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3E14PEH l43BElllTAJ 3A OCOEtlHl,lTE HA flEKOT

I4ME HA JIEKOT
CALIXTA/I{AII 1/ KCTA 30 mg Snnu-o6noxeHn ra6nern
mirtazapine

KBAII 14TAT14 BEH 14 KBAHT]4TATI4 BEH COCTAB
KAfll4KCTA 30 mg Qnnu-o6noxeHa ra6nera co4pxt4 30 mg Mnpra3anilH.

ErcqunreHcn co no3Har e$err:
Egna KAflhKCTA 30 mg Sranvr-o6noxeHa ra6nera cogpxt4 88,8 mg flaKro3a
MOHOXn,qpaT.

3a qenoxynHuom cocmae Ha noMowHume cyncmaH4uu eudeme eo noenaejemo
6.1. nUCTA HA EKCUUqUEHCU

oAPMAUEBTCKA OOPMA
Ounu-o6noxeHa ra6nera.
KAfll/KCTA 30 mg $nnu-o6noxeHara ra6nera e qpBeHo-KaSeaaa,
enuncoBr44Ha, 6urxoHBeKcHa Qunu-o6noxeHa ra6nera co pa3AeflHa nrHnja Ha
e,qHara crpaHa. Ta6nerara Moxe,qa ce pa3genn Ha eAHaKBvl Aosu.

Kfl14H14qKLr nOgATOqt4
TE PAn E BTC K14 14 HE14 KAql4 t4

MrprasanhHor e ilH4r4rlupaH 3a fleKyBalbe Ha re[uKr4 Aenpec]rr4 raj eoapacnur
nilqa.

EO3I4PAFbE t4 HA[{]4H HA ynOTPEEA
[ognpaFbe
Bospacuu
E$nracnara,qHeBHa Ao3asoo6il.{aeHo e noMery 15 t,t 45 mg.
fleryaarero 3anoqHyBa co Ao3a oA 15 ranra 30 mg.

Mnpraaannnor noqHyBa Aa ro noKaxyBa caojor e$enr rnaBHo no 1 go 2
cegMhqr4 oA neKyBaFbero. Jleryearuero co coo4BerHa Ao3a 6u tpe5ano Aa
pe3ynrupa co no3nrnBeH ogroBop Bo paMKnre na 2 Ao 4 ceAMilql4. Aro
pe3yfiTaTOT OA neKyBabeTO He e 3a.qOBOnyBaqKl,l, TOTaUJ AO3aTa MOXe Aa Ce
3roneMil 4o HajroneMara npenopaqaHa Ao3a. Aro nenaa cooABeren e$exr eo
paMKnre Ha noHaraMoluHure 2 Ao 4 ceAMuqt4, Torau neKyBalbero rpe6a ,qa ce
npeKuHe.
SonHnre co Aenpecnja uropa Aa ce neKyBaar Bo nep
3a Aa ce o6es6eAn noeeke.Aa HeMaar HuKaKBu cl,l

Ce npenopal{yBa nocreneHo npeKuHyBarbe Ha

Aa ce ne6erHar cnMnroMt4 Ha ancruHenqraja (a
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floqerHara Ao3a e eAHaKBa Ha oHaa xaro raj Bo3pacHure. Kaj nocrapr 6onnn

Ao3aTa rpe6a Aa ce 3rofieMyBa nOA cTpor HaA3Op, 3a Aa ce nocTilrHe

3aROBOflyBaqKU Ll CnrypeH KnuHilqKu oAfoBop.

Eonuu co Hapywena Qynx4uia na 6y6pesume
Kaj 6onHra co cpegHa,qo reuKo HapyueHa Synrquja ua 6y6pesnre (co KtlnpeHc

Ha KpearilHt4Hor < 40 ml/min), nanavyBaFbero Ha Mupra3anilH MoXe Aa 6rge
HaManeHO. TOa rpe6a Aa ce nMa BO npeiqBnA npil nponnuyBaH'e Ha

Milpra3anuH Ha oBaa rpyna ua 6onuu (erapere ro nornaejero 4'4)'

Eonuu co Hapywena Qynrcquia ua qpHuom dpo6
Kaj 6onnn co HapyueHa Qynrqraja Ha qpHnor Epo6 n3flaqyBaFbero Ha

MilpTa3anhH MoXe Aa 6nrye HaManeHo, LllTo rpe6a ,qa ce l4Ma Bo npe4Bu.q npil
nponuluyBarbe Ha Milpra3anuu, oco6eno raj 6onnra co reuJKo otureryBaFbe Ha

r{pHr4or Rpo6, 6n$elkn He fiocrojar KnhHnqKl4 ncnnryBarba raj oaaa rpyna Ha

6onnn (eragere ro nornaajerc 4.4).

lledujampucKa nonyn aquia
MnprasannH He cMee Aa ce npilMeHyBa raj 4eqa n aAoflecqeHTil noMnagn o.q

18 rOAhHt4,3aTOa uTO AenOTBOpHOCTa He 6una,qOKaXaHa Bo TeK Ha ABe

rparrorpajnra KflilHt4l{Ku ncnilTyBaba (angere ro nornaajero 5.1) n 3apa4n
6es6eAHocHu npuqilnvr (eragere ro nornaejero 4.4,4.8 n 5.1).

HaquH xa npuuexa
MuprasanuHor nMa nonyBpeMe Ha eflnMr,rHaquja oA 20 Ro 40 Llaca h 3aroa e
cooABereH 3a npilMeHa eAHa[! AHeBHo. flpenopaqnnBo e Aa ro 3eMare KaKo

eAHoKparHa Ao3a npe4 HokHara noLl4BKa. MnprasanilHor t4cro raKa Moxe Aa ce

npilMeHyBa Bo ,qBe nogeneHu gosn (egnalu HayTpo n eAHa[U HaBeqep, co Toa

uro norofleMara Eo3a rpe6a iqa ce 3eMe naeevep).
Ta6nerure ce HaMeHerr 3a npr4MeHa Hn3 ycra, co reqHocr, TaKa ulro ke ce

nporonraar 6eg uBaKalbe.

KOHTPAI4Hfll4KAU[414
flpeocernilBocr KoH aKTnBHara uarepnja nnn KoH Heroj oA eKclll4nueHchre

HaBeAeHil ao nornaejero 6.1.
Konrpann4nqnpaHa e ucTOBpeMeHa npilMeHa cO uttxu6ntopr Ha

MOHOaMnHOOKcnAa3ara (MAO) (era4ere ro nornaejero 4.5).

MEPK14 HA nPETnA3fll4BOCT 14 nOCEEHh nPEAvnPEEvBAtbA
fl e.qriarpucra nonvnauria
MnprasannH He-cMee Aa ce npuMeHyBa Bo repanuja raj Aeqa n agonecqeHrn
noMflarqr Cyraqngno o4HecyBaue (o6ttg 3a cyhqn,q n cyulqilEHl4

(raapaaena arpecnBHocr, nport4Behbe u 6ec) ao
noqecro e 3a6enexaHo Kaj Rella vI

aAofl Hr4 CO aHTUAenpeCnBV BO OAHOC Ha ,qeqara vl

nnaqe6o. Aro nerapor, Bo cnyvaj Ha KnuHuqKa

fleKyBahbe co Mt4pra3anuH, rrorpe6no e 6onHuor
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AOCerauHnTe KnilHhLtKl4 UCnUryBahba He e AoKaXaHa AenoTBOpHOCTa V

RonrorpajHaTa He[uTeTHocT Ha MhpTa3annH Kaj Aeqa n aAonecqeHru noMrraAH
oA 18 roAilHt4 Bo norfle4 Ha pacror, pa3Bojor u co3peBaHrero.

Cynuul/cvhuunHn nahcnu unh xnuHnqro enouvaaHre
fienpecujara e noBp3aHa co 3rofleMeH pn3uK og nojaaa Ha cyilqt44Hr Mncnv,
caMonoBpe4yBaFbe n cyuqv1 (cyuquguu nacraHu). Oaoj pnanK nocrol,t RoEeKa
He Aojge Ao snavajxa peuncraja Ha 6onecra. Co orae4 Ha roa ruro
nogo6pyaabero He Mopa Ra AojRe Bo reKor Ha npBHTe HeKonKy ceAMr4qyl oA
rfeKyBahbero nnv noaeke, 6onnnre rpe6a BHnMareflHo Aa ce cne4ar cd .qo4exa
ne 4oj4e go nogo6pyBabe. Onuro KnnHuvKo ytcKycrBo e pil3t4Kor oA cyt4qhrq Aa
pacre Bo paHure Sasn Ha 3aKpenHyBaFbe.

Eonnure co ucropraja Ha cyilquiqHn HacraHil, nnv oHue uJTo noKaxryBaar
3HaqrreneH creneH Ha cyhllnAHu u4en npe4 nolreroKor Ha neKyBarbero, o6uqno
t4Maar noroneM pn3HK o4 nojaaa Ha cyuqr4AHr4 Milcnil nnu o6ng4 na Bo reKor Ha
neKyBaFbero rpe6a BHnMareflHo Ra ce cfle.qar. Mera-aHann3ara na nnaqe6o
KoHTpoflr4paHhre KflhHl4r{Kr4 ucnuryBaFba Ha aHTh4enpecuBn raj aospacnr 6onnu
co ncnxnjarpucxu HapyuJyBaFba noKaxafla norofleM ph3t4K o.q cyhr{u,qHo
o4HecyBarue xaj 6onHu noMnagh oA 25 ro4nHn Koil 6une Ha repanuja co
aHTu4enpecnBu Bo o4Hoc Ha oHhe ron Aobneane nnaqe6o.

florpe6no e BHhMareflHo Aa ce HaArne4yBaar 6onnrre Ha repanuja co
aHTngenpecvBvl, oco6exo oHue co Br4coK pr43r4K, 14 Toa noce6Ho Ha noqeroKor Ha
repannjara n no npoMeHa Ha Ao3ara. Sonnnre (ra neryearennre na 6onnure)
rpe6a Aa ce npe4ynpeAar Ha norpe6ara oA cne4eFbe Ha nojaaa Ha KaKBo 6wno
lsIl4Hl4LrKO BJrOr.IyBalbe, Cyt4Lll,tAHO OAHeCyBaFbe vnv pa3Mnc.nyBaFbe, KaKo u
Hesoo6u.raeHu npoMeHn Bo oAHecyBalbero, u BeAHauJ 4a no6apaar neKapcKt4
coBer ao cnyuaj Ha raKBr4 cuMnroMt4.

Co orneg Ha MoxHocra ga cyuallAA, oco6eno Bo noqeroKor Ha neKyBaFbero, Ha
6onnror rpe6a Aa My ce Aa.qe caMo orpaHnveH 6poj xa Mnpra3annH ra6neru sa
Aa ce HaMaflu p14314KOT Olq npeAo3l4paFbe.

lenpecnja na rocrenara cpx
3a6enexana e nojaea Ha iqenpecraja Ha KocKeHara cpx Bo reKor Ha neKyBaFbero
co Mt4pra3anilH ta6netn, roja o6uvno ce MaHn$ecrnpa Kao rpaHynoquronennja
unu arpaHynoq[To3a. Perro e ea6enexaHa peaepsr,r6vnHa arpaHynoqnro3a
npil KnilHvtLtKt4 ucnilTyBaFba co Mr4pra3anilH. Bo nocrnaapKeruHluKt4or nepuo4
MHory perKo ce sa6enexaHn cflyqail Ha arpaHyfloqnro3a co Mt4pra3annH,
rflaBHo oA peBep3u6unna npupo4a, Ho Bo HeKou cnyqan co cMpreH pe3ynrar.
Cnlprnure cflyqat4 najvecro ce sa6enexaHh xaj 6onHra
flerapor Mopa 4a o6pxe .BHt4MaHue Ha crNlnToMHTe
TeMneparypa, 6onxr Bo rpnoro, croMart4TtAc nnv
Kora oeue cilMnroMr4 ke ce nojaear, neKyBaFbero
npoBepH KpBHaTa cfluKa. - .:

Xonrnua



Bo cnyvaj Ha nojaea Ha XonTilLla, fleKyBaFbeTo Co Mt4pTa3annH rpe6a Aa ce
npeKnHe.

Cocroibn raj rou e norpe6eH Haagop
BHnuarenHo Ao3upabe, peRoBHa h cTpora KoHrpona norpe6na e raj 6onHn co:
- enrnencr,rja il opraHcKt4 ct4HApoM Ha Mo3oKor. lzlaxo KnnHhqKoro l4cKycrBo

ngKaxqyBa AeKa ennflenTn9HilTe Hanafln Ce peTKu Bo T€KOT Ha fieKyBaH,eTo

co Mt4pTa3anylH, neKyBahberO rpe6a KaKo u Co ApyruTe aHTn4enpecilBl4 Aa
3anoqHe co nperna3nuBocr Kaj 6onur co enrnencnja Bo aHaMHe3ara.

flexyaauero rpe6a Aa ce npeKilHe raj crare 6onHu raj rou ce jaeune HanaAr

nnv ce 3rofleMnna HilBHaTa 3aqecTeHocT.
- Hapyurena $ynxqrajara Ha qpHnor Apo6. flo egnorparHa opanHa Aoea oA 15

mg Milpra3annH il3flaqyBaFbero Ha MupTa3anilH e HaMafleHo sa orony 35%
raj 6onHrrr Co 6flaro AO cpegHo Te[UKo ouTeTyBa]be Ha LlpHHoT gpo6, ao

cnopeg6a co nrqara vraja Synrcqraja na qpHnor Apo6 e ypegHa. flpocevuara
KoHqeHTpaqilja Ha Mupra3anuH Bo nna3Mara ce 3roneMnna 3a oKotty 55%.

- HapyueHa $ynrqnja Ha 6y6pesrare. flo e4noKparHa opaaHa Ao3a og 15 mg

Mnpra3anuH Kaj 6onHil co cpe4Ho reruKo (xnrapenc na KpearilHt4H < 40
ml/min) u reruKo (rnrapeHc Ha KpearuHuH < 10 ml/min) oureryBaFbe Ha

$yHrqrajara na 6y6pe3ure, h3flaLryBabero Ha Mhpra3annn 6nno HaManeHo

3a oKolty 30% o4nocno 50%, Bo cnopep6a co 34paBnre flhqa. ['lpocevHara
KoHqeHTpaquja Ha Mupra3anilH Bo nna3Mara 6una 3rofleMeHa 3a oKotly 55o/o,

oAHocHo sa 115o/o. Kaj 6onHu co 6naro ouJreryBaFbe Ha 6y6pexnara

$ynrqraja (xnrapenc Ha KpearnHuH < 80 mg/min) ne ce 3a6eflexaHu snavajnu
pa3nHK,l Bo cnopeA6a co KoHrponHara rpyna.

- oonecrn Ha cpqero, Ha np. npeqKr4 Bo cnpoBoAflktBocra, aHrilHa neKTopl4c 14

HeoAaMHeuteH ttH$apKT Ha MuoKapAor, raj Kon ce norpe6Hn soo6ilqaeHr
MepKil Ha npeTna3flilBocT v BHrMaTenHa npuMeHa Ha KoHKOMilTaHTHI4

fleKoBLl.
- H143OK KpBeH npUTt4COK

- u.rekepna 6onecr. Kaj 6onnn co uekepHa 6onecr aHTn5eflpecilBhre Moxar

Aa ja Hapyrrlar KoHTponara Ha rnnxeuujara. florpe6Ho e BHrMarenHo

cne4erbe n no norpe6a npracnoco6ynaFbe Ha Ao3ilTe Ha uHcynnnot wlunu

opafl HuTe xhnornilKeMhqil.

Karo n xaj gpyrrare aHTrAenpecuBl4, rpe6a Aa ce BHilMaBa Ha cfleAHoTo:
- Kora nprMeHyBaMe aHTllgenpecuBra raj 6onHu co Luneo$penrja vnv Apyrvl

ncuxl4r{Kt4 HapyllyBaba, 3aroa uro Moxe Aa Eojne .qo BfloLuyBaHre Ha

ncnxilL{K]4Te cilMnTOMn; napaHonAHl4Te Mucnu MoxaT Aa ce 3acnJ'laT.

- Bo TeKoT Ha neKyBaFbeTo Ha flenpecnBHaTa $aea Ha 6nnonapHoro
HapyuyBaue (nnauur{Ho-AenpecnBHa ncnxo3a), 3aToa UJTo MoXe ,qa noMilHe

Bo rvrflJ{r{g.He Saea. Sonnrre co racropraja Ha vannialxnnouannja rpe6a

.ce cneAaT. Tepanrajara co Mt4pra3anvlH Tpe6a Aa ce npeKilHe

BO MaHnLrHa sa3a.
Ha MUpTa3annH He

r4cKycrBo noKd(yBa AeKa
MOXe nOHeKOraU Aa

nperqu3B14KyBa 3aBncHOCT,

HeHaAejHO npeKhHyBarbe no
npeEn3BhKa c14MnroM14 Ha

ce 6flaril n MnHflhBt,l. MeryoE rile peaKqnil



pa3rrl4qHilTe cilMnroMr4 Ha ancruHeHqnja Hajqecro npujaByBaHil ce
BprornaBnqa, afvraquja, aHKcl4o3Hocr, Ma'.{HrHa v rfiaBo6onKa. Vlaro ce
HaBeAeHn KaKO CnMnrOMl4 Ha anCTnHeXqUja, rpe6a Aa ce 3eMe Bo npe.qBuA
AeKa rile c[MnroMl4 Moxar Aa npon3neryBaar il oA ocHoBHara 6onecr. Karo
Luro e HaBefleHo Bo nornaajero 4.2, ce npenopaqyBa nocreneHo
npeKilHyBabe Ha repannjara co Mt4pra3annH.

- norpe6na e nperna3flt4Bocr raj 6onnu co npeqKu npuypuHupaFbero, Ha np. co
xnneprpo$uja Ha npocrarara v xaj 6onnr,r co aKyreH rflayKoM Ha receH aroJr 14

3roneMeH uHrpa-oKynapeH npnrucoK (naxo He 6n rpe6ano Aa ce oqeKyBaar
npet.tKt4, 3aroa [!To fleKor nMa MHory cna6o aHTylxoflt4HeprnltHo 4ejcreo).- Kaj 6onnn co aKaru3uja/ncuxouoropeH HeMhp, ynorpe6ara Ha aHTlr.qenpecvBtA
ce noBp3yBa co paseoj Ha aKarh3rja, roja ce KapaKrepu3ltpa co cy6jerruBHo
HenpujareH nntA crpeceH HeMnp n norpeOa 3a ,qBmxebe, Ltecro npnApyxeHa
co Hecnoco6xocr 3a MhpHo ceAeFbe unil croeFbe. Bepojarnocra 3a nojaaa na
oBile cuMnroMl4 e noroneMa Bo npBnre HeKonKy ceiqMuqil oA neKyBaruero. Kaj
6onHu raj rora tte ce paserajar raKBn cuMnroMr4 3roneMyBalbero Ha Ao3ara
Moxe Aa6u4e urerHo.

- cnyqan Ha npo4oDKyBabe Ha QT uHrepBanor, torsades de pointes,
BeHTpl4KyflapHil TaxilKapgnu u HeHaAejna cupr, ea6enexaHn ce Bo reKor Ha
nocr-MapKeruHl.uKoro KopucreFbe Ha Mupra3anuH. [loeekero cnyLtail Koil ce
nojaanne noBp3aHr ce co npe4o3t4parbe nnh co 6onxn Kov vtwaar Apyryl
$arropn Ha pil3r4K 3a nponon)ryBabe Ha QT uHrepBaflor, ernyvyaajrira
l4croBpeMeHara ynorpe6a Ha neKoBr4 Koil ro npo4oJlxyBaar Koprtrupanraor QT
uHrepBan (QTc) (engere rn nornaejara 4.5 tA 4.9). l-lorpe6xa e
nperna3nhBocr npil nponuuyBaFbe Ha Mupra3annH raj 6onHu co no3Hara
KapEhoBacKyflapHa 6onecr vnn co npoflonxyBaFbe xa QT ilHTepBanor Bo
rcropujara na 6onecra, KaKo v npv ilcroBpeMeHa ynorpe6a na Apyfl,l fleKoBr4
Koh ro npo4oruqyBaar Kopt4rnpaHnor QT unrepaan (Qtc).

Xnnonarpenauia
XnnoHarpeuuja, aepojarno nperqr43BilKaHa oA HecooABerHo flaqerbe Ha
aHTta,qnypercKt4 xopMoH, e MHory perKo ga6enexaHa Bo reKor Ha npuMeHara Ha
Milpra3anhH. f'lorpe6Ha e nperna3fluBocr raj praoravHr 6onHr KaKo uro ce
nocraph 6onnu unn 6onnw Kor4 LrcroBpeMeHo ce fleKyBaar co npenaparu 3a Kovl
e nosHaro AeKa npe.qu3Br4Kaar xnnonarpeuuja.

CeporoHrncru cuxnpovr
[4nrepaxrlr,rja co ceporoHepfh\.rHr4 aKTnBH]4 Marepilt4: ceporoHt4HcKr4or ct4HApoM
Moxe Aa ce jaan rora cefleKT[BHute uuxn6vropn Ha noBTopHoro npe3eMabe Ha
ceporoHl,tHor (ssRl) ce Kopr4crar [croBpeMeHo co Apyfl,l ceporoHeprrqHu
aKThBHl4 Marepilu (ergere ro nornaajero 4.5). Cuunroun Ha ceporoHr,lHcKuor
cl4HApoM ce xuneprepuuja, MycKyflHa purulqHocr, Mt4ot{noHyc, Hecra6nflHocr Ha
aBTOHOMHI4OT HepBeH CUCTeM CO MOXHa 6p3a snyrryaqwja ry.v,_.auJanHure



4.5

nojaBa Ha HaBe,qeHuTe cuMnToMl4 14 Mopa Aa ce 3anoqHe co cuMnroMaTcKo
fleKyBaFbe. OR nocrMapKeruHr.uKoro r4cKycrBo ce rne4a AeKa Ao ceporoHr4HcKt4
cnH,qpoM goafa MHory perKo raj 6onnn Kou ce fleKyBaar caMo co Mr4pra3anuH
(en4ere ro nornasjero 4.8).

Teurr Hecaxauu lejqrea Ha xoxaTa
Teu:xu KoxHt4 HecaKaHil peaKqfifi (engl. severe cutaneous adverse reactions,
SCARs), ernyvyaajkra CrmseHc-JohnoHcoH ct4HApoM (SJS), roKct4qHa

enHEepManHa HeKpoau3a (TEN), pearrlr,rja Ha neKor co eosrano$r,rnrja v
cncreMcKr4 cHMnroM14 (DRESS), OynoseH rqepMarurt4c !4 Mynru$opueu ephreM,
Korl Moxe [a 6r,rAar onacHlr no xHBor unil cMproHocHkl, npnjaeeHu ce Bo BpcKa

co neKyBaFbeTo co MllpTa3anuH.

Aro ce nojaea: 3Hau[ n cnMnroMt4 Kol4 yKaxyBaar Ha onue peaKqfiH,
ynorpe6ara Ha reKor Mr4pra3anran rpe6a BeAHa[x Aa ce npeKilHe.

,{oxonry naumeHTor mMa pa3BneHo Heroja o,q oBue peaKqNH co ynorpe6a Ha

Mnpra3anuH, Kaj Toj naLlHeHT H[KaKo He rpe6a Aa ce 3anoL{He noBTopHo
neKyBahbe co Ml4pTa3anHH.

flocrapu 6onnu
[locrapure 6onHn ce qecro noqyBcrB]4TenHil, luro oco6eHo ce o.qHecyBa Ha

HecaKaHhre 4ejcrea o.q aHTn4enpecuBr4. Bo reror Ha KfluHut{Knre ncnnryBaFba
co Mt4pra3ant4H HecaKaHure gejcrea He ce ga6enexann co noroneMa
3aqecreHocr raj nocrapnre 6onHu orKonKy xaj gpyrure Bo3pacHh rpynh.

Oaoj fleK co4pxr4 IIaKro3a. Sonnu co perKo Hacfle4Ho HapyrrlyBarbe Ha

Heno4HecyBaFbe Ha raflaKTo3a, co He4ocraroK Ha flan-narraga unv co
Manancopnqraja Ha rflyKo3a n ranaKTo3a, He 6ra rpe6ano.qa ro 3eMaar oaoj ner.

l4HTEPAKqr4l4 CO APvrn IEKOB]4 U EPYrn OOPMI4 HA ]/IHTEPAKqI'1I4
Oapuaro4t,tHaMrq Hlt HHTepaKqHx
. Mupra3annHor He cMee Ea ce npnMeHyBa rcroBpeMeHo co MAO-

unxu5ntopw, Hr4Ty Bo paMKnre Ha .qBe ce4M,ttlt4 no npecraHyBalbe Ha

neKyBaFbero co MAO-raHxra6raropu. Bo o6paren perqocneg, rpe6a Aa
noMnHar oKony ABe cegMuqv 3a 6onnnre fleKyBaHn co Mt4pra3anilH Aa
Moxar Aa 6nAar neKyBaHn co MAO-vrnxn6uropu (ergere ro nornaejero 4.3).
OceeH Toa, KaKo u co SSRI, ncroBpeMeHara npnMeHa co Apyrll
ceporoHeprnLrHr4 aKTuBHr4 Marepiln (L-rpnnro$an, TpnnraHn, TpaMaAon,
rr4He3oflr4A, MerrfleHcKo cr4Ho, SSRI, aennaSarcvH, nnrvyM, KaHTapiloH ilfll4
Hypeng-9491 pertoratum u 6ynpeHop$utt) Moxe Aa npe,qu3BuKa HecaKaH

nu.bnu..eQerr (ceporoHr4HcKr4 ct4H,qpoM: BilAere ro nornaajerc 4.4).
io",,r$-r,,frq ce coBeryBa nperRa3fluBocr v BHuMareflHo KnhHrqKoce coBeryBa nperRa3fluBocr v BHuMareflHo KnhHrqKo

tcneAegeSorajraQ aKTuBHr4 Marepnn ce rou6nn vpaar co Mt4pra3annHor.

Aa ro 3roneMH ceAarnBHoro fleJcTBo Ha

u Ha ApyrilTe ceflarnBn (noaekero aHTnncilxort4lln,



aHTnxrcraMnHcKr4 H1 aHTaroHr4crt4, onhon4r4) n rpe6a Aa ce 6r,rge
BHhMaTeneH npn ilcToBpeMeHa np[MeHa Ha oB[e JreKoB]t.

. Mnpra3annHor Moxe Aa ro 3rofleMu ,qenpecuBnoro gejcrBo Ha aflKoxonor
Bp3 qeHrpanHilor HepBeH cilcreM na Ha 6onHnre rpe6a Aa nM ce npenopaqa
,qa usoerHyBaar KoHcyMr4paFbe Ha anKoxon Bo reKor Ha neKyBaFbero co
MilpTa3anuH.

. Mnpra3annHor Bo iqo3a oR 30 mg e,qHa[! AHeBHo npeAn3BnKa Maflo, Ho
crarucrr4LrKl4 snavajHo 3roneMyBaFbe Ha nHTepHaqiloHaflHo
HopManu3upaHuor coo.qHoc (lNR) xaj nnqa.neKyBaHil co aapQapran. Eugejku
xaj noroneMnre Ao3r4 Ha Milpra3anrH He Moxe Aa ce ncKnyq}l noil3pa3eH
e$err, ce npenopaLtyBa cne4eFbe Ha INR Bo cnyvaj Ha hcroBpeMeHo
neKyBabe co aap$apnH u co Mt4pra3anrH.

o Pusurot oA npoAomryBalbe Ha QT-ranrepBaflor ulunn BeHTpr4KyflapHa
apuruuja (na. np. forsades de pointes) rvroxe Aa ce 3rofleMil co r,rcroBpeMeHa
npnMeHa Ha fleKoBt4 Kou ro npogonxyBaar KoputrilpaHuor QT nHrepean (Qtc)
(Ha np. HeKoLr aHTnncnxorvl1;u n anru6uorwJu).

Oa p nlt a ro Klr Herlt rt H l,t x HTepa KUlt ll
Kap6auasenuHor v $ennronnor, r4HAyKropr4 Ha CYP3A4, cKopo gaojHo ro
sroneuuja KnhpeHcor Ha Mupra3anuHor turo KaKo pe3yflTar hMaue
HaManyBaFbe Ha npoceqHara KoHqeHrpaqnja Ha Mlrpra3annH Bo nfla3Mara 3a
60%, oJHocHo aa 45o/o. Kora rap6aMa3enilHor, nnv 6nno roj 4pyr nH.qyKrop Ha
naera6onn3Mor Ha qpHilor Apo6 (na np. pra$arvrnraqran) ke ce AoAaAe Ha
repannjara co Mt4pra3anilH, Moxe fla ce jaar,r norpe6a og 3rorreMyBaFbe Ha

Ao3ara Ha Mupra3anhH. Axo nar neKyBabero co raKoB neK ce npeKylHe, Moxe
Ea nMa norpe6a oA HaManyBalbe Ha,qo3ara Ha Mupra3annH.
l4croapenaeHara npHMeHa Ha KeroKoHa3on, chneH nnxu6ntop na CYP3A4, ru
3rofleMr MaKc[ManHnre KoHqeHTpaqilu Bo nfla3Mara 3a oKony 4004, a
noBpr.unHara no4 Kpt4Bara (AUC) Ha Mnpra3anuH 3a oKoJly 50o/o.

flpu ilcroBpeMeHa npnMeHa Ha quMeril,qrH (cna6 nnxn6rrop Ha CYP1A2,
CYP2DO u CYP3A4) - co Mt4pra3anuH, npoceqHara Bpe,qHocr Ha
KoHlleHTpaqujara Ha Milpra3anuHor Moxe Aa ce 3roneMil sa noeeke oA 50o/o.
f'lorpe6na e nperna3nnBocr n eBeHTyanHo HaManyBaFbe Ha Ao3ara Kora
M[pra3anrH ce npnMeHyBa ncroBpeMeHo co cnnHr CYP3A4 vtuxvr1utopu,
unxu6utopu Ha HIV nporea3ara, a3onH[ aHTllMnKorwqn, epilTpoMl,tqt4H,
quMernfqn H vnu ne$aso4oH.

VlcnntyaaFbara Ha rHTepaKquure He orrpuja HnKaKBn snavajHn
QapuaxoxuHerilqHn e$erru npr ucroBpeMeHa npilMeHa Ha Mnpra3anilH co
napoKceTuH, aMHTpl4nTilr|t4H, pilCnepnAoH nn[ flUT]4yM.

l-le4njarplrcKa nonynaqnja
Vlcnutyaalbara Ha ilHTepaKllt4nre cnpoBeAeHn ce carvro raj

4.6 ynoTpEEA 3A BPEME HA nflORHOCT, EPEMEHOCT
Epeuexocr ,,



4.7

OrpaHuveHure no,qaroqn 3a ynorpe6ara Ha Mr4pra3anuHor raj 6peueHu xeHh
He yKilryBaar Ha 3ro-neMeH pil3r4K og nojaea Ha KoHreHVTanHV uanQopruayn.
lAcnnryeaFbara Kaj xilBorHnre He noKaxaa reparoreH e$err Koj 6n 6un
rgr4Hr4LrKr4 pefleBaHTeH, Fro sa6enexaHa e roKcr4qHocr Bo paaeojor Ha

noroMcrBoro (au4ere ro nornaajero 5.3).
EnugeunonouKure no4aroqil noKax(yBaar .qeKa np[MeHara Ha utxu6rropure
Ha noBropHoro npe3eMalbe Ha ceporoHr4Hor (SSRI) Bo reKor Ha OpeueHocra,
oco6eno Bo AoqHara 6peueuocr, Moxe Aa ro 3rofleMil pr,l3r4Kor oE
nep3ilcreHrHa nyflMoHanHa xnnepreH3uja raj HoBopo4eHqnH,a (PPHN). lzlaro,
Hury e.qHa cryguja ne ja npoyqyBana noBp3aHocra Ha PPHN u Ha fleKyBaFbe co
Mupra3anuH, rpe6a Aa ce 3eMe Bo npegBn,q rqeKa nocror4 noreHqujafleH pn3nK
Bo ogHoc Ha MexaHu3Mor Ha pearqnjara (sroneueHr Bpe.qHocn4 Ha

ceporoHnHor).

florpe6Ha e nperna3flilBocr nph nponnuyBaFbe na oaoj nerc raj 6peueHu xeHu.
Aro ra6nernre Mnpra3anuH ce npnMeHyBaar Ao nopogyBaFbero nnn Hegonro
npen nopoAyBarseTo, Torau ce npenopaqyBa nocTHaTanHo cfleAehbe Ha

HoBopoAeHqero 3a Ha BpeMe Ea ce sa6enexar MoxHnre e$errn 3apa4n
npeKuHyBaFbe Ha repanujara.

floelle
lAcnnryaarbara raj xneorHn n orpaHrqeHure nogaroqh oA ncnrTyearuara raj
nyfe noraxryBaar .qeKa Ao il3na.+yBatse Ha Mnpra3anuH eo uajvunoro MneKo

noaia Bo MHory Mafln KonnqnHil. Ognyrara 3a roa Aaflu Aa ce npoAonxil ilnl4
npeKuHe AoeHreTo, vnu Aa ce npoAo-nxu unn npeKnHe repannjara co
Mnpra3anun, rpe6a Aa ce AoHece seuajkn ja eo npeABLtA Kopt4cra oA,qoeFbero
3a .qerero , vnt Kopl4cra oA Tepanujara co Mr4pra3annH sa nltajrara.

flno4uocr
HexnuHilqHilre cryAuu Ha penpoAyKr-il4cKara roKcr4t{Hocr Kaj xnBorHn He

noKaxafle KaKBU 6uno e$errn Bp3 nno,qHocra.

BnnJAHlrlE BP3 CflOCOEHOCTA 3A BO3EbE l4Ill'l PAKyBAHTE CO
MAl|l14Ht4
Ta6nerrre Milpra3annH ilMaar Mano uflr4 yMepeHo ennjaHne Bp3 cnoco6Hocra
3a ynpaByBaFbe co Bo3una u 3a paKyBabe co Ma[rIr4Hr4. MupraaannHor Moxe Aa
ja Hapyur4 KoHqeHTpaqnjara n 6y,qnocra (oco6eno Bo noL{eroKor Ha

neryearuero). Aro 6onnVor ru noqyBcrByBa HaBe.qeHnre chMnroMr4, Toratu
rpe6a Aa fn us6erHyea noreHqrjanHo onacHnre aKTnBHocrr4 Kor4 6apaar
6ygxocr n

paKyBaFbe
a, KaKo [uTo e Bo3ehbe Ha MoTopHvl BoSlAna l4nv

6onnure onhuyBaar 6pojnn cuMnroMr4 Kou ce
no 6onecr. 3aroa e reuKo Aa ce o4pe4n Koil

ecTa, a Kon ce nocneA[Lla oA fleKyBaFbeTo cocnMnToM14

4.8

MnpTa3anu



Hajvecro sa6enexaHr HecaKaHra 4ejcraa, Kor4 ce nojaeyaaar raj noeeke op,5o/o
6onnu fleKyBaHt4 co Mr4pra3annH npu paHrqoMu3npaHn, nnaqe6o KoHTponnpaHu
ncnilTyBahba (eu4ere ja ra6enara), ce coHflylBocr, ceAallilja, cyeocr Ha ycrara,
3rofleMyBabe Ha aneTuToT il 3roneMyBahbe Ha TenecHaTa Maca, BpTorflaBilLla n
3aMOp.

L4saputena e aHanil3a Ha cilTe paH.qoMh3upaHn, nnaqe6o KoHTponupaHvl cry4tttA
xaj 6onnn neKyBaHu co Mr4pra3annH (er<nyvyaajrtra ra gpyrv nt4ntaquu co reruKa
flenpecnja) sapa4r eaanyaqraja Ha HecaKaHyrre gejcraa. Mera-ananvsara
on$arnna 20 ctyguu co nnaHnpaHo rpaebe Ha neKyBaFbero Ao 12 ce,qMnqu, co
1501 6onen (134 6onHuvHu rogrann) rou go6uaane Ao3r4 Ha Mupra3annH Ro 60
mg H 850 6onnu (79 6onnuqnn ro4ranr) ron go6naane nflaLle6o. flpogoflxeHil
Qaou Ha rile ucnilryBaFba ce ncKnylreHr4 3a Aa ce o4pxt4 cnopeAnhBocra co
nnaqe6oro.

Teuxr KoxHt4 HecaKaHn peaKqrr (SCARs), exnyvyeajrcn CrueeHc-JohnoHcoH
cvlHffpoM (SJS), roKcur{Ha ennqepManHa HeKponn3a {TEN), pearqraja Ha neKor
co eoohHo$nnnja u chcreMcKl4 crMnroMr4 (DRESS), GynoseH flepMarhrtac 14

uynrn$opMeH epHTeu, npujaeeHil ce Bo BpcKa co neKyBaHsero co Mmpra3anilH.
(engere ro genor 4.4.)

Ta6enara 1 ja noraryBa Kareropu3r4paHara 3aLrecreHocr Ha HecaKanra gejcraa
Kou npu Knt4Ht4qKilTe ilcnhryBaFba ce nojaanne crarucn4'.{xr sHavajxo noqecro
Bo reKor Ha neKyBalbero co Mr4pra3anuH orKonKy co nnaqe6o, co AoAaroK Ha
HecaKaHh 4ejcrea oA cnoHTano nprajaByBaFbe. 3a.{ecreHocra Ha HecaKaHilTe
4ejcraa oA cnoHTaHnre nprajasyaaua e Bp3 ocHoBa Ha Bpe4Hocrilre Ha
npujaeyaabero Ha rile HecaKaHu 4ejcraa Bo Kfl14Hr4LrKilTe utcnilTyBaFba.
3aqecreHocra Ha HecaKaHure gejcraa oA cnoHTaHure nprajaayaaFba Koil He
6une sa6enexaHn Bo paH.qoMil3vrpaHoro, nnaqe6o KoHTponupaHo ncnuryBaFbe
xaj 6onnn neKyBaHu co M14pra3ant4H, o3HalteHa e KaKo ,,Heno3Hara".

Ta6ena 1. Hecaranr,r 4ejcrea oA Mltpra3annH
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Ex4orpnxu
HapyuyBalba

Hea,qerearxo naqebe Ha

aHThAl4ypeTCKl4OT XOpMOH

Hapyuyearua na
uera6onnguor r
Ha xcxpaHara

3ronen,tysarue
Ha renecHara
Macal
3roneuex
anetilTt

Xunouarpemuja
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HapyuyBaba
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Ilerapnrja'
Bprornaeuqa
Tpeuop 
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MuoxnoHyc Korayneru (uxcynru)
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Hapyuyaarsa xa
MycKynHo-
CKENETHXOT

cllcTeM n Ha
BDSHOTO TKl,lBO

Aprpanrnja
Mnjanruja
Eonra eo
rp6or1

pau64orvruonusa

Hapyuyaarse xa
6y6perrre n
yp!rHapHltor
chcTeM

YpuHapxa pereHqhja

Onurrn
HapyuJyBalba x
peaKqnh Ha
MECTOTO HA
nDltMeHa

flepu$eper
eAeM
3auop

Couxan,t6ynusam
l-erepannoupaH u eAeMLl
fioxannarpax14 eAeMLr

Tecroer 3roneMeHa KpeaThH KuHa3a

' Bo rex Ha KrilHr,rqKtaTe ilcnnryBa]ba rt,te HecaKaHu AejcrBa 6une cratrcruqKu 3HaqajHo no3aqecreHn Bo
TeKOr Ha neKyBaFbero co Ml4pra3anuH orKonKy co nnalle6o.
' Bo teK Ha Kflt,tHl4ltKt4Te ncnuryBaba rue HecaKaH[ AejcrBa 6ea nogaqecreHh Bo reKor Ha npnMeHara Ha
nnaqe6o orKonKy Bo reKor Ha neKyBarbero co Mr4pra3anuH, Ho He 14 crarL'rcrr4r{Kr4 3HaqajHo no3aqecreHh.
o Bo terot Ha KnuHuqKnre ncnilTyBarua rtae HecaKaH[ AejcrBa 6ea crarncrrqKil 3HaqajHo no3aqecreHil
BO TeKOT Ha neKyBaFbeTO CO nflalle6o OTKOnKy CO Mr4pTa3anUH.
" N.B. HaManyBaFbe Ha A$ara reHepanHo He AoBeAyBa Ao HaManyBaFbe Ha
coMHoneHLll4jara/ceAaqujaTa, Ho Moxe Aa ro 3arpo3r4 aHTilAenpecnBHiloT eQeKr.
' l-enepanno, no neKyBalbero co aHTu4enpecrBu Moxar .qa ce pa3Bnjar nnv Aa craHar nore[uKr4
HeMupor u neciinuqara (Kot4 Moxar Aa 6nhar cr4MnroMr4 Ha Aenpechja). Bo reKor Ha neKyBalbero co
Milpra3anilH, 3a6enexax e pa3Boj unu Bno[uyBaH'e Ha HeMnpor n HecoHr4qara.
o 3a6enexaHu ce cnyqar Ha cyull44Hr4 Mucnla u cyr4r-14AHo oAHecyBaFbe Bo reKor Ha fleKyBaFbero co
Milpra3annH, nnu 6pao no npeKilHor Ha neKyBasero (engere ro nornaejero 4.4).
'Bo noee(ero cnyqau, nallneHrnre ce onopannre orKaKo npecraHane co 3eMabero Ha reKor

fla6oparopucK[Te aHanugvl Bo reKor Ha urtaHr4r{KilTe ]4cnt4ryBaFba noKaxane
Ml4Hfl1,iB14 3roneMyBaFba Ha TpaHCaMnHa3nTe V Ha raMa-rnyTaMhn
TpaHc$epa3ure (cenar, nponparHhre HecaKaHn ,qejcrBa He ce npnjaByBaHh
cTaTncThLrKl4 3HaqajHO nOLteCTO CO Mr4pTa3anilH OTKOnKy CO nnaqe6o).

l-legr,rjarpltcKa nonynaq;a
Cne4Hrre HecaKaHil AejcrBa ce qecro 3a6eflexaHn Bo reK Ha KnilHhltKr4
ucnrTyBaFba Kaj .qeqa: 3roaeMyBahbe Ha TenecHaTa TexilHa, ypTuKapr4ja v
xnneprpt4rnnueph,qeMilja (ncro raKa BuAere fo noraaBjero 5.1).

flprjaeyaalbe Ha coMHeBalba 3a HecaKaHlt AejcrBa
l-lo AoOnBaFbe Ha oAo6peHltero 3a fleKor, BaxHo e npnjaByBaFbero Ha
coMHeBaFbaTa 3a HefoBilTe HecaKaHn rqejcTBa. co Toa ce oBo3MoxyBa
KOHTl4Hyl4paHO CneAelbe Ha COOAHOCOT Ha KOpl4CTa n pn3ilKOT OA fleKOT. oA
3ApaBCrBeHnTe pa6orHt4ql,t ce 6apa ga ro npnjaBaT ceKoe coMHeBaFbe 3a
HecaKaHil peaKqhn Ha neKoT.
Hecarannre peaKqnv oA fieKoBure Moxe
LleHTap 3a $apuaroeilrnnaHqa npyl
cpeAcrBa (yn.Ca.Kupvn u Merognj 6p. i?rg 1
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e Bo HaqroHanHiloT

Be6 crpaHara Ha Arenrlrajara http:



4.9 nPEEO314PA|SE
,[oceraurHoro ilcKycrBo o.q npe4o3upaFbe co Mt4pTa3anrH noKaxyBa AeKa
cilMnroMt4re o6u.{Ho ce 6narw. 3a6enexaHn ce genpecraja Ha qeHTpanHror
HepBeH chcreM co Ae3opnenraquja n npoAonxeHa cegaquja, taxnrappuja u

6nara xunep- unn xunoreHsnja. Meryroa, nocror4 MoxHocr 3a cepilo3Ht4
nocne4ilqu (exnyvyeajkn cMpreH pesynrar) Kaj Ao3r4 Kor4 ce 3Hal{hrenHo
norofleMn oA repaneBrcKnre, oco6eno npta rou6nnnpaHo npego3t4paFbe co
Apyru fleKoBl4. Bo oetae cnyqau, npoAoflxyBaH'e Ha QT uHTepBaflot u torsade de
pointes ilcro raKa ce npujaeyBaHr.

Bo cnyvaj Ha npeiqo3ilpabe rpe6a Aa ce npilMeHr4 cr4MnroMarcKa repanuja vr

repannja 3a ogpxyBaFbe Ha xr4BorHr,lTe $yHrquu. florpe6no e cnegerue ua EKI-.
[4cro raKa, rpe6a ga ce pa3rflepa npilMeHara Ha aKTilBeH jarnen nnv
ncnnaKHyBaFbe Ha xenyAH14KoT.

oAPMAKOfl OI|l K14 n ORATOqI4
oAPMAKOEI4HAMT4JA
Oap uarorepa neBTcKa rpyna : ocraHarn aHTilAen pecu Br4.

ATC osl.raxa: N06AX11

Mexanngau na 4ejcreo/SapuaKo4r4HaMnqHn e$errr
MrpraaannHor e qeHTpaflHo 4ejcrayBaLrKr4 npecuHanruqKn aHTaroHnct na s2-
pellenropnre Koj ja 3rofleMyBa LleHrpafiHara HopaApeHepruLrHa v
cepoToH14Hepfr4qHa HeBpoTpaHcMl,lcuja. flogo6pyaaFbero Ha
ceporoHr4HepfrqHara HeBporpaucuncrja e cneqnQilqHo nocpegyBano npery 5-
HTI peqenropure, 3aroa uro 5-HT2 n 5-HT3 peqenropilre ce 6norupann co
Mnpra3an14Hor. Ce cMera AeKa ,qBara eHaHThoMepn Ha Mnpra3anuHor
npu.qoHecyBaar 3a HeroBnor aHTvrgenpecnBeH e$err, S(+) eHaHThoMepor co
6noxraparue Ha q2- n 5-HT2 peqenropnre, a eHaHrlroMepor R(-) co 6noxraparue
na 5-HT3 peqenropnre.

Knrnnqra AerorBopHocr r 6es6egHocr
3a ceflarnBHilor eQerr e oAroBopeH aHTaroHr4crr4qKnor eQexr Ha

Mnpra3anilHor Bp3 xr4craMnHcK[Te H1-peqenropr4. MnpraaanilHor HeMa cKopo
HnKaKoB aHTuxon4HepruqeH eSerr, a Bo repaneBTcKr4 Ao3r4 uMa caMo
orpaHuqeH eSerr (Ha np. oprocrarcKa xunorensnja) Bp3 KapAnoBacKynapHilor
crcreM.

fl e4rjarpncKa nonynaqnja
.flaere paHAoMr43 npar,u, 4eojno-cnenu, nfl alle6o xonrpofl ilpaHta ncn nryeaua raj

u 18 ro4nHil crapocr Kor4 6onegyeaar oA rerlKa 4enpecrja
na $nexcu6nnno Ao3npaFbe Bo reKor Ha npenre 4

Mnpra3anuH), no [!To cnegeno $nxcHo Eo3npaue (15, 30
hH) Bo reKor Ha cneAHwte 4 cegMhr-lu, He noKaxaa
Mupra3anvHor vl nnaqe6oro Bo o4Hoc Ha npilMapHilor 14

5.
5.1

Ha fleKyBabero. 3Hauajno 3roneMyBaFbe Ha renecHara



5.2

Maca (>7o/o) e 3a6enexaHo Kaj 48,8o/o ncnnraHnqv Kovl npilMane Mupra3anilH Bo
cnoperqoa co 5,7o/o ilcnuraHuqn KoLl npt4Mafle nnaqe6o. l4cro raKa qecro ce
3a6enexaHu yprilKapuja (11,8o/o HacnpoTr,t 6,8%) n xuneprphrflnqepvryeuuja
(2,9% Hacnporr 0%).

OAPMAKOKI4HETt4KA
Ancopnunia
flo opanHa npnMeHa Milpra3annHor 6pso u 4o6po ce ancop6npa
(6ropacnonoxilBocra My e oKofly 50%), u najroneMhre KoHqeHrpaquu Bo
nfla3Mara ce nocrurHyBaar no npn6nnxHo 2 ,aaca. Bnecyeauero Ha xpaHa
HeMa HhKaKoB e$err apa $apuaKoKuHerLrKara Ha Mupra3an[Hor.

flncrpn6yqnja
Orony 85% oR Mr4pra3anilHor ce Bp3yBa 3a nporehHnre Ha nfla3Mara.

Enorpanc$opuaquja
f-nasFfr4 narhuJTa na 6rorpancSopuaqnjara ce AeMerunatyla r orcrgaquja,
nocne luro cne,qn ronjyraqrja. ln vitro nogaroqnre, Ao6renn Ha qoBeKoBr,l

qpnogpo6Hh Mr4KpocoMr4, yKaxyBaar AeKa quroxpoM P450 eH3r4Mr4Te CYP2DO n
CYP1,A2 ce BKfly'.{eHn Bo co34aBaHrero Ha 8-xugporcra uera6onurn Ha
Mupra3anr4Hor, AoAeKa CYP3A4 e o4foBopeH 3a co3AaBabero Ha
uetabonurure N-geuerun u N-oxcn4. ,QeuerunupaHr4or uera6onur e
$apuraxonouKr4 aKTnBeH n nwa racr QapvraKoKuHeryrvrn npo$nn KaKo aKTilBHara
uarepnja.
E$error Ha Mupra3anuH na QTc r4HTepBanor 6nn oApeAeH Bo paH.qoMu3r,rpaHo
nnaqe6o u uorcnSnoKcalluH KoHTponupaHo KnnHnqKo ucnilryBaFbe co BKynHo
Bl<rryqeHn 54 s4paeu ucnuraHr4qr4 Koil 3eMafle peAoBHa Ao3a o4 45 mg v
cynparepanrcKa Ao3a og 75 mg.
flnneapnoro e-MaKc MoAeflilpaHre noKaxaflo AeKa npo4onxyBaFbe QTc
rHrepBanor ocraHano no4 npafor 3a KnnHnqxu snavajxo npoAorx(yBaFbe (er4n
Aen 4.4).

Enrurnaqnja
MnprasanilHor oncexHo ce uera6onuonpa u ennMilHilpa npeKy ypnHara v
cro.nuqara Bo paMKure Ha HeKonKy AeHa. flpocevHara Bpe.qHocr Ha
nonyBpeMero Ha ennMuHaquia e 20 Ao 40 qaca. 3a6enexaHo e u no4orrro
nonyBpeMe Ha enhMnnaqnja Ao 65 qaca, oAHocHo noKparKo Koe e orrpneno raj
noMfla4n Maxil. flonyapenaero Ha enuMnHallujata Ha Mt4pra3annHor e AoBonHo
3a Aa ce oBo3Moxil e.qHoKparHa npilMeHa Ha AeH. Cocroj6ara Ha AnHaMuvHa
paMHorexa ce nocrilrHyBa no 3 ,qo 4 pena, no uJTo HeMa
aryuynaquja.

Jlnneapxocr/xen nxeapHocr
Muprasanunor noKaKyBa nuHeapHa Qapuaro
npenopaLtaHnTe Ao3t4.

floce6xyr nonynaqru ua 6onxn

a.



5.3

lftrnpeHcor Ha Mupra3anuHor Moxe ,qa 6n,qe HaManeH KaKo nocfle4uqa Ha

ourreryBaFbe Ha SyHrqujara xa 6y6pe3ilre nnuHa qpHilorApo6.

nPETKrl4Hr4r{K]4 nOAATOql4 3A C]4ryPHOCTA
flperxnnnnqKure nogaroqn, Bp3 ocHoBa Ha eoo6uqaeHnre SapruaronoluKr4
r4cnuryBalba Ha 6eg6eAHocra Ha npnMeHara, ToKcr4r{Hocra Ha noBTopeHilTe

Ao3l4, reHoroKclrr{Hocra, KaHqeporeHnor norenqujan, penpo.qyKTilBHara
ToKcr4qHocr n paaaojor, He yKilryBaar Ha pu3r4K oA npilMeHa raj nyfero.

Bo rer Ha ucnnryBabara Ha penpogyKTr4BHara roKcr4vHocr raj craopqil u sajaqn
He ce sa6enexaHu reparorenu e$emr. flpu npnMeHa na 4eojHo noroneMu flo3rl
oA MaKcuMaflHilTe repaneBTcKr4 Ao3r4 3a LroBeK, sa6enexan e nopacr Ha

nocruMnnaHTaqncKu aary6u, HaManeHa renecHa Maca Ha noroMcrBoro npil
pafauero, KaKo u HaManeHo npexhByBahbe Ha Mflagnre xilBorHr4 Bo reKor Ha

npBure rpn AeHa oA naKraqujata xaj craopqure.
Bo cepuja Ha ncnuryBaFba Ha uyraqnja Ha reHrre v orureryBaFbe Ha

xpoMo3oMrTe n .QHK, Mnpra3annHor He ce noKaxafl reHoroKcr4qeH. Bo rer Ha

ncnilTyBalbara Ha KaplleporeHocra Ha Mupra3annHor e ea6enexaHa noroneMa
3aqecreHocr Ha ryMop Ha rilponflHara xne3Aa Kaj craopqu v Ha

xenaroqenynapHyr ryMopr4 raj rnyaqn. AHanusara Ha peoyflrarnre noKaxana
AeKa ce pa6oru 3a npoMeHu cneqnQuvHu 3a Br44or 14 3a HereHoroKcl4trHl4
oflroBopn Ha 4onrorpajxara npuMeHa Ha BucoKr4 Ao3u Ha nHAyKTopt4 Ha

eH3nMnre Ha upHr4or Apo6.

oAPMAUEBTCKI4 nOEATOql4
nucTA HA EKCqUnUEHCU
flaKTO3a MOHOXI4ApaT
qenyno3a, MvrKpoKpr4cTafl Ha

xnApoKcn npon un qenyfl 03a
nLreHKapeH crpo6
crpo6, nperxoAHo renilpaH
cr4n n qt4yM-,qiloKcr4A, ronou,qein, 6eseo4en
TATK

MarHe3ilyM cTeapaT.
@unm o6euexa:
xilnpoMeflo3a
MaKporon 6000
rilraHuyM Er4oKo4A (E17 1)
TANK

upBeH n xorr (E172).
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HALI]'|H HA LIYBAIbE

!a ce qyBa Ha reMneparypa nog 25"C.

nAKvBAtbE (nPhPOAA 1,1 COHPXI4HA HA nAKyBAIbETO)
30 (2x15) $nnna-o6noxenu ra6nern eo PVC/PVDC/AI 6nncrep.

YflATCTBO 3A YflOTPEEA / PAKYBAIbE V1 nOCEEHl,l MEPK]4 3A
OTCTPAHYBAHTE HA IIEKOT
-t-

HOCI4TEI|OT HA OEOEPEHTIETO 3A CTABAIbE HA nEKOT BO nPOMET
SEnYnO AOOEJI Cxonje
yn. 3-Maxe4oHcKa 5puraga 6p.68, 1000 Cronje, P. Maregonnja
3acranH[K Ha npou3Bo4urenor Senyno, .neKoBt4 t4 Ko3MeruKa a.rq.

Ynr,rqa Aanvrrla 5, 48 000 KonpnBHLlLla, Xpaarcra

EpoJ HA OAOEPEHI4ETO 3A CTABAIbE HA nEKOT BO nPOMET
KAIII4KCTA 30 mg Qrnu-o6noxeHn ra6neru: 1 1-5917 16

AATyM HA OAOEPEHT4ETO 3A CTABAIbE HA flEKOT BO nPOMET
KAn il KCTA 30 m g Qnn nn-o6noxeH 14 ra6nern : 17 .12.20 1 8

8{ rin.rej


