
FITA,XYLTAsnETn oA 10 MG

3BIIPEH I,I3BEINIAJ 3A OCO

l. I4I\'4E HA MEru{II{HCKkIOT IIPQI43BOA

FITA,XYL m6letlr oa 10 mg

2. KI}AJIHTATI{BEH H KBAHTHTATHBEH COCTAB

EAna. ra6nera coAp)ICu 10 mg suHuoqdTlrH.

Erccu:unueHTII

EAuar ra6nera coApxtta 184,7 mg

eKcunnneHTl{, BHAere cercl{Hja 6. 1 .

3. @,APMAIFBTCKA @OPMA

Ta6rera

MoHoxl4Apar (nn4ereJIAIffO3T1

FITAXYL e Hauarryrame
CHCT9M, npeAH3BI'tKflpH tC[

HA CI'IMTITOMI4TE HA

qepe6panna {IapKy

4.2 1\osupatue u HaquH ua adnuuucmpat4'f a

Boslpacnu

Ce rtpenopaqyBaar 1 ra6nera oa 10

Eena mu 6elnqecra, qLrnIdHApHqHa r{6lera co o3HaKao'[" Ha

4. KIIHHI,TLIKH OCOBEHOCTI4

4. 1 lnepanenmcKu uudurcat4uu

Hruqr,rxalruja 3a
HeB,ponoIIIKHoT

IAUI{EHTI,I.

qlg rpH rIaTH AHetsHO, no

HA JIEKOT

4.4).

crpaHH.

HapyulyBarbero
Ha uncy$n

Lla ruIETHA JIHCTA HA

MEHTAJIHI{OT HJIH

uuja Kaj nocrapn



H qpHoAPo6Htl

3 ueceqn.

r4Ma BO noAonr eHcKI,I nepHoA.

AO CIIHAPoM Jro npeKl{HyBarbe

FITAXYL ce npenopaqyBa KaJ

A eKcqHnHe

Ha xHnepTeH3HJa

opraHcKl{Te H ) H IIOpaAH TOa,

Hr.rrpar rpe6a tra oecoAplKH op

FITA,XYLTAE/IETI4 oA 10 MG

Esexror na ouoj JIeK ce jauyna nocne NAHa HeAeJIa, a rrajnspa3eH I

Onqj ler, eoo6uqaeHo 4o6po ce no4upcyBa, I,I 3aToa Mo)Ke Aa ce I

Ilpra uaruro npeKI{HyBaIie Ha repar^ifu Qo BHHnoI-treTHH, ne 4oai

(withdrawal syndrome).

Ilocr:apn nuqa

BoofiuqagHo, HsMa norpe6a oA rpou{na }Ia Ao3aTa Kql rocTapuTe

flaql,renru co 6y6pex(Hu H IrpHoApo6$IE HapylxyBarba

Heua norpe6a oA npoMeHH Bo losara] raj naUneHTII co 6y6pexuu

--

Aeura H aAoJIecIreHTH

He e vcrwrra*a e$macHocra na FIT Xl'L xaj .ueua LI aAoJrec

rrarlueHTtt Ha Bo3pacr rIoA 18 roAr'Inu

4,3 .Koumpauudurcaquu

FITAXYL e rcorrp '"H*v'qn'paH npu pnepprune cocroj$u:

. flpeocerJll4Bocr Ha arrunuaip cyncranuuj a:|rrtvr Ha nercoj

. SpeMeHI'l xeHH HJII'I AoI'IJIKI4

Aeqa Id aAoJIecueHrH

flocle HeoAaMHeIrIHo rvroso'r[o KpBapelbe, KaKo I{ Bo

4.4 Cnetquianuu npedynpedyearca u 
leFrcu 

Ha npemna3nuaocm4.4 Cnetquianuu npedynpedyearca u iyteprcu Ha npemna3nugocm



F lT,ArXYl- TAE/I ETvl o A1o MG

Ta6nernle FITAXYL ce yuotpe6yBaar oo

Kaj lue naIIHeHrH, pH3I4Kor oA HapyuyBalsa

peAoBHa KoHrpoJIa co EKf .

[perrra3nI4BOCT KaJ IaIIHeHTTI CO II

Ha cpIIeEHor puraM e 3roileueu. 3ar

Oucrj ner rpe6a co BHI,TMaHLIe Ia ce nperu.IuyBa Ha IIaUI4eHTH KOH Ce

HnH Ap'yrn JreKoBH Kor{ ro 3roJreMyBaar rpaelbero Ha QT uuerB€Lllor.

rpe6a nopIHTeH3HBHo Aa ce cJIeAI,t.

neKyBaaT
Cocroj

Ta6rer,nre FITAXYL co4pxar JlaKorogar. lIaIIHeHrI4re

HHT0,Jrepauquj a, HeAocraroK Ha eH3HMOT Lapp-laHrasa,

rpelSa,u,a ro 3eMaar onoj len.

co perKH HaCneAHH rl

r4irrr co fJryKo3Ho-rallaKTo3

4.5 lifiumetpaKquu co dpyeu medur4uucKu nltouseodu u dpyeu Qopuu Ha uHmepaKquu

floo.rou MoxHa HHTepaKrIuja ua Br4HrroqerHH co arTr4xvrrrepreH3HBK, aHTVapHTMH

ns66rBll KoLI AeJIyBaar Ha l$IC.

Axo sraHflorlergH ce [penurrre 3aeAHo co ropeHaBeAeHI,ITe JIeKOBH, norpe6Ho e eH

cocrojdara Ha naIIHeHTor.

3a6iene.x,oHo o AeKa Br,rHnorrerlrH Morrce Aa ro 3roJreMI,I eQercror Ha anQa MerHJlA

yncnrpe6a Ha BHHnouerHH r.r ansa Merr4rr Aolra, norpeSHo e peAoBuo cJleAelbe Ha Kp

KluHuqnHTe Hcnr4TyBalba noKtDKiure Aelra npH 3eMalbe Ha BI{HnOUeTI{H HCTOBpe

6loraropu, opurJrHu aHrn4raja6ernuu Lr Atrypernr]la., He ce nojanrano HHrepaKIIkrr4rro

4.6 ,(Depmurumem, 1peueuocm u doerue

Epe.ueuctcm

TarSnqrure FITAXYL ne rpe6a Aa ce np€)rlulrryBaar ua 6peueHl4 xteHl4.

CryAnnre H3BeAeHH Bp3 )Kr4BorHr4 He nor:DKane eu6puoroKcuqHo I,I Teparol'eHo aej

BurncruerprHor ja vrunyea rurarreHTapHa'Ira 6apuepa, npu IIITo KoHlleHTpaqujara Ha

ra no Qerycor, e IIoHHcKa oA I'Icrara Bo KpBTa Ha uajnara'

[a,e*tet

KAJ

H QT cHHApoM.

HHB e norpe6ua

aHTl4xr{ilepreH3}IBI4
HA OBI,TC NAIIHEHTH

H KAKO |€IJIAKTO3HA

M€rJrafloopnquja, He

aHTHKOafyJTAHcH v

arenHo cJleAe[be Ha

. llpu HcroBpeMeHa

r,roT IIpHTHCOK.

co HeKoLI 6era-

HHB.

KOT BO TUIAUEHTATA



FlT,ArXYl-TA5/lETl4 oA 10 MG

Ta6rernr:e FITAXyL ne rpe6a Aa ce nperruuyBaar Ha Aor4nKra. BuHnouerHHor M

Majr16"Or.o MJreKo, a KaKBO e HeroBoro elltjaHue Ha AOeHr{eTo He e oooABeTHO I4C

4.7 liQexmu sp3 cnocoduocmo 3a ynpa6y6atue co 6o3wa u co l4omopHu JvlawuHu

Bnuiianuero Ha BI{H[ouerI/tH Bp3 cnoco6uocra 3a ylpaByBa]be co Bo3HJIa H co

yrBpAeHo.

FIT'I\XYL ruoxe Aa vtujae Bp3 cnoco6ur)cTa 3a yllpaByBarbe co lBo3HJIa

Aa ce coBeTyBaaT [a He ynpaByBaaT co Bo3I{JIO' HI{Ty Aa H3BeAyBaaT

3a1atur,lloAeKa He ce yBepar KaKo pearupaar Ha onoj len'

14 MAIIIHH

HEKOH

4.8 ,HecaKaHu deicmea

Hajqs.r, HecaKaHu 4ejcrna Ha ra6leture FI'|AXYL ce tIa'sO6OIra, BpTO|JI

[p]nTr,IcoK, cyBa ycTa, f2r{e}be, AHCIIeIICHia rE sroneMeHo HHBO Ha xolecTepon Bo K

4ejc;rna, cflopeA qecToTaTa AeQrEnnpaHl{ r3e KaKO ; noMaJIKy qecTl4'

Hec,arannre 4ejcrna MolICe Aa ce janynaarr co cneAHara qecrora ($percseHllllja):

Mrrory r{ecrl,I (21/10)

georn (,11/100, <1/10)

floruzutry qecrll (U tlt 000, <1/100)

Pelru (,:1/10 000, <1/1 000)

Mnrory perKu (<1/10 000), Heno3Har& e€croro

O;q cercOja fpyra, HecaKaHI4Te peaKql{u ce [pe3eHTHpaHH IIo peAocneA Ha HaMany

HapyruyBalbe Ha KpBTa rr Ha lnnaQnnor clrcrrreM

pr:rxu: Hauales 6poj na JreyKorIHTvlLI HArponr6ouuru

Mirrory perKu: aueuuja, epHrpoIII4rHa arnyrraHaIlHj a'

H arpy'ruyBalba Ha I{MyHoJroIrrKHor crlcreM

Mlrrory perKu: npeocerJll4Bocr

ll[5rrpuruBHrr r prerabo.nHr HapyuryBalba

IliClrr,ranny qecTg: 3roleueHo HI,IBO Ha XOIeCTepon BO KpBTa

Pemn : ry6uron Ha arerLIT' aHopeK cuja, 4uj a6er'

flrcnxnj arprrcKrr H aPYrrYB arba

Aa ce I,t3JIaqyBa Bo

HO.

pHH MaIITHHU He e

llauuernure rPe6a

HTIHJaHO HeCI4fypHH

IIo, HH3OK KpBeH

. Osue HecaKaHH

Ha cepHo3HOCTa:



I

FITAXYLTABnETil oA 10 MG

Perrcn: HapyuYnarbe Ha cmletbero' a

MHory perKrl: eyQopraja u 4eupecuja.

HapyulyBalba Ha HepBIIIIoT cIIcreM

florrranry qearH : uano6ona.

Perxu: ce,uaquja, BprorJIaBHIIa' AH

MHory perKn: TPeMoP, KoHBYJI3HI'I.

HapyuyBalba Ha oqrre

Pernu: eAeM Ha onrntlKnor HePB.

Muory perKl{: KorIYHKTHBEUTHa

I{apyruyBalba Ha yrurlre rr Ha.na6n

florr,ranry qecTI'I: 3alIeMerenocr (

Penru: xunepaKy suja, xuroaKY3HJ a,

Cpuenn HapyrryBalba

Pe'rru: MIloKapAeH unQaPrr, LH

c[poBoAHHOT CLTCTeM, naJln]rr a\HV.

Mnory perKn: aPwrvrnja, atPujanua

BacrylapHn HaPYurYBaIba

florualny qecrn: xulroreHerlj a.

Petru: xunepreHzuja, HaTILIB sa rP

Mnory perKI,I: naPuja6wrHocr Ha KP

f acrponlrrecrrlHaJrnrl HaPYurY

flonaanny qecrn: cyBa ycra' AI,Icne

Perru: a6AouunEIJIHa 6olra, ro

Mnory perKu: 4ucQarnja' cro

HapytuyBalse IIa Koxara r Ha

Pemu: epHTeM, 3roJIeMeHo

Mruory perKu: AepMarlrrHc.

cnpa6ex, y tJa, LIcHn,

a, HeM

HJa, CTyrIOp,

ga.

HIITOT

rnaBllua).

HITJIO HA JI o TPo

oT npuTI4CO

IJa, faAelbe.

rauHJa, AHJ , nonpattame

Hflape3a, vrHesnja.

6paaunap Taxr,IKapA4

!crons&

HapyluyBalba Ha



F|T/\X'YLTAE/IETr4 oA 10 MG

Onurrn Hapy[ryBarba Ir HapyryBarba lta Mecroro Ha aAMlrHlrc'rpaqnja

Perx.pr: acreHnja, HatuIHBla Ha roruInHa.

Muory perKl{: neupujatHn ceH3aI{HH Bo rpaAl{re, xnnorepnauja.

Bo ncrpalxyBalbe

Pernu: 3tfoJleMeHo HHBo Ha rpl4rnuuepll,4l,I Bo KpBra, ,{enpecuja ua ST-cervre

3ro.[eM'yna[be na 6pojor Ha eo3uHo$uru, ][poMeHH Ha xerlara[H]ITe eH3lrtMlll.

Muo'Iy perKu: 3roJIeMeH

HaMiLryBaIbe Ha 6pojor

TEJIECHATA TC)I(HHA.

4.9 llpednupatue

HJILI HaManeH 6poj ua neyKoIIHTH' HaMaID/341$Qr H€l

Ha epHTpoIIHTI{, CKpaTyBaIbe Ha TpoMorIHQKotTO BpeM

Ynrlrpe6 ara Ha MaKcHMaJrHa AHeBHa Ao:3a Ha BHHnoIIeTHH (30 mg) 6utta ao6po

nr,rleparypHr{ [oAarorlu, rrarlueHTor rcoj upHMI,IJI 360 mg [oeAI,IHeqHa Ao3a Ha BHH

Krr4r{r{rrKu ruauajuu eSextrr Ha KapAr4oBar}KyJIapHI4or cucreM, HWy,6ulo lKo}I Apy

gejr;'rna.

5 . OAI'MAKOIIOUKT4 OCOEEHOCTI4

5.1 rDapmaKoAuHaMcxu oco6eHocra

(DapuanoreparreBTcKa rpyna: .{pyrlr ilcn}lo crnMynaropvr H HoorpOnHH JIelioBH

ATC Kor - N06B X18

BnH:noqerus e cHHTercKH AepHBar Ha BI{HKaMHH. BusnoUerl!ilHor HM;,a KoM

no;t,o6py'Ba Mo3oqHuor uera6onH3aM H ICpBHara IIHpKyJIa\Hja, KiitKo I4 peoJlolll

BusnoqergHor ceJreKTHBno ja aKTr{BHpa qepe6palHara IIHpKynaUuJa, ceJIeKTI'IBHo

Ha r(pg rBo Mo3oKor, H ro HaMarryna uepe6parlHllor BacKyJIapeH orrlop. BuHuotI

KputFruol rrpnTr4coK, BoJryMeHor Ha xapar,rjanHllor ayr[yr, cpUeBa $percneH

BaoICyJIapeH orrlop. Onoj JIeK HMa HeyporporeKrl{BHu e$enu4: peAyqnpaHa

11pro,ug3BrrKaHa o,u aKTr,rBaropu Ha aMHHoKI{ceJIHHu. BunnoIIerHH ro 3rculeNryBa

e$ercr Ha aAeHo3HH.

Bu:nnoqeruHoT ja no4o6pyna qepe6parHara MuKpoUl4pxylarluja: ja orpaHu

arlleraUnja, ja HauaJIyBa BHcKo3HocTa Hil KpBTa' ja no4o6pyBa 4eQopua6iulHocra

pe,[yqrnpa rpeB3eMarbero Ha aAeHo3HH OA crpaHa Ha epHTpoIIHTHTe, jra no1o61

KHCJIOpOAOT BO MO3OKOT.

.IOCTAIIHOCTA HA

, HaM€IJIyBarbe HJIH

Ha fpalryJIoIIHTLI,

, 3foJIeMyBaIbe Ha

noAHeceHa. Cnope,u

, He AO)KI4BeIUI

3HAI{AJHH HCCAKAHH

cHo BJIHJaHHe: ro

oco6unn Ha KpBTa.

3foneMyBa AoroKor
HOT He rO MeIryBa

rja u nepra$epHnor
KCHqHa peaKIIHJa

eyporporeKrl,IBHl4or

rporr,r6ouvrHa^ra
epHTpoIIHTlITe, ro



FlTltX'Yl-TAE/tEl4 oA 10 MG

ExcuepurvreHT€IJrHr,rre cryAlru rIoK€DKaa Aer(a BHHrIouerHH ro [ortloMara qepe6panH

no4c,6pyna HcKopucryBalbeTo Ha fJIyKo3aTa H Ha KHCJIOpOACIT, KaKO vr

cyrrcrar{xtgr,r Bo rr,rosoror, ja no4o6pyna roJrepilHrlujara Ha MC)3O.{HPIT9 KIIOTKI4

groJrrgq}lEa rpaHcrropror Ha rJrnKosa (egI,t HcrBeH I43Bop Ha eHeprnla sa uosoxor)

6apurep,a, ro Mer{yBa uera6olu3Mor H:a FJrHKo3a Bo eHeprercKH no-noBonH

BgH:rroqergHor e ceJreKrHBeH unxu6uropr Ha Ca(2+)-ranMoAynHI{ 3aBncen 0GMP

HgBioara na cAMP u cGmp Bo Mo3oKor, HI{Bo ara Ha ATP, H oirHocor I\TP/AM

3ro.reM'yrla uera6olusMor Ha ceporoHr{H pr Ha HopaApeHarIHH Br) Mo3o

HOp)aAp eI{eprI4qHHoT TOHyC.

5. 2 <DapuaKoKuHemcrcu oco6 eHocmtt

BuunoueTHHoT lO6po ce ancop6upa oA AyOAeED/MOT, H AOCTHI'rryBa

KpB;Tt4, 11ocJle 1,5 uaca. Ancopnqujara Ha BHH119USTHH e 3Har{HTeJIHo

xpa.Ha, H MolICe Aa H3HecyBa oKony 60% o,4 HHrecT1g1pa6aTa Ao3a.

flpercy cHcreMcKaTa IIHpKyJIa\Hia, BHHIIoqeTI'IHoT ce guctpulltupa Bo ptrennqH

BKJr)/rrr4tT(3JIHo vt Mo3oKoT. Ilosefte oA 60Yo oA BIIHIIoqeTHHoT e Bp3aH co IIJI

BonD/MeHor Ha 4racrpra6yqllja H3HeayB:I oKoJIy' 250 L. Bo UpHHoT ,4po6 ce

uer66gnn3aM Ao HHaKTHBHa arroBHHKaMuHcKa KlitceJlnga. floroJle';MHor Ae.[ oA

nepr,rolt oA24 qaca Bo BHA ua oroj uera6,olur. Cauo Malla KoJII4t{HHa Ha H

ce eKcr(perupa npeKy ypuHara. llonynperue Ha eJTIIIMI,IHaIIHJa Ha B'I'IHnoIIerHH nocJl

oKo:ry 4 qaca.

@aprruaxrlKuHeTcKuTe napaMeTpr HA BHHIIoUeTHH He ce MeIIyBaaT

6ol,ecl, IIa He Ce rlorpe6HH AOSHH rIpI4JIaI'OAyBaIba.

Hcrpzu4yBalbaTa IIOKDKyBaaT AeKa KHHc)TI'IKaTA HA BHHnOUeTHH

pa:iirrlnyBa 3HaqI,ITeJIHO. BusnoqeTuH He ce aKyMy[IVpa BO TeJIOTo'

5. 3t Ap e dKItuHttLtKIt nodamoqu

Cncrpe4 rrpeAKJrHHHr{KHTe cryIlnvr Kor{ ce oAHecyBaar Ha $aprraaxoJlorlrKHor rI

crJ/,[Hr4 3a roKcHqHocr co [oBTopyBaHH AO3I,I, Oe IIoKa)Ka AeKa IIpOI'I3BOAOT He r

xyMraHa'ua rolryJlaquja. (Excnosnqnjara Ha Ha BHH19II9TIIH Bp:3 1(HBSTIILI 6eure

Max:crl Miiu HI{Ta Ao3 H rcaj xyn'ra Har a no rryl aq uia) .

Jlellor H:eMa roKcI{qHH eQerru Bp3 perpc,AyKrnBHuor cucreM Kaj rryfero'

Hellua pgilOnOXJIHBH feHoToKcHqHI'I I4 KaHUepote[II4 noAaToUu'

6. OAP MAIIEBTCKH OCOEEHOCTI4

6.I Jlucma Ha eKcqunueHmu

Jlarcrogil MoHoxHAPar

KAJ

KAJ

MeraooJIH3aM: fo

I,I3MOT HA OBHE

KOH XUnOKCI4Ja, I'0

KpBHO-MO3OqHara

aepo6eu ra'ro

DE; rn 3roneMylla

. BuunoueruHor ro

, fo 3roneMyBa

MAKCHM€IJI KOHUeHTpaIIHJa

NOBI,ICOKA K JreKoT ce AaBa

TKI{BA BO TEJIOT'O,

a rIporeHHHTe, A

BprrrH eKcTeH3HBeH

ce eKcKpeTHpa Bo

H3HpaH BHHnOUeTHH

uHrecuaja I43HecyBa

JrHUil co xe Ha vrJrr 6y6peNua

Mnaqld n rcaj pH nHIIa He ce

Vnr 6es6eAHoc'ra,
yBa pH3HK 3a

MHOry IIOBI4COKA O,I[

BO

co
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fIosHAoH

KpocnonHAoH

MarnesryM creapar

6. 2 klnrcounamuduttHocm

He e npHMeHJrHBo

6.3 Pox Mt mpaehe

2 roAuHu.

tlynajre ro 6rucrepor Bo KaproHcKarp ryruja, co

6.5 llpupoda u codpcrcuua Ha xoumejryepo'm

30 ra6nerlr craKyBaHH Bo rpaHcnapeirrcH PVC ruu

KaproHcKara qrrnja Mox(e Aa coAp)K4 30 ra6nern.

6. 6 C nequj clnHu np e dynp e dye arca s a Qmanp aHys atue

Heua cuequj anHH npe.q/rpeAyBalba.

7. rrpoH3BoAI,ITEJI H HOCHTEJI HA OAOEPE

IIpournoAHTeJr:

UAI] Aconitum

Inovacijq g. 4 lKokybes g. 2,

Kauno r. sav.

Lithuania tel. 837 328008

Biruli5$iq k.

Hocnre.n ua ogodpeurero ra nPouQt:

Arnoreu flxapua MareAoHuj a .uooe.r! f enre.rruj a

ffi%
t \ffir' J'r.

fur*on,r-l!f,

P.ManeAonuja

O,II CBETJII{HA.

C/PVdC / I -$oruja - 6nu

o 3 A



F|'|-AXYLTAE/IEn4 oA 10 MG

8. IEPC)J 14 /{ATyM HA OAOBPEHHEI'O HA J[EK BO rrpoMriT

9. /[S.]fl/M HA IIPBOTO OAOEPEHHE 3A CTr\BAIbE HA JIEK BO III'OMET

10. ,M,.T'yM HA IOC.IIEA{A PEBI43I4IA HA lfEK


