,r napaMerpu' co IIeJI pana 4Iljarnocrl4Ka Ha naHKpea}I-}9T:-,- ,,,.,
Herrra 4orolHo noAarorlu sa yuorpe6ara ua ra6anenrllHor xaj naqlteurl{ co xpoHI'IqeH rIaHKpeqTSS: 

:,,- 
' 

.: i:-a"
Ce npenopauyna oco6ena BHr4MareJrHocr co yrrorpe 6ara sa ralaIleHrl4Hor, xaj naqltentt 

"offiii 
\:' L ' '1 

*.. Jtt
nrr"r""" ,u6ony"u*a. Ha noqeroror Ha repanujam co ra6aueurus ce sa6erexaHu ucnxu{$&,,ii #,1 ,i,. "t,i i . . ,  j .  , . i ' - , ,  
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nopeMeryBama rcaj naql{eHrllre co, aMHory perKo I'I 6es nperxo4Ha ncropuja Ha npplxoruqKo

*Oony"u*a. flose(ero oA oBue [poMeHI'I ce peIneHI{ no npeKHH Ha repanujara co ra6auentuu'

{.5 Ilnreparcqnr co Apyrn JreKoBrr u Apyrr BIIAOBII Ha HHTepaKIIur

ArraquAl6e ja narraa.nyeaar 
-6"ono.nata 

paCnonoxl,IBocr Ha ra6auesrusor sa24 %o. Ce nperopaqyBa

ra6anenruuor Aa ce 3eMa ABa rlaca no 3eMalsero Ha aHTaIII{Aor'

He e sa6erexaHo AeKa ra6anenrprnor Bprrru l*r4yrcquja Ha eH3I,IMor Irl'IroxpoM P450' He ce sa6eneNaHu

6ruo xar31r r,rHTepaKrlgr.r uorrlefy ra6anesursor lt $enurol,IH, BaJInpoI4tIHa KHOeJII'IHa, xap6aua^:enl{H I'IJII'I

ffi:fjjiff# HeMa Hr.r*aKeo n*rjaune ue esuxacHocra Ha KoHrpartrerpr.rBH'rre cpeAcrBa sa 6a:a sa

Hopergcrepo;g u/unuergHr4Jrecrpa.quon. Bo rolr6nuaquja co Apyru aHrI{eenHJIenrI{Ilu 3a KoI4 ce 3Hae

.feKa ro HaMaJryBaar erferror Ha KoHrpaqenpr,rBHllre CpeAcrBa, rpe6a.qa ce 3eMe Bo npeAI'IB HI'IBHara

nee$macuocr rcaj onue HaIIueHrH.
-o np"""nu Ha nio6eueur4A He ce MeHyBa r.r3rarryBariero na ra6aneHrl{Hor npeKy 6y6per. 3a6eneNano e

He3HaqHTeJrHo HaMaJryBarbe Ha r{3naqyBarbero na ra6aneuu.rHor AoKoJIKy ce 3eMa 3aAHo co uIrMerI4AHH.

3ename Ha aJrKoxoJI r,ulr{ Apyru cTr,IMyJraTr,rBHI,I JIeKOBLI MOXe Aa noTeHIII',Ipa HeKoI'I OA CnOpeAHHTe

HecaKaHH eQexur na ra6aneurr4Hor Ha I{HC (na rp. rocrlaHoct, araxcuja ).
Xpauara HeMa HI{KaKor eQexr nps peconqr'ljara u AeJIyBaIbero Ha ra6aneurlrsor'

1.6 Bpeueuocr H Aoelbe
Epeuesocr
Ea.6.A** ynorpe$a 3a BpeMe ua 6peueHocra' He e ycraHoBeHa,flugeiku HcKycrBoro co oBoJ rIIII Ha

naUHeHTI.I HI,I e OrpaHLI"eU-O. I,ICn"tyBaBaTa Ha XI'IBOTHII He rrOKa:KIUIe TepaTOIeHOCr, UefyrOa

:a6enexaull ce eu6puoroKcl'IllHl4 efeKTu'

feHepaluo, ynotpeoara Ha aHtrerrl{JrenrlrqHlrre JIeKoBI,I 3a BpeMe na 6peueuocra ro 3roJIeMyBa pI'I3I'rKor

o: rrran$opr"ra\uugA2-3 natu,nO CnOpe46a CO AeqaTa Ha XSHH KOH HeMilIe enI{JIenCI'{a I'I He npI'IMaJIe

u"*.n"nanulqpr. Hajqecro ce sa6arexauu pacqenta rro Herlqe, KapAuoBacKyJIapHIr ualtfoprraaqult tl

:eQoprrraqr.ur Ha MeAyJrapnara ry6a. Kaj aeua Moxe Aa AojAe Ao MeHr€uIHa perapaauuja I'IJII'I oAJIoxeH

\[eHTaJIeH I'IJIL Moropeu pasnoj' 
nu ]r{eHr,t co nennotrvK 6aAa ce AaAeXeHnre KOI4 MOXaT Aa OCTaHaT 6peuerur, I{JII'I X9HI'I CO pelpOAyKTI'IBeH IOTeHIII{aJI Tpe

noce6en cnequjarulcrrlqKll coBer.
feuepanHo pH3IIKor e uajual, axo craHyBa s6op sa naoHorepanuja" Kom ce npllMeHyBa HaJMaJIara MoxHa

repanhcKa Ao3a I,I Kora 3a IIeJIoro BpeMe ce KopI'IcrI'I tfonua KI'IceJII'IHa' Tpe6a Aa ce pa3rneAa

norenqujannara pa3JILIKa KoIa ce ra6anes:ruuor ce [pI{MeHyBa Bo xorvr6rauaquja co Apyru

a"rru.n"nenruqn. la6aneHrprHor rpe6a Aa ce AaBa xaj rpy4nuql{, caMo aKo ce yrBpAI{ AeKa pI.'I3I4Kor e

noM€ul oA Ao6usKara oA JIeKor.
Jlarcrauraja
fa6anesruHoT nOMI{HyBa nO UajuuuOTO MJIeKO' I'I npOCeqHI'IOT OAHoc trtlexO/ua:lra e 0,73'

flpecuerauara Ao3a xoja 4etero ja npl{Ma npeKy MJIeKo e l,2vr/wlgeH' E$exror Bp3 I{oBopoAeHqI4Iba

KoH rII4IIaar 
"a 

a nortdr, u roj ti to*a Aa C" tc*n1ntn. fa6aneurnnor rpe6a Aa ce Kopl{cru raj Neuu

rou 4ojar, caMo Kopllcra oI'IJIHo ro HaAMIIHyBa pIr3I{Kor 3a Aerero'

4.7 Blujanue npr cuoco6uocT[Te 3a ynpaByBalbe co MoTopHI{ Bq3IIJIa II MaIIIIIHII

fa6ararua@ Mo)Ke Aa nnujauue nps cuoco6nocTa 3a yflpaByBalbe co MoropHI4 BO3I{JIa I4 MaUI'IHI4'

fa6aneHrunor AeJryBa Ha HepBHIror cr,rcreM r{ Moxe Aa npeAI{3BlIKa coMHoJIeHIII'{a, BprofJIaBI4Ua I',IJIII

Apyru clnrrHr,r cr,rMnroMrd. Aipr r4 aKo rue ce 6rars II yMepeHH, oBI{e HecaKauu e$erru Moxe.ua 6u[at

onacHq 3a rraqleHTr.r KoI,r ynpaByBaar co MoropHI{ Bo3IrJIa I{JIH MaIIII{HLI. Ha osa rpe6a oco6eno.qa

BHI-{MaBaHanoqeToKoTHaJIeKyBaIbeToIIno3roJIeMyBaIbeHaAo3aTa.

4.8 Hecanann eQerru
Hecaranlrre e$erru ienepanno ce o6jacuynaar KaKo 6laru Ao yMepeHI{' Hajuecro ce:

CTpaHa Ha II9HTpaJIHI,I9T HepBeH CI,ICTeM, HaMaJIyBaIbe Ila BHI{MaHI'Ie1O, CnOSO6HOCT 3a



coMHoJIeHIIHj4 3ar4op, araKcvia, BprornaBr,rqa, rJraBo6oJrKa, MaqHr,rHa, noBpaftarbe,3roJreMyBa[be rexr{Ha,
HepBo3a, I,IHcoMHI,Ija, Hl,IcrarMyc, [apecr*a, ry6uror Ha arrerr.rr. Bo xou6uuaqvrlaco Apyrtr
aHTr,renr.rJlenTulltr, HecaKanure esexru ce sa6erexauu rcaj 50%o ol, naqneHTr.rTe.
Onruru nopenreryearba u cur\,rnroMlr Ha ivrecroro Ha npurvreua
Vecmu (>1/100, <1/10):
3aureuerenocr,3aMop, nocnanocr, couHoneuquja, ucqprreHocr, BprorJraBraq4 uaoo6olxa, uHcoruuuja,
3roJIeMeHa reJlecHa rexI,IH4 auopexcuja, nepu$epnr,l eAeMr,r unu eAeMu Ha qeJroro relo. Acreuuja,
3roJreMyBarse Ha aneTrrToT.
Heeoo6uqaeuu (> I / 1 000, < I / I 00) :
Cryraj uu noBpeAr.r, BprofJraBrrqa.
Pemrcu (> 1/ I 0000, < 1/1 000) :
Ancruueuquj anua pearqlrja.
Iopeirrer.walre no uepnHnor cncreu
Vecmu (>1/100, <1/10):
Ararccuja, Hl,IcrarMyc, TpeMop, auneauja, qyBcrBo Ha rrapecre34 TplHerbe, 3roJreMyBarbe, H€lM€rJryBaIbe
L.IJII,I He.qocrarox Ira peSleKcLI, HaMiulyBarbe Ha cuoco6socra Ha KoHqeHrpaquj4 nopeMeryBarbe Ha
pa3MI,IcJIyBaIbero, uopeMeryBalLe Ha roBopor, ocra6ena naeuopuj4 a6uoprrlaluo ABr{xerbe.
Heeoo1uuaeuu (> 1/ I 000, < 1/ 1 00) :
Kunyrurnua xnnprensuj a.
Pemrcu (> l/ I 0000, < 1/ I 000) :
flopeuerynarba Bo ABrlxerbero.
IlooeMerysaFba so racrpoH Hrecru HarHHor rDarr
Vecmu (>1/100, <1/10):
flonpaftane, MaqHr,rH4 gujapea, cyBa ycra, gucnenclrja, roucrunaqzja" 6on no a64oueu,3a6nu
aHoMuurfipr, fI,rHrI4BI,ITuc, orrruTo qyBcTBo Ha HeJraroAHOCT.
Heeoo6uuaeuu (> 1/ I 000, < I / I 00) :
@anarynenquja
flcnxnj arpracxu nopeMerysana
Vecmu (>l/100, <1/10):
Hepnosa, AerIpecI{BHH pacnoJloxeHuja, aesopjeHraqzja, rouQysuja, eMorlrroH€urHa Hecra6uruocr,
aHKctlosHoct. Bo rclnHIaqKl{re cry4urr cnpoBeAeHr,r raj aeqa noMJraAr,r og 12 ro,qunu, 3a6eleNaHo e
arpecr,rBHo oAHecyBarbe u xuuepxuH*nja.
Heeoo6uuaeuu (> I / I 000, < I / I 00) :
,{enpecuj4 ncuxos3r.r/ xaJryrlr4Harlur4, HacrrJrHocr.
flopeMeryeame Ha oro
Iopeueryeane Ha BuAor KaKo rrrro ce au6nuonaruja, 4r,lnnotuja, ocrraleH Br,rA.
llooel.rerysarre Ha yeo r.r raeuprun
Vecmu (>l/100, <1/10):
Tuuuryc
IlopeMerysarbe Ha crereruara N{ycxyrarypa. cspgHoro rxuso H Kocxpr
Vecmu (>1/100, <1/10):
Aprpa.nruja, tvtuatruja,6o.nra Bo AonHr.ror AeJr Ha rp6or, Qpaxrypu Ha KocKr.rre.
flopeMervsarbe Ha Kpnuuor u ruMdurlor cr4crer\4
Vecmu (>1/100, <I/10):
JleyroneHuja
Heeoo1uqaeuu (> 1 / 1 000, < 1/ 1 00) :
Ocquraqlru Ha Hr{Boro Ha rnlrKo3a Bo KpBTa
Pemrcu (> I / I 0000, < I / I 000) :
Tpou6oqlrroneulrja, npoMeHa Ha fJruKo3ara Bo KpBra u raj naqueuru co 4uja6erec.
flopeMerysarba Ha cpue
Vecmu (>l/100, <1/10):
BasoAuraraquj a, runeprensuj a



Pemrcu (> I / I 0000, < I / I 000) :
flarnurarlupt
flopeuerynarra H4 pecnnparopsugr cucrena" ropaxalnara ruynnlna lr ue.uuacruuytrlor
Vecmu (>1/100, <1/10):
Punurlrc, Qapuurnrnc, KaIIIJII{IIa
Heeoo1uqaeuu (> 1/1000, <1/100):

,{lrcnnea
Pemrcu (> l/10000, <1/1000):
Hntfenqr.rn Ha ropHllor pecnnparopeH rpeKr
floneMervsalbe Ha Koxa u IIorKoxHo rKHBo
Vecmu (>1/100, <l/10):
Ilpypuryc, rypnypea u IIpBeHI4JIo
Pemxu (> I / I 0000, < I / I 000) :
Vpruxaplrj a, a.noneqnj4 aHruoeAeM
flopeMerysarbe Ha 6y6per r ypuHapeH rpaKr
Vecmu (>1/100, <1/10):
I,Inrosrnsenquj a, un$erquj a na yprrHapen rpaKr
Pemrcu (> 1/ I 0000, < 1/ I 000) :
Aryrua 6y6pexna uncyQuqueuqa
3a6orysarba Ha peupo.{yKtlagHuor cncrelu LI nopel,Ier.vsalba Ha,uoj ra
Vecmu (>1/100, <1/10):
I,IunoteHquja
3a npeivle Ha JreryBarbeTo co ra6anenrunoT, MHofy perKo ce ga6erexauu aJIeprI{cKI,I peaKIIuIr (<1/10

000). Kaj ilarlneHTr,r xolr Ao6unaar radanenrun ga6erexasu ce cJryr{au Ha xeMopar}IxeH naHKpearl{r,
xunorensuja, 6pa,ulrxapAuja, cuurona, arpujanna $u6puraquja, eJleKrpoKap4raorpatfcru a6uoptrlalHocrlt
r{ MaKyJrona[yJlapeH palu.
Knnnuqxlr uanudectauuu sa la6oDaropncrure napauerpu
Bo xou6rEuaqlrja co Apyrr{ aHTr{eflr.rJrerrruqu ga6ere]caHa e 3roJIeMeHa aKTI,IBHocr Ha eH3I,IMI{Te Ha jerpa.

Kaj ueronxy na{r{eHTHr{ MoxHo Ao3Ho 3aBr,rcHo 3roJreMyBarbe Ha qecrorara Ha erluJletrTlrqHlire Haila4u.
Bo noeAuuI,t cJIfIaII ga6elexana e nojana Ha xerlarl,Ir.

4.9 Ilpe4orupame
Clrunrouure Ha [peAer{pauocr ce BprorJraBuqa, araxcuja, 4unronuja, uejaceu roBop, cotrluoneuqujq
nerapruja u yMepeHa gujapea. Axyrua xs.rBoro3arpmyBarlKa roKcl4uHocr ue e sa6ereNaH4 rlpu npI4MeHa
Ha npeKyMepHr,r Ao3I{ oA ra6anentrls ao 49r AHeBHo.
fa6anenruHor Moxe Aa ce eJruMrlHrrpa co xeuo,4ujarusa. IperxogHl,Ire LrcKycrBa noK€lJryBaar AeKa raa
ue e norpe6na, ruefyroa xaj naqlreuu{ co orurereulr 6y6pesure Moxe Aa ce [pelopaua xeuo4uj Nrusa.

5. OAPMAKOJIOIIIKII CBOJCTBA

5.1 @apuano4uHaMrqKu cnojcroa

@apuarcorepaneBrcKu rpyufi] Apyret aHTI,IeIII{JIe[ruqlt/ Aualrerl'Iqll
ATC rol: N03AX12

Toqsuor MexaHr{3aM Ha AeJryBarbe sa ra6aueHrr{H He e tro3Har. fa6anenrunor crpyKrypHo e cpoAeH co
HeBporpaHcMr,rrepor |AEA (raua-auuno6yrepua xucellrua), Ho HeroBlror MexaHu3aM Ha AeJIyBaIbe e
pa3JrxqeH o4 oHoj Ha noeefte Apyru cyrcraHIII.{II rou arnjaar na |AEA cl{Hanclrre, axlyryoajfu.r
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rjrr{rlHH ulu N-rvrenu-d-acnnpar. fa6anesruHor He nnujae Ha HarpI{yMoBI{Te KaHaJII{Te IIH BI'ITpo I{

cnopeA Toa ce pailJrr{KyBa oA $eurErouuor u xap6alra3elluHor. flpe4r'rsnurysa 6raro HaMaJIyBaIbe Ha

HaMarryBarbe Ha MoHo€rr\4r,rHcKr,rre HeBporpaHcMurepn I{H Bl'rrpo. fa6anenrunor npuMeHer raj myrqu ro

3roJreMyBa uera6oluguor na |AEA Bo HeKoJrKy Mo3oqHLI peruoHl{ Ha OJILFIOH HaqI{H KaKo HarpI{yM

BilInpoar, Ho Bo pililJIIITIHU AeroBI'I Ha Mo3oKor.

5.2 @apuaxoxllHercKlr cnojcrna
Pecopnuuja
K""q"*puujarayara6aneuu,ruor Bo nJrEl3Ma, ce npoilopIII{oHzuIHLI co Ao3ara o.q 300 4o 400rrlr., xoja ce

Aa"a ce*or 8 qaca. Pecopnqujara na ra6anenrHlrHor e carypa6unHa LI HeJIIrHeapHo [oBp3aHa co Ao3ara'

Buoloruxara puanono*ruo.i 
"u 

A6ara flo opaluo AaBaIbe Ha JIeKor, uajroleuara KoHIIeHrpaIIuiava

nJrttgMa 
"a.u6anerruH 

ce sa6enexyBaar uo 2 Ao 3 qaca. Ancopnqujara na ra6auenruu (Ael oA

aucop6llpauara Aoga) rrMa r,rHreHrlujanaHaMilIyBalbe co 3roJIeMyBaIbe Ha Ao3ara. Ancolyrna

un.opnU";u raj rancyna oA 300 mge oKoJIy 600/0, o.qnocso 42Yo npl{ Ao3I'I roroJIeMI{ oA.800ur' Xpauara

"a"u "nrj*ra "pr 
SapuaroxnHernKara na ra6auesuruor. floeropHoro 3eMalbe ue elujae rpa

$apuaxoxunerlrKara na ra6anesrr4Hor, a cra6urttu KoHqeHTpaIIlIu Bo nJI€t3Ma Moxar Aa ce npeABu4ar u

no eAHa Ao3a ra6anesruu.
nucrpN6yquja
Marcuualuara KoHrleHrpaquja ua ra6aneurlruor Bo nJI€t3Ma (Ha up. 4,5 1tg/mol rrocJle [oBropeHI.I opaJIHI'I

Ao3r.r oA 900 Ao i200rrlr.) ce Aocrllfa Bo poK ol,2-3 qaca ro reparucKa loga' Ipoqegror Ha ra6anesuas

roj ce npryna 3a rrporer4Hr{re Bo rrira3Ma e [oM€uI ol,3%o. Herosuor BoJIyMeH na 4ucrpu6ytryia e 57,7

Jrr4rpr,r. Ku; nuu"artlr co enr{Jrelcuja rouqeurpaqujara ua ra6anesu'IHor Bo IIeHTpanHI'Ior HepBeH cl{creM

e npr,r6rmn o 20Vo, ruro oAroBapa na uajuucroro Hr4Bo Ha KoHqeHrpaqr'rja no IIJIa3Ma Bo repanucKH Ao3I{'

Euononrra rpanctbopuauuj a
fa6auesrusor He ce tp*l6opr"pa xaj nyie 14 He Bpluu uu4yrcquja Ha eH3I'IMIlre Ha Ill'Iroxporu P450 xou

ro uera6olupaar JIeKor.
Erurrlunauuja
E""""*q"J"ta sa ra6aneurr.rHor oAr,r no Jrr{HeapHa $apuaroruuerl{Ka, Ilolynpeuero Ha enLIMIIHaIIHJa

He e Ao3Ho 3aBIrcHo I'I I'I3HecyBa oa 5 ao 
'7 qaca.

Kaj nocrapn raqpleHrll rcaj rou e npoMeHera 6y6peNnara $yuxqrlja, Moxe Aa.qoj4e,qo 3roJIeMyBaIse Ha

uoJryBpeMero Ha eJIL{MLIH aUuia. Kaj uarraaneHa 6y6pexna $yurgrla' 6psuuara Ha I'I3JIaqyBa}be npeKy

6y6pei e Ar,rpeKrHo nponopqproH{urHa co Kpearr,rHr,rH KJII,IpeHc. fa6anertrulrHor ce eJII{MITHI{pa oA rlna3Ma

,o *.*o^"i*usa. (Bllau i4.2 gos^pa*e 'r HaqI,IH ua ynorpe6a ua lexor*).

5.3 llpeqrutunurrKu rIoAaroqrl sa 6er6eAllocra Ha JreKor

Axyura r:orcuquocr
no u,q""t 

"rrpauuja 
Ha Aoga o.q 8000 ur/rr xaj uryBrlrr I{ craoplll4, He MoxeJIa Aa ce onpeAeJII4 opiulHara

JreTiuIHa AO3a.
Torcllqnocr uo ser4albe Ha uogropeHa.[oga
llcrpaxynarrara KoH ce cnpoBeAeHr{ Ha He rJroAapr.r pI rJIoAapI{, noKaxule.4exa 6y6perHre I'{ IIpHI'{or

4po6 ce roKcI'IKoJIoIUKI{ IIe;IHI'I opraHI'I.
@eprunuret u penpo.uyruuja

H. .. *6*"^anu 6uno xaxru eSexru ua $eprunocra LI penpoayrqr'rjara sa6ereNaHu xaj craopuu npu

Ao3rr Ao 2000 mg&g. Kaj rnyaqu Aosara *o;u-n. npeAH3BI.IKyBa HecaKaHI'I e0exru 6raira 500rrlr/xr. Aoclo

Ao 3roJIeMyBaIbe Ha lIHqI4AeHItrara na *gpoypetpa, xragpoabopesa lI oAJIoXeHa ocutfraraqulaxaj

lorgMcrBara Ha rnyBIII{, no Ao3lI [oroJIeMI{ oA 500 ur/xr npultaHl4 oA crpaHa ua rrlajrure'

Bo eAua cryaraja au rapuro.anocra cnpoBeAeHa Ha sajuu, Aoclo Ao 3roJIeMeHo ry6ene ua iperycor no

r"nn4nruq"la xaj ruajxu KoI{ ce I{3iIoxeHLI Ha Ag3I'I noIoJIeMI'I oA 60rur/nrheu'

MYrarenega
fa6anenruHHgT HeMa feHoTOKCI{qen uOreuqujal. Herosata MyTaTeHOCT He e AOKaXaHa'j..1'1t.-tr

6arrepucxu recroBr4 na HGPRT JroKyc Ha KJrerKn Ha ql4l{aqu Bo npl{cycrBo }IJII4 orcycrBq-;"'Eq,:i " 
-. , ,

' , , I . l  ' i ' " '
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Mera6om.rHu eH3uMLI, ra6anenrnnor He npeAu3BLIK€uI crpyKTypHI'I xpoMo3oMcKI'I a6epaquu,une

npeAr,r3Bl.rKyna $oprvruparre Ha MoHoHyKJIeycu Bo KocKeHa cpIIeBIlHa xaj rnynqu.

Kanueporeuocr
fa6auenrunor e AaBaH Bo xpaHara Ha rnyBrrr{ (4o 2000ur/rc r.r. 4nenuo), I'I Ha craopuu (ao 2000rrlr/xr

r.r. 4nenno), ro cry4uja xoja rpaena 2 roqutu,t, Kaj uaulrure craopqu e ga6elexano crarllcrurlKl{

suauajuo 3foneMyBalbe Ha lrHrllrAeHqara oA ryMyp Ha acI{HycHLITe KJIerKu Ha naHKpeac, raj rpynara roja

ao6r,rsara Hajroleua 4osa. Kaj craopqnre Kor,r nplrMane no 2000 trlr/rcr r.r.AseBHo, MaKcI'IMuuIHara

KOHr{eHTpaIIujauaaKTI,IBHaTa CyuCTaHIIa BO nJIa:tMa, KaKO I{ 3rOJIeMeHaTa nOA KpuBa Ha BpeMe

*o"q."tpuuiiu,6^ru l0 naru roroJreMa oA KoHrleHrpaguiaraBo uJIa3Ma xaj lyfe KoI'I3eMaJIe AHeBHa

Aosa oA iOOO rr. Tyuypuure acr.rHycHr.r KJrerKr{ Ha rlauKpeac xaj uauru craopuu, uuaar 6lar

KaHrleporeH pr,r3r,rK, 
"e 

rirujaar Ha BpeMero Ha npexl,IByBalbe LI He AoBeAyBaa Ao Meracra3rrrrru unnasuja

Ha oKoJrHoro rKlrBo r.r cirf{Hr.r co oHHe oA KoHTpoJIHara rpyfla. IIopa,4H oBa, peJIeBaHTHocra Ha oBple

ryMypHr{ acr,rHycHr,r KJrerKr{ Ha [aHKpeac Ha MaITIKLI craopqu, ne rpe6a Aa ce 3eMar KaKo MepKa 3a pI'I3HK

3a KaHlleporenoct raj lYfe.

6. OAPMAIIEBTCKII OCOEEHOCTrI
6.1 Jlncra Ha eKcltrHrllreHcn
Co4pxuHa Ha Kancynara - 6egsoAua Jlaro3a, cxpo6, ralr.

O6rnsra Ha KarlcyJlara - xeJIarI'IH n 6on raj

Gabaeammao 100 rl4raH AnoKcIrA (E 171)

Gabalamma@ 300 rnran Ar{oKcr{A (E 171) u xerrflo oKArrc Nonr ( El72)

CuUu!u1n111ut +OO rr{raH.qro*""1 (p tzt), xerr$o oKcI.IA xorr ( E 172) u xerle3o oKcI'IA IIpBeH (E 172)

6.2 
-Hu*otnutu6nlnocr

Heua
6.3 Porc na rpaelbe
flBl{airyrra. o6nuexa: 3 roAllnu
6.4 llocebuo npeAyrlpeAyBarbe 3a rlyBalbe

Ha reuneparypa 4o 25"C.
IIBIVa:ryrrr. o6susxa: Ce uyna Bo oplIrHHaJIHara oIIaKoBKa.

6.5 Ilpupoaa lr coAp]KIrHa Ha KoHTal(rnara am6a.naxa

IIBIVanyrtr. o6eusra
6.6 Iloce$sn rpeAyllpeAyBalba 3a ncQp;rane na ruarepujaJloT no 3eMalbe Ha JIeKoT

Bo coruacsocr co 3aKoHcKI'ITe npouucu.

7. TIPOIT3BOAI{TEJI

W0rwag Pharma GmbH & Co. KG
Calwer StraBe 7
71034 Bdblingen
Tel:0703116204-0
Fax:070316204-31
E-Mail : info@woerwagPharma. de

8. EPOJHA OBJIACTyBAIbE 3A TIPOAAIKEA

g. AATyM HA rrpBo OBJTACTyBATbE/OEHOByBAIbE HA OBJIACTyBATbE

10. AATYMHAPEBI'IAIIPAIbEHATEKCTOT
* *-/,,-*


