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"50-ra Au Br3Mia""66 CKonie
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MISAR ra6roYa 0,5 mg
- Hol4QrKaqhla Ha npoMeHa Txn lB/42.a.1 -

Be hoB€cryBaMe AeKa Bauero 6apaEe ga BoBeAyBarbe Ha npoMeHa HacraHara Bo
AoKy[reHTaq[jaTa Ha neKoT MISAR ra6neTa 0,5 mg Ha npoM3BoA[renoT BELUPO
lijekovi i kozmetika d.d. - Koflpl4BHhqa, P.XpBarcKa e Horh$rqupaHo.

npoMeHara Ha oAo6peHlero 3a craBabe Bo npoMgr Ha neKor
1. MISAR (alprazolam) ra6ne€ 0,5 mgl
- run lBl42.a.1 - npoMeHa Ha pokoT Ha ynorpeoa Ha roroBxoT npo[3BoA oA 1g Meceq,
Ha 24 Mecequ,
e nP|.(PareHa.
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3E14PEH I43BE]XTAJ 3A OCOEI.IHl4TE HA ,IEKOT

14ME HA JIEKOT
MISAR@ / MUCAp@ 0,5 mg ra6r6rr
atprazotamum

KBA'II4TAT]4BEH 14 KBAHTI4TATI4BEH COCTAB
1 raonera coApxu 0,5 mg annpa3onaM.

OAPMAqEBTCKA OOPMA
TaOnera.

4. KIl4Hl4r{Kh noflATorll4
4. I. TEPANEBTCKU UHNUKAIJUU

Annpa3onaMoT ce KoprlcTl4 3a IeKyBa$e Ha:
- aHKCI4O3HUHapyuJyBaBa
- MeuJaH|, aHKCrlO3HOCTt4 U Aenpect4t4
- naHxqHrl HapyuyBaba
- cocroj6[ Ha auKoxorrHa anfi HeHunta.

4. 2. IO3t4pAtbE ],t HAr.tr4H HA ynOTpESA
npxMeHara rpe6a Aa 6uAe uro no(parKa. Ce npenopaqyBa Aa ce KoHTponxpa
6oaHxor Bo nephogl4 He nogonru oA 4 ceAvraqr ra pa te npoqeH[ norpe6ara 3a
npoAonxyBaBe Ha neKyBa+,eTo, oco6eHo Bo cnyqa Kora 6onH[oT e 6eg
cuMnroMl4. BKynHoro rpae$e Ha neKyBabero He 6|4 Tpeoano Aa 6xAe noaorro
oA 8 Ao 12 ceAMt4q|4, BKfly,JyBaj*t ro r BpeMero norpe6Ho ga nocreneHo
HaMalyBabe Ha Ao3aTa AO nOTnOrrHO npecTaHyBarbe Ha np[MeHaTa.
Bo oApeAeH[ cnyqar Moxe Aa 6ra4e norpe6ui r noAorra npuMeHa: Bo raKBu
cay'{a[, npeA oMyKaTa 3a npoAonxyBa$e Ha npxMeHaTa Ha annpa3onaM,
neKapor Tpe6a noBropHo Aa ro npoqeH[ crarycor Ha 6oflHr4or. npuToa rDe6a
Aa ce uMa Ha yM AeKa. KaKo r Kaj Apyflrre 6eH3oA[ja3enxHL1, AonrorpajHara
np rreHa Ha neKor Kaj HeKor{ 6orHl.j Moxe Aa npeAr3Bxxa gaBficHocr.
l.{o3l/pabero Ha annpa3onaM Tpe6a rHAlB AyaflHo Aa ce np[cnoco6r4,
3aBucHo oA TexrHara Ha c MnroM[Te I oAioBopor Ha repan iara. Ce
npenopaqyBa Aa ce npxMeHyBaar HajMarKy eS KacHLl goou la annpasonau.
Ao3r4pa$ero rpe6a noBTopHo Aa ce eBanyr4pa Bo t4HTepBanu He noAofln4 oA 4
ceAMur-It4. HaBeAeHxTe AHeBHu Aosu (Bt Att rl4 Ta6n[q[Te) rt4 3aAoBonyBaar
norpeoure Ha noBe(ero 6onHu. Kaj HeKo[ 6onHr Kox 6apaar noroJteMr ao3r4,
ao3aTa Ha fleKoT MOXe Aa Ce 3roneMu co HeonxoAHl4 MepKU Ha npeTna3rxBocT
nopaA[ MoxHxor pa3Boj Ha HycflojaBh. Kora e norpeoHo 3t-ofleMyBabe Ha
Ao3ara, npBo rpe6a Aa ce 3roneMh BeqepHara Ao3a. Onuro
oorHrfle Kox nperxoAHo He npuMane ncrxoTponH[ neKoBl4.
xpoHl4qHure an(oxonfiLtapu, norpe6Hu xM ce noManx Ao3t4.
Ka(o 14 Bo cnyLrajor Ha Apyrl4 6eH3oA ja3enlH|,|, nocrapxre 6



HaManeH Kr[peHc, nooceTnuBfi ce Ha ae.icTBoTo Ha annpa3onaM.

MI4CAP TAEflETl4 BOOE14IIAEHA
NOqETHA AO3A'

BKYNHA AHEBHAtrO3A

. AHKCI4o3H14
HaovuJvBa|ba

0,25 - 0,5 mg rph
nan4 Ha AeH

0,5 - 4,0 mg Ha AeH Bo
noaeneHu Ao3t4

. MeLllaH|/
aHKCI4o3HOCTX X
renDechu

0,5 mg rpx nar{ Ha
AEH

1,5 - 4,5 mg Ha AeH Bo
noaeneHh A03r/1

. Cocroj6u Ha
ANKOXOTHA' 
ancT HeHu[ia

0,5 mg rpr,,l naT!4 Ha
Aefl

1,5 - 4,5 mg Ha AeH Bo
noaeneHr Ao3r4

naHuqHtl
HapyLrJyBatba

0 , 5 - 1 m g B o
BeqepHaTa Ao3a

npeA cnue|be unu
0,5 mg rp!4 naru Ha

AEH

Eo3ara rpe6a Aa ce
npxcnocoox KoH Knr4Hr4qK|/1oT

oAroBop Ha Tepan4aTa.
SfoneMyBaBero Ha Ao3ara
Tpe6a Aa 6[iqe nocTeneHo,

3a HalMHOry 1 mg ceKofi 3 - 4
AeHa.,qononHllTerHrl Ao3fi

Ha neKoT MoxaT Aa ce
AOAaBaaT Ce AOAeKa He Ce

nocTxrHenpuMeHa3-4
nan4 Ha IreH.

. aKo ce nojaBar HycnojaBu, AGaTa Tpe6a Aa ce HaManu.

nocmapu 6otHu u 6ontu uc4pneHu o0 6orecma
MI/ICAP ra6fler[: 0,25 mg 2-3 nana Ha AeH.
AKo e norpe6Ho, BKynHaTa AHeBHa Ao3a Moxe nocTeneHo Aa ce 3roflelryBa aKo
60rrHr4or ro noAHecyBa neKor.

Aeua
He ce npenopaqyBa nplMeHa KajAeqa.

AKo ce nojaBar HycnojaBla, A6ara rpe6a Aa ce HaMarx. Ce npenopaqyBa
peAoBHo Aa ce eBanyxpa fleKyBabeTo ,t tllTo e MoxHo noopry Aa ce npeK4He
co npuMeHara Ha fleKor. AKo e norpe6Ha AorrorpajHa np[MeHa, Tpe6a Aa ce
pa3rneAa hHTepM[TeHTHa npuMeHa Ha reKoT, co qen MoxHocTa oa 3aB[cHocT
Aa ce cBeAe Ha HajMana MoxHa MepKa.

npeKuH Ha mepanujama
Ao3ara rpe6a nocreneHo Aa ce HaManyBa. Ce npenopaqyBa AHeBHara Ao3a Ha
annpa3onaM Aa ce HaMarryBa 3a HajMHory 0,5 mg ceKou rpu AeHa. Kaj He(ol
6onH[ e norpe6Ho yLure no6aBHo HaMaflyBa|be Ha Ao3ara.

4. 3. KOHTPAl4HAl4KAqhl4
- npe'ryBcrBurenHocr (oH 6eH3oA ja3en!4H r4fl14 KoH HeKou

cocroiKx Ha neKor:



MXJaCTeH Ia rpaB[c;
TeLJJ(a pecnxpaTopHa 4HcyQt4queHqrla;
cr4HApoM Ha anHea npu cnuerhe;
reuKa uHcy$[queHquja Ha qpHuor apo6.

4. 4. MEPK]4 HA npETnA3AhBOCT nOCEEHh npEAynpEEyBArbA
He e yrBpAeHa c rypHocra 14 AenorBopHocra Ha arnpa3onaM (aj Aeqa
noMnaA oA 18 roalH|/|.
TotepaHUuja
llocne noBTopyBaHu npt4MeH|4 Bo reK Ha HeKonKy ceAM t-lt4 Moxe Aa AojAe Ao
HaManyBa$e Ha x/nHoTt qKrloT esefi Ha 6eH3oauja3en[HuTe.
3aeucHocm
KoH ct4Te 6eH3oArlja3enrHr, na raKa u KoH annpa3onaM, Moxe Aa ce pasB e
HaBlKa |/1 nc xo-sx3r4'{Ka 3aB cHocT. Pl43l4KOT OA 3aBUCHOCT paoTe CO AO3aTa
TpaebeTo Ha neKyBabeToi ,tcTo TaKa e norofleM !,1 Kaj 6oaH Ko|/| ce cKj]oHa4 KoH
3noynoTpe6a Ha neKoBx (HapKoMaH[) |/l anKoxon|/lqapI.
EAHaLU Kora |(e ce pa3B e 3aBlcHocr, Bo cnyqaj Ha Harno npeKuHyBarbe Ha
TepanrlaTa, MoxaT Aa ce jaBaT cuMnToMr4 Ha BoSAp)r{yBabe Ko BKnygyBaaT
rnaBo6on(a, 6onK|/l Bo MycKnyfi[Te, uspa3eHa aHKcl4o3HocT, HanHaTocT, HeM|/p,
36yHeTocT 14 pa3Apa3nlBocT. Bo noTeuK cflyLta|/l MoxaT Aa ce jaBaT cneAHlTe
c i4nToM14: HecnocooHocT 3a pa36uparhe, aenepcoHarr!43aq[ja, xfinepaKy3r,tja,
TanocT 14 Tpenepebe Ha eKcTpeMxTeT!{Te, BpeoceTn BocT KoH cBeTnrHa, BpeBa
14 Ql43l49Kr4 KOHTaKT, XaflyqfHaqul X en nenTuqKr HanaA|/l.
"Rebound" 5eccoHutla u aHKcuo3Hocm. NltlHn|4B ct4HApoM Ll.lTo Moxe Aa HacraHe
npx npeKuH Ha npr4MeHaTa, npx u.lTo c[MnToMr4Te Ko AoBeAoa ao neKyBabe co
6eHaoA ja3en[Hx ce Bpakaar Bo 3acrneHa Qoplila, a MoxHh ce |/t Apynl
peaKqux, BKnyqyBaJK|/l npoMeHu Ha pacnoroxeHreTo, aHKcl4o3HocT l4rl4
HapyueHo cnfierbe I Bo3HeMupeHocT. l.laBeAeHoTo yKaxyBa aeKa Tpe6a Aa ce
{36erHyBa HarnroT npeK H Ha TepanljaTa, na 3aToa ce npenopagyBa
nosTeneHo HaManyBarbe Ha Ao3aTa 3a HajMHory 0,5 mg ceKofi 3 aeHa. Kaj HeKox
60rH|/t e norpe6Ho yu.ire noOaBHo HaMany8a|be Ha Ao3ara.
Tpaerbe Ha teKyeahemo
Tpaebero Ha fleKyBabero rpe6a Aa 6uAe Luro noKparKo, 3aB[cHo oA
LlHAx(aqujara, Ho He rpeba Aa 6[Ae noAonro oA I Ao 12 ceAMuU]L BKflyqyBajkrl
IO U BpeMeTO nOTpe6HO 3a nOCteneHO HaMarryBabe Ha ao3aTa Ao noTnofleH
npeK4H Ha nphMeHara (By,qu nornaBje 4.2). noAoflraTa npuMeHa e onpaBAaHa
aypfi no noTnonHaTa npoqeHKa Ha cocTojbaTa Ha 6onHuoT.
Ko[a ke ce 3anoqHe co neKyBabero, Kopl4cHo e 6oflHl4or Aa ce gBec l AeKa
TOa ke uMa orpaHfiqeHo Tpaebe 14 AeTaIHo aa My ce oojacHrl noTpe6aTd oA
nocTeneHo HaManyBabe Ha Ao3aTa. tlcTo TaKa e BaKHo oonH|4oT aa 6 ae
3ano3Har co tioxHocTa oA nojaBa Ha noBpaTH seHoMeHu ('lebound"
EeHOMeH), CO qen Aa Ce HaManU aHKC|4O3HOCTa nOpaAX HaCTaHaT[Te ClMnTOMl4
aKo T|4e ce noJaBaT 3a BpeMe Ha npe([HoT Ha np4MeHaTa Ha neKoT.
nocrojar [HAhKaq[rl np!| Kot4, Bo cnyraj Ha np [4eHa Ha 6eH3oAr4j
KpaTKOTpaJHO AeJCTBO, QeHO[4eHOT Ha Bo3Ap)ryBabe MOXe Aa
BpeMe Ha npxMeHa Ha TepaneBTcKt4 ao3t4, noceoHo oH|,4e noB
ce x36erHyBa npeM H oA 6eHoA ja3enrH|4 co Aonro AejcTBo Ha



AeJCTBO,3apaA[ MOXHaTa nojaBa Ha c{MflTot\,tr4 Ha Bo3apxyBa|be.
AMH8uja
6eH3oAnja3eflxHt4 Moxar Aa npeAu3Br4Kaar aHTeporpaAHa aMHesxja. Taa
oor4'tHo ce JaByBa HeKOnKy qaca no 3eMarbeTo Ha rreKoT, na oa Taa no q|,Ha
6onHuor rpe6a Aa cnr4e HajMaflKy 7-B gaca 6e3 npeK[H, 3a na ce navur,{
px3r|Kor (Bxau nornaBje 4.8).
gyweeHu Hapywyeaba u Hapywyearba eo oAHecyeatsemo
3a BpeMe Ha npxMeHara Ha 6eH3oA[ja3en[Hu MoxHl,r ce pea(q[u Ka(o turo ce
Bo3He[rhpeHocr, HeMrp, pa3Apa3n,lBocT, arpec[BHocT, npuB|/lA, 6ec, HoKHt4
r\4opt4, xarylluHaq u, ncrxo3lr, HecooaBerHo oaHecyBabe I apyr[ HecaKaHn
eeeKr Bp3 oAHecyBabero. Bo ffyqaj Ha HUBHa nojaBa rpe6a Aa ce npeMHe
co.nprMeHaTa Ha neKoT.
noroneMa e BepojarHocTa oB|,e peaKqhu Aa ce jaBar Kaj Aeqara nocraprre
6onHt4.
Cnequ$u,tHu zpynu Ha 6orHu
EeH3oAtja3en[HuTe He rpe6a Aa ce nphMeHyBaar Kaj Aeqa 6e3 BHl4ltareflHa
npoqeHa, a x roraLJJ Tpaerhero Ha IeKyBarbero rpe6a Aa ce cBeAx Ha HaiKDarKa
MoxHa MepKa. Kaj nocrapure 6oflHl4 rpe6a Aa ce npuMeHyBaar novanu go",
(BlA nornaBje 4.2). floMan|4 Ao3l4 ce npenopaqyBaar v sa 6onuu co xpoHr4qHa
pecnuparopHa IHcyetlr]|4eHql4ja, nopaAh px314Kor oA pecnhparopHa Aenpeclja.
beH3oa4a3enuH[Te He ce HaMeHeTh 3a neKyBaH,e Ha 6oflHx co TeuJKa
qpHoApo6Ha [HcyoxqyeHqlaja, 3aroa Lllro Moxar Aa ro 3acunar pa3Boior Ha
eHqe$anonanaja. BHuMarenHocr e norpeoHa t4 npx nphMeHa Kaj 6onH co
HapyuJeHa (PyHKqt{ja Ha 6y6pe3[re xnfl qpH{or Apo6.
EeH3oAuja3enrHrre He ce HaMeHer[ 3a np[MapHo neKyBabe Ha AyLleBHx
6onecr|/-
Berc|,|Aoja3ent4Hure He rpe6a Aa ce npuMeHyBaar caMu npx neKyBabe Ha
Aenpec ja rnt4 aHKcl4o3Hocr noBp3aHa co Aenpec ja (MoxeH e 3[oneMeH pr43l4K
oA ca[4oy6 crBo Kaj Tlae 6orHu). flphMeHa Kaj 6onHr4 co reuKa genpecr,|ja,
oAHocHo xaj 6onH[ co cKroHocr KoH caMoy6ucrBo e MoxHa, Ho co cooABerHl
MepK4 Ha npeTna3fluBocr I co nponluyBabe Ha orpaH[qeHa KoflrlqlHa Ha neKor.
npl4 nplMeHa Ha 6eH3oAlja3enuHu Kaj 6onHh Kol4 ce cKrloHti KoH 3noynorpe6a
Ha neKoBrl (HapKollaHx) x Xaj arKoxonugapx, noTpe6Ha e noceoHa
npeTna3nuBogT.
He ce npenopaqyBa np[MeHa Ha neKoT Kaj 6onHx Kor4 crpaAaar oA perK4
xepeAxTapH[ HapyLjJyBaba: raHTonepaHqqja Ha rnyKo3a, Lapp naKra3a
AeQrql4eHqfija un{ rfl yKo3a-raaaKTo3a Mafl ancopnquja.

4. 5. I4HTEPAKUI4I4 CO Apyrl4 IEKOB]4 t4I 4 flpyft4 oopMl4 HA
14HTEPAKtl14JA

He ce npenopaLtyBa xcroBpeMeHa nprMeHa co anKoxon,3aToa uJTo e MoxHo
3acxnyBabe Ha ceAaTrlBHl4or e$eKr, uro Bfl[jae u Bp3 cnoco6Hocra 3a
ynpaByBat6e co MoTopHt4 B0311fla MaLrixHx.
beraoiulasenr,rnrare, 

'ernyvyeaikra 
. 

"-p".on"r, 
AejcrByBaar qt,titilr;i;q-rrl

co Apyfure nchxorponHx fleKoBta (aHn4nc xorvttlu, xinuorlly,y'4lyitrbn-rir,1r r.
ceAan4Bta, aHTlAenpecuB[), HapKort4qH aHanrendllt4, frSe'n4rren1,y4r, 
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ceAaT BHl4 aHTUXI4CTaMl4H|/1ql4, aHeCTeT{ql4 U ApyrUTe neKOBl4 KOl4 t/MaaT
AenpecuBeH e+eKr Bp3 qeHrpanH|,,|or HepBeH cficTeM (LlHC).
npt,l r4croBpeMeHa npxMeHa Ha ar]npa3oflaM co neKoBl4 Kol4 xHTep+epupaaT co
HeroB[oT MeTa6onrcaM Aoafa Ao Sap[4aKoKrlHeT|/t'1Kr4 t4HTepaKq!414. JleKoBlTe
Kox 14Hxuo|,paaT oApeAeHu qpHoApo6H[ eH314Mr4 (oco6eHo Llr4roxpo[4 P450 3A4)
MoxaT Aa ja 3roneMaT KoHqeHTpaqr/jaTa Ha annpa3onaM v Aa )a 3acL4naT
HeroBaTa aKryBHocT. [loAaToqlTe oA Kr]rrHr4Lt&iTe cn!4TyBaba A in vitro
cTyAl4rlTe co annpa3onaM, KaKo I KnrHfiL]K[Te cryAt4t4 co neKoB Te Ko ce
MeTaoor|13r/paaT Ha cnJ4qeH HaquH KaKo annpa3onaM, ynaTyBaaT Ha MoxHocTa
oA HeroBrlHTepaKL{r4I4 co 6pojHu neKoBl4.
3aBlcHo oA creneHor Ha MoxHr4 l4HTepaxq[[ n Bp3 ocHoBa Ha Aocrar]Hure
noAaToqrl, ce coBeTyBa cfleaHoTo
- He ce npenopaqyBa [cToBpeMeHa npq[4eHa Ha annpa3onaM co KeToKoHa3on,

[TpaKoHa3on vnvt Apyrv fleKoB 3a rreKyBabe Ha ra6{']Htr tlH$eKqhl4 oA
rpynaTa Ha a3on[;

- npeTna3n[BocT 14 HaMalyBabe Ha ao3aTa ce npenopagyBa np|, npuMeHa Ha
aflnpa3onaM co SnyoKcerlH, nponoKcu$eH, opanHx KoHTpaqenT[Br1,
ceprpanuH, Ar,{nn4a3eM |4nt4 MaKponxAHl4 aHrv5vort/tu.v KaKo Lr.rTo ce
ep Tpot t4lll4H 14 TponeaHAoMr4r.lr4H;

- npeTna3n BoGT HaManyBarhe Ha Ao3aTa ce npenopaqyBa npl
l4cToBpeMeHa npxMeHa Ha annpa3onaM |4 HeQa3oAoH, QflyBoKcaM[H t4
qr4MeTuat4H,

- uHTepaKqulTe Ha annpa3ona[4 q v'Hxv5vfopvfe Ha npoTea3aTa Ko}i ce
npr4MeHyBaar np|,l rreKyBabe Ha Xl4B-[HSeKquja (Ha np. puroHaBhp) ce
crroxeHr r 3aBlcHx oA BpeMero, a 6apaar npl,cnoco6yBabe Ha Ao3ara urfi
npeK!{H Ha npu[reHaTa Ha altnpa3oltaM.

4. 6. YNOTPEEA 3A BPEME HA EPEMEHOCT U NAKTAUI4JA
EpeMeHocm

Tlo3Haro e AeKa 6eH3oAr,,ta3enxH!1Te Moxar Aa npeA|43B|4Kaar KoHreHrrarrHr4
Mar$opMaqrr AoKoflKy ce npxMeHyBaar Bo flpBoro rprlMeceeje Ha
6peMeHocra, na 3aroa nprMeHara Ha arnpa3oraM Bo roj nepxoA 6x rpe6ano
Aa ce x36erHyBa.
Bo cny.raja aKo 6orrHara 3eMana annpa3onaM 3a BpeMe Ha 6peMeHocra unu
ocraHara 6peMeHa 3a BpeMe Ha 3eMabero Ha rreKor. norpe6Ho e Aa ce
3ano3Hae co MoxHrlTe p 3l4rlx 3a QerycoT.
np[MeHara Ha arnpa3oflaM Bo AoqHl4or nepfioA Ha 6peMeHocra |,r]x 3a Bperre Ha
nopoAoT r,ioxe ,qa pe3yrrTxpa co x norepM4ja, xrnoroHr/ja t4n yMepeHa
pecn|,1paropHa Aenpeclja Ha HoBopoAeHqero.
HoBopoAeH,rflbara Ha MajK4 Kor4 Bo AoqHara +a3a Ha opeMeHocra KoHr4HynpaHo
3eMafle 6eHsoAuja3enuHu rvoxar Aa pa33ujal Sl43|i1,1Ka 3aBl4cHocr-, a Kaj H B
Moxar Aa ce nojaBar cl4MnroMr Ha BffAp)iryBabe Bo nocrHaraflHxor nepl4oA.

. . . i '



MneKo, xeH[Te Kou aojaT Tpe6a Aa npeKlHaT co np[MeHaTa Ha arnpa3ona[4
qn[ loe|beTo.

4.7. BI|UJAHUE BP3 CflOCOEHOCTA 34 BO3EtbE 14llt4 PAKyBAH'E CO
MAUllrH14
Annpa3onaM Bnhjae Bp3 nc[xo$t43r4tlKara cnoco6Hocr, na 6oflHuTe rpe6a Aa
ce npeAynpeaaT Aa He ynpaByBaaT co t\4oTopHt1 Bo3[na x Mau[Hn 3a BpeMe
Ha nplMeHaTa He rreKoT. Tt4e eQefiu ce 3aclneHl4 aKo annpa3onaM ce 3et a
rlcToBpeMeHo co arKoxon (Blau nornaBje 4.5).

4.8. HECAKAH]4 IEJCTBA
HycnojaBhre, Ko|/l HacraHyBaar np np MeHa Ha annpa3or]aM, Hajqecro Ha
no'{eToKoT Ha TepanujaTa x o6x'.tHo cnoHTaHo |/tclte3HyBaaT co
npoao.nxyBabe Ha neKyBabeTo rnr HaManyBabeTo Ha AosaTa, ce:
coHn!4BocT/3a6aBeHocT, 36yHeTOCT, npeMafleHOCT Ha qyBCTBaTa, HaMaJreHa
6yAHocr, KoH$y3nja, saMop, rnaBo6orKa, 3aMaryBarbe, MycKyflHa cna6ocr,
aTaKcqja, aBoeH qnr 3aMarneH Bt4A, 6eccoHl4qa, HepBo3a/aHKcl4o3HocT.
TpeMop, npoMeHu Ha TenecHaTa TextilHa. Apyru noBpeMeHo 3a6enexaHx
HycnojaB4 ce pa3n[qH[ aurecTuBHl4 npeqK , npoMeHu Ha Ix6[AoTo t1 KoxHr4
peaKqr4{.
Apyrra HycnojaB[ 3a6erexaHx npu np!4MeHa Ha aflnpa3onaM cet AxcroHuja,
aHopeKchja, npeqKI Bo roBopoT, xoflTl4qa, [4ycKynHo-KocKeHa cIa6ocT,
npoMeHa Ha nu6[aoTo, HenpaBxnHocTy Ha MeHcTpyanHIoT q Krryc,
x nepnponaKTyHe[4[ja, [HKoFfTt4HeHq ja, peTeHq4ja Ha ypvH,afa v
HapyLJJyBabe Ha qpHoapooHara +yHKq ja. PeTKo e 3a6enexaHo
3roneMyBabe Ha HTpaoKynapHuoT np TxcoK.
CuMnroMtlTe Ha Bo34pxyBarbe Moxar Aa ce jaBar no 6p3o HaMaflyBabe nu
Harflo npeKxHyBabe Ha np[MeHaTa Ha 6eH3oarja3enlH!4, BKr]y(.tyBajkt4 ro u
arrnpa3onaMoT. T e c[MnToMr4 MoxaT Aa BaplpaaT oa 6nara Henp!,tjarHocr !'l
6eccoHt qa Ao cepuo3H!4 npeqKl Bo Qop[4a Ha a6AoMlHanHu Ll MycKynHrl
rpLleBu, noBpaKabe, 3acrreHo noTebe, TpeMop 14 KoHByn3l4r4.
AMH8uja
AHTeporpaAHa aMHe3[ja Moxe Aa HasraHe |/| np|,'| nplMeHa Ha npenopaLraH
TepaneBTcKrl Ao3x, Ho p[3rlKoT e noror]eM npu nplMeHa Ha noroneM Ao3l4.
nocneAlqa oA a[4He3ujara lrroxe Aa 6|,Ae HecooABerHo oAHecyBabe (BuAt/
nornaBje 4.4).
genpecuja
3a BpeMe Ha np[MeHara Ha 6eH3oAuja3en[H[ MoxHo e noBTopHo
aKn4BUpa|be Ha AenpecuJaTa uTo nocTol4 oa nopaHo.
AyweeHu napyuyearba u Hapyuyearba eo odHecyearbemo
3a BpeMe Ha nplMeHara Ha 6eH3oAr4ja3en Hh MoxH[ ce peaKqu[ KaKo LiJTo
ce Bo3HeMr4peHocT, HeMxp, pa3Apa3rr4BocT, arpecr4BHocT, np!|811A, qec,
HokHq rvopl4, xanyquHaq!4u, nc!4xo314, HecooABerHo oAHecyBarbe u Aijyfl4
HecaKaH[ eQeKn4 Bp3 oAHecyBabero. Bo cnyqaj Ha HIBHa nojada Tpe6a Aa
ce npeKuHe co np[MeHaTa Ha fleKoT. noroneMa e eepojl?lrggra oarae -
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peaKqxu Aa ce jaBaT KaJ AeqaTa u nocTapuTe 6onHu.
npt4 MHory cnoHTaHu npujaBh Ha HycnojaBt4 (ox onyLJJyBaar npoMeHa Ha
oaHecyBabeTo, 6oJ|H|4Te o6[qHo 3eMane HeKonKy neKoBl4 co aejcTBo Bp3
l-lHC t4n[ [Mane nocraBeHa nchx4jarp cKa AljarHo3a. [']oce6Ho oceTnt4B|,1 ce
6orrHl4 co rpaH|,qHa npoMeHa Ha nuqHocra, co Hac[rrcrBo r arpecuBHo
oAHecyBarbe Bo aHaMHe3aTa, aflKoxoflt4qap[ vnn nvLJa cKnoHI4 KOH
3rroynoTpe6a Ha fleKoBl4. Kaj 6onHx co nocTTpayMaTcKo cTpecHo
HapyLllysatbe 3a BpeNle Ha npeKxHoT Ha np[MeHaTa Ha aflnpa3orraM
3a6enexaHa e pa3Apa3nrBocr. HenpxjarencrBo h HaMernrBocr.
3aeucHocm
KoH clre 6eHgoAuja3en[H[, na Ta(a 14 KoH arnpa3onaM, Moxe Aa ce pa3B[e

.HaBl4Ka nc[xoQt43r4qKa 3aa cHocT; no npeK[HoT Ha neKyBabeTo MoxaT aa
ce jaBar cxMnToMl4 Ha ao3Ap)rryBatbe l4n noBpareH SeHoMeH (,?ebound,'
6eHoMeH). nocrojar |4 npxjaBl4 Ha 3rroynorpe6a Ha 6eH3oA[ja3enuBh.

4.9. nPE[O3l4PAtbE
npeAo3xpabero co annpa3onaM, KaKo I co ocraHarrre 6eH3oAxja3enuH[,
peTKo ro AoBeayBa 6onHl4oT Bo xt BoTHa onacHocT, ocBeH aKo ce npuMeHl4
Bo Ko[46uHaq[ja co Apyft1 neKoBt4 Kol4 npeA 3Brd(yBaar Aenpecllja Ha ljHC
t4r1l4 co allKoxon.
ChMnroM Te Ha npeAo3hpabe co anflpa3onaM BKIyqyBaar orexHar roBop,
coH.nl4Bofi, KoH+y3Ht4 COCTOj6r4, OTeXHaTa KOOpA[Haqlja Ha aB[xebaTa,
cra6eebe Ha DedneKc re h KoMa.
npu 6naru cny'Jax Ha npeAo3upa$e ce jaByBa coHnuBocr, MeHTaflHa
KoHQy3uja |,,| nerapn/ja, AoAeKa npr noreuK[ cflyqa[ Aoafa Ao araKcuja,
x[noToH ja, xunoreH34a, pecnxpaTopHa Aenpec ja, peTKo KoMa, a oco6eHo
OETKO 14 CMDT,
np{ neKyBabero Ha npeAo3tlpabero rpe6a Aa ce uMa Ha yM SaKror AeKa
npeao3xparbeTo qecTo e nocrreAlqa Ha 3eNlarbe Ha noBeke BxaoBt4 neKoBl4.

Tepanuja npu npedosuparbe
Tpe6a Aa ce npeA[sB[Ka noBpakabe u/[n Aa ce npo[4he xerryAHLlKor, (aKo
t4 aa ce npe3eMaT Boo6[qaeH[ MepKu 3a oApxyBabe Ha HopManHaTa
+yHKq|4ja Ha opraHu3rvror. AKo xenyAHt4Kor He ce npoM[Ba, Tpe6a Aa ce
npuMeHh aKTuBeH jaffieH 3a Aa ce HaMan14 ancopnqhjaTa.
BHlMarerHo rpe6a Aa ce KoHrpon[pa oyHKr]ujaTa Ha pecnxparopHrlor 11
KapAt4oBacKyrrapH|/|oT ctlcTeM Bo eAuHxLlaTa 3a UHTeHSUBHa Hera.
XeMoArjafl 3ara +opc[paHara A[ype3a !4Maar Mano 3HaLre|be.
CneqflS[L]eH aHTu,qor e 6eH3oA ja3en HcKtloT aHTaToHl4cr SryMa3eHrm, a
HajAoOpo e Aa ce npuMeH[ Bo +opMa Ha |4HQy3t4ja.

c. OAPMAKOAOUK14 CBOJCTBA
1. OAPMAKOEI4HAMhJA

KaKo !4 ocraHannre Aepr4Ban4 Ha 6eH3oA!4ja3enuHure, a4f,p5eofiM'.,
AejcrByBa ,qenpecopHo Bp3 LlHC, npeAx3Bt ryBaj([ paonrvrurcr.elenr ua". 

'.,.

Aenpecnja, og 6nala ceAaquja npeKy xlnHoliqx!4 egerr go rgva, ebaxcto',. li
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oa ao3aTa.
npaBoro Mecro !4 MexaH[3tllor Ha AejcrBo He e Bo nornonHocr no3Har, Ho 14
noKpaj pa3HxTe [r|/lcr]e|ba 3a HagxHoT Ha AejcTBo Ha 6eH3OA ja3en4HUTe, Ce
BepyBa aeKa ro 3aclnyBaaT { onecHyBaaT uHXr46uTopHl4oT
HeBpoTpaHcMt4ct4cKl4 e(perr Ha raua-aunHo MacneHaTa Kycen[He (GABA),
Koja e eAHa oA Haj3acTaneHnTe !{HXuOITopHa4 HeBpoTpaHc[,lmepx Bo
MO3OKOT 14 nOCpeAyBa BO npeA- 14 nOCT- Cr,4HanT[lKaTa HX/bXqIja BO CUTe
oerxx Ha LIHC.
KaKo 14 ocraHar[Te 6eH3oAuja3enlH!4, annpa3onaM MaHfioecrupa
aHTI4KOHByrr3r/BeH, MyCKytrHo-penaKcupagKrl U CeAaT!4BHO-Xt4nHOTt4qK|, eoeKr
u, ao oAHoc Ha ofiaHaTrfre 6eH3oa[ja3enrHr, noHarnaceH aHKcltorl4Tl4qKr4 t4

. aHn4naHl4geH e+efi.

5. 2. OAPMAKOKI4HET]4KA
Ancopnquja
flo nepopanHara np MeHa aflnpa3onaM Ao6po ce ancop6lpa.
S opacnonoxuBocra no nepopanHara nplMeHa !rcHecyBa 92o/o.
MaKcrManHa KoHqeHTpaqnja Bo nfla3Nrara nocl4t'HyBa no 1 Ao 2 qaca,
oAHocHo 5 Ao 

'11 qaca no np[MeHaTa Ha Ta6neTx co npoAonxeHo
ocno6oAyBabe. Cocroj6a Ha AuHa[4[qKa paMHorexa ("sfeady sfafe") ce
BOCnOCTaByBa 2 AO 3 AeHa nO nOLTeTOKOT Ha fleKyEatbeTo.
Pacnpeder6a
Aflnpa3oflaM 6p3o ce pacnpeAenyBa no renoro, a BonyMeHor Ha
pacnpeAenoa u3HecyBa 0,7 - 1,4 llkl. 70o/" Ao 80% oA ne(or ce Bp3yBa 3a
npoTehHuTe Ha nrra3[4aTa, npBeHcrBeHo 3a an6yM!{HrTe.
Mema6onrcaM
Annpa3onaM ce Mera6onv3vpa Bo llpH[or Apo6, a HajBaxHu Mera6onr4r[ ce
1- n 4- xvtqpoKcuannpa3onaM. Txe 6p3o KoHjyrhpaar co rnyKypoHcKara
KACentAHa V nOTOa Ce [3flaqyBaaT BO ypXHaTa BO +OpMa Ha rr]yKypoHrlALl. 1-
xr4apoKcannpa3oaaM npojaByBa oKorry noroBuHa QapMaKonoLuKt
aKTUBHOCTI4 Ha annpa3ona[4, AOAeKa 4-XrlApOKCUannpa3oraM UCTO TaKa |/l[/ta
cna6a SapMaKonouJKa aKTuBHocr. Meiyroa, !,r3fla,ryBa$ero Ha Mera6oflr4Tt4
co KoHjyraq[ja Bo rryKypoHl4Au e MHory 6p3o, na HuBHaTa KoHqeHTpaqrlja Bo
nna3MaTa e HficKa.3aToa MeTabonlTme [MaaT MtIHIMaIHo yqecTBo Bo
QapMaKonoL!Kt4oT eQeKT Ha reKoT.
U3naYyearbe
Aflnpa3onaM ce u3flaqyBa Bo ypuHaTa, rflaBHo Bo QopMa Ha [4era6oa!4Tr1, a
caMo oKony 2070 oA neKoT ce u3flaqyBa Bo Henpo[4eHeTa +op[4a.
norryBpeMero Ha [3naqyBarbe Ha annpa3onaM I HeroBlre [rera6onrlTl4
r43HeCyBa BO npOCeK 12 gaca. IIOBTOpeHOTO AO3 palse t OXe Aa AOBeAe AO
aKyMyflaqxja, oco6eHo Kaj nocTap Te 6oflHl4 r 6onHt4 co HapyuJeHa
QyHKqlja Ha qpHxor Apo6 fi|,1 6y6p$ure.

5.3. nPETKnUHl4qKh nOflATOt]h 3A CUryPHOCTA
Pe3yrrarure oA ficnxryBabara Ha aKyrHaTa ToKcl4gHocr
noKaxaa AeKa ce pa6oT4 3a yl4epeHo ToKcr4gHa cyncTaHq4ja.



npoceqH|4Te IeTanHx ao3u (LD5o) Ha nepopanHo npx[reHeTIoT alnpa3or]aM
r3HecyBaa 770 mg/kg npr eKcnep[MeHr[ co rnyaqu v 1220 mgtkg npu
eKcneptMeHT[ cO CTaOpLlt .

l4cn|4ryBalsa Ha xpoHr4qHa roKcrlgHocr t43BpueHu ce Kaj craopll|,l co npxMeHa
Ha annpa3onaM Bo Ao3t4 AO 150 nan4 noroneMx oA npenopaqaHuTe xyMaHh
Ao3t4. Bo qryA[jara He ce 3a6ejrexaH[ naToaouir4 npoMeHr Ha
xeMaTonouJKt4oT cr4cTe[4, Hl4ry npo[4eH[ BO $yHKqljaTa Ha qpH[oT Apo6 hoyope3 Te. KaJ [cn[ryBaHuTe xuBoTH e 3a6enexaHa norofleMa 3eqecTeHocT
Ha_ KaTapafia u BacKynapx3aqlja Ha poxHr4qaTa. cnoMHaT Te npo[4eHl
3a6enexaH[ ce orKaKo JteKor 6|4n nplMeHyBaH Kaj craoplll4 KoHTxHyxpaHo
noBeke oA 1l Meceqfi.

lip[MeHara Ha annpa3oaaM (aj craopllx !r n[ToMr 3ajaqhba 3a BpeMe Ha
opraHoreHe3aTa, Bo Ao3a 8 naT[ nororreMa oa npenopaqaHaTa xyMaHa ao3aHeMaue Bn[jaH{e Bp3 pa3Bojor Ha nnoAoBhre. l-lpr ucnurylarrara ra
Bnv)a{uero Ha arnpa3onat, Bp3 npe_ u nocrHaraflHuor pa3Boj Ha ffiyBt.lure,
3a6enexaHr ce npo[4eHu Bo oAHecyBabero Ha HoBopoAeH Te Kor 3a EpeMe
Ha npeHaranH!'ror pa3Boj 6|4ne [3noxeH[ Ha annpa3onaM. 3HaqeEero Ha
oB[e HaoA[ 3a nyieTo He e no3HaT.

npu in vitro v in vivo ucnaryBarbaTa annpa3oraM He noKaxa MfrareHr4
cBojfiBa.

Bo cTyAtlrre co rflyBtltr 14 craopqh, nepopanHo np[MeHerfior annpa3onaM Bo
Ao3tt 50 - 150 naTI noroneM!4 oA npenopaqaHlTe xyMaHu Ao3u He 6hn
KADU|,HOTEH.

6. OAPMA|IEBTCKXnOAATOUI4
6. 1. ' 4CTA HA EKCU nl4EHC]4

JtaKTo3a MoHoxxApar; nqeHKapeH cKpo6; MxKpoKpxcranHa qenyno3a;
cfnlqxy\4-Al4oKct4A, 6e3BoAeHi Kafl Llr4yM-creapar.

6.2. T4HKOMnATUEI4IHOCT

6.3. POK HA YNOTPEEA
24 Mec'-Ll/i.

6. 4. HArlt4H HA r{yBAt6E
Aa ce qyBa Ha reMneparypa Ao 25. C.

5.5. nAKyBAtbE (npHpoflA 14 COAPXI4HA HA
Snrcrep naKyBa|be (PVC/AI Sonrja).



6. 6. YNATCTBO 3A YNOTPEEA / PAKYBA}bE

7. noAATOql4 3A HOCI4TE tOT HA pEllEHt4ETO 3A npOMET 14
YBO3H14KOT
EEIYnO AOOEI CKonje,
yn. lll MyE 6.6., 1000 CKonje, P. MaKe,qoixja
3acTanHuK Ha npo[3BoAuTenoT 6enyno, fleKoB]r Ko3t eTuKa a.a.,
ynxqa AaHuqa 5, 48 000 KonpxBHr4qa, XpBarcKa
(Bo copaoorKa co 3eHrltBa, a.c., npara, qeu(a Peny6nuKa)

8. EPOJ HA PE]UEH]4ETO 3A CTABAIbE BO NPOMET
24.04.2007 roA.

9. flATyM HA HA pEutEHl4ETO 3A CTABAIbE
15-3767tO7

10.. IATyM HA nOCflEEHATA pEBt43l4JA HA
08.11.2010 roA.
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