
1. HME

FITAXLrRsnrru orys MG

3BIIPEH IISBEIUTAJ 3A OCOST,UUTTE HA

coApxH 194,14 mg JraKro3aMoHoxnApar (nra4ere peKr{rl

MEIAI4HC Kr4O T rrPOH:3B OA

FITAX ra6reru o4 5 mg

2. KB ATHBEH H KBAHTHTATIIBEH COCTAB

EtHa coAp)ru ) mg BlrHnorIeTHH.

Erccuun

Elna
eKcrIH

4.4).
HTH, Br,rlere ceKrluja 6.1.

3 . O IIEBTCKA OOPMA

Ta6.uera

Ee.ua un deilaqecra qprnuHApr{rrHa ra6le'ra 6es uupuc.

OCOEEHOCTH

4.1 Te uHouKctuuu

llir.tu a sa FITAXYL e HaMturvBarbeHA CHMNTOMHTE HA

Kr4OT CHCTeM, TTpeAH3BHKAHH OA qepe6panHa rlupKyJrafropHa ncyQu
NAIIH

u HaquH ua adnuuucmpat4u-ia

Bospac

l-2 ra6nern (5-10 mg,) rpra rrarn AHeBHo, no nflnra

4
c,
T

JN

Ce npeu qvBaaT

MEHT'IJIHI,IOT HJIH

qr.rja xaj rocrapu



TAE/|ETL| 04 s MG

, Ao3ara Moxe Aa ce HaMaJrrr Ha I ra6lera (5 mg) TpH
mg Pr{H AHEBHO.

na onoj JreK ce janyna flocJre e,qria HeAeJra, a najuspaoeH

Oso soo6uqaeuo 4o6po ce noAnecy,Ba, H 3aroa Molr(e Aa ce

flpu nar o [peKHrryBarbe Ha TepaIIuJaTa co BHHrorIeTHH,

(withd lsyndrome).

JIHUA

BooF o, HeMa norpe6a oA rpoMeHa Ha Aosara rcaj

lIa co 6y6pe)r(Hu H upHoApo6uu HapyuyBaba

HeMa oA npoMeHH Bo Ao3ara raj uauneHTrr co 6y6peil(Hu

AeuF u

H e 0 n c

4.3 Rou

FITAX

a

ECUCHTII

Ha eQuxacHocra sa FITAXY'L rcaj .ueua H aAonecqeuta.

Ha Bo3pacr noA 18 roAuur,r.

e KoHTpaHHrr{I{HpaH npu aJreAHrrBe cocroj6n:

JrHBocr Ha aKTrlBHara cylrcraHrrujawmua nercoj oA e

peMeHH xeHH pIJIH AOI{JIKI{

IIA H AAOJICCIIEHTI4

ocJre HeoAaMHeIuHo Mo3oqHo KpBapeEe, KaKO H BO QJryq4j na KpaH Ha xuneprenruja

I r I  l i l

re uoeetre oa 30

e 3 ueceuu.np*r6

pr{Ma IIoAonr

rIocTapHTe qHe

MeHCKr4 [epUOA.

aHro [peKurryBarse

XYL ce npenopauyna rcaj



VI

FIT l.rnsrrrn ols MG

4.4 Cne ctJtHu npedynpedyearca u MepKiu Ha npemna3iluaocm

Ta6n FITAXYL Moxe na ro 3roJleMar 4ejcrnoro Ha

TIOCJICA nre rpe6 a ra ce rIpHMeHyBaar ccl rperna3Jll4Bocr. JIex xoj co

npr{M Ba caMo rroA HaA3op Ha JIeKap.

Ta FITAXYL ce yuorpe6yBaar co rlperna3JluBocr KaJ

Kaj rr.re pH3HKOr OA HapyuryB,alba Ha cpIIeBLIOT pl4raM

peAoB KoHrpoJIa co EKf.

Onoj r rpe6a co BHHMaHHe Aa ce npem{ruyBa Ha naqueHTI,I KOI4 Ce

na QT HHerBaIIor.

rpe6a .[{HTeH3I4BUO A8 Ce CJIeA}I.

Ta6n FITAXYL coapxar JlaKoro:la. flaqlieHrllre co perKl4

uquja, HeAocraroK Ha eH3HMor Lapp-naxrgt3a,HJrkr co rJIyKo3H

rpe6a FO 3eMaar oBoJ neK.

4.5 l,ht paKquu co dpyzu nedut4uucKu npoxtseodu u dpyeu Qop*tu Ha uH

IIocrc, Molr(Ha I{HTepaKIIuja ua BIaHuOUeTI{H cO aHTI.{xu[epTeH3HBI4, a

utru I.lr JreKoBH KOH rO 3roneMyBaaT TpaelbeTo

JIEKOB!{

AKo sla

v

oH AerryBaar Ha $fC.

orIeTHH Ce [peIIHIIIe 3aeAHo c() ropeHaBeAeHIITe JIeKOBkI, tI

cocro'i HA NAUHEHTOT.

3a6en HO e AeKa BHHTIOqeTHH MOX(e Aa rO

Ha BHHnoIrerI,IH ra anQa MeTHJI rola,

3roJIeMH e$error ua

norpe6no e peAoBHo cn

Klugr,l HCrrHTyBaIba IIOKIDKZIIIe AeKa npl4 3eMalbe Ha BI',IHnOIIeTIA

H, opaJrHu auruguja6eruqu u .ngypernrlu, He ce noJaBuJIe H6n

umem, 6pe*teuocm u doerue

t4v

narlrro

e

) v nopaAr.r roa,
-Hr,rrpar rpeoa Aa ce

co rpo H QT cr.rHllpoM.

eH. KaJ HHB e noTpeoHa

KyBaaT aHTHXHrIepreH3HBH

HA OBHC IAUHEHTH

MI4 KAKO TilIAKTO3HA

Mturancop[IlH]a, He

aHTHKOa|yITAHCH Vr

HO CneAerbe Ha

a. IIpu HcroBpeMeHa

Hr4OT IpI{TI{COK.

eHo co HeKoI4 oera-

efy HHs.

HI{ TI

fAJIA,

epaKquu

H O C B H

MCTHJI,UO

TNC HA

HCTO
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FIT [.rnsnrru o1s MG

Epeue

FITAXYL ne rpe6a Aa ce rpennuyBaan Ha dpeueHu xeHu.

Crytu H3BeAeHI,r Bp3 )rcHBorHr4 He noKEDKutJre err,r6puoroKcHqHo I,I reHo aej

Basno uor ja MHHyBa nnaueHTapHaria 6apuepa, rpn txro KoHrre gaTa Ha
H B O coT, e froHtrcKa oA rrcTaTa Bo KpBTa Ha MaJKaTa.

loerue

Ta6rr FITAXYL ne rpe6a Aa ce npenuuyBaar Ha AoHjrKu. Buunoq
MJIeKo, a KaKBo e HeroBoro nnnjaune Ha AoeHrrero He e coo

4.7 EQ'e -6p3 CWOCOOHOCmA sa ynpagyqatue co 6o3ura u co MomopHu uHu

BnnjaH Ha Br,rHnorIerHH Bp3 cnoco6nocra 3a yrrpaByBarbe co Bo3r.rJI I,I OO M

yrBpAeH

FITAX Moxe 4a nnujae Bp3 cnoco6Hrlcra 3a yrrpaByBarbe co Bo3r4na MAIIII4H

tra ce BaaT Aa He yrrpaByBaaT co Bo3r,rJro, HHTy Aa rcBeAyBaaT KOH

3A4aqn, eKa He ce yBepar KaKo pearupaar Ha onoj ler.

4.8 Hec auu dejcmea

HecaKaHpr gejcrna Ha raSlerure FITAXYL ce rlano6orHaju
rrpr{TH , cyBa ycTa, faAerbe, AHcnerraHJa I,I 3roJreMeHo HHBO Ha

[opeA r{ecrorara 4eSnnupaHrd c;e KaKo : rroMarrKy qecru.AeJcrBab

Hecara.n 4ejcrna Mo)Ke Aa ce janyeaar co cJreAHara r{ecrora ($pe

MHory

tlecru

(> 1/ 10)

l /100,  <1/10)

qecru (>1/1 000, <1/100)

Perrcu l /10 000, <1/1 000)

Muory (<1/10 000), Herro3Hara rrecrora

OA cerco rpyra, HeQaKaHHTe peaKIIHI4 ce rIpe3eHTHpaHH nO peAocJIeA Ha

Hapyur rbe Ha KpBTa Ir Ha ruuQnuor crIcIITeM

HOT M

o HcII

, BpTOfJr

pon Bo

Perrn: MarreH 6poj na neyKorlrlru v Ha rpou6oqurn

AMAJIVBA Ha cepHo3Hoc.Ta:

i l ll l

o .

EKOT BO NJIAUEFITATA

e Aa ce H3naqyBa Bo

HO.

pHr{ Marxr,rHH He e

llauueHrure rpe6a
qnjano HecHrypHH

Hr\d, HH3OK KpBeH

. OeHe HecaKaHH



FITAXl-rnsnervl oAs MG

aHe uuj a, epHTp o tIHTHa aruTrr HHarJnJ a.

Ha rrMyHoJrorrrK[oT crrcTeM

npeocerJrr,rBocr

BHrr rl uerabo.nHrr rrapyuryBaHba

rrecrr{: 3roleueuo HHBo Ha xoJr3crepoJr Bo KpBTa

Mnory

Ilapyur

Muory

H

flouan

Perxpr:

flotvlan

Perrcn:

Mnory

IIc Krr HapyruyBarba

Pernu:

MHory

IIIyBarbe Ha crrr4erbeTo, aruTarll,'Ja, HeMHp.

: eyQopuja r{ Aenpecuja.

Hapy rba Ha HepBHrroT cHcTeM

qecrl,r: uaeo6orxa.

rja, rprouaBurla, 4ucreysnja, cTyrrop, xeMr,r[apesa, auHesuj

:TpeMop, KoHByJr3HH.

Hapyru IbA HA OqHTE

Perru: e eM Ha oIITHTIKHOT HepB.

Mnory H: KOrbyHKTlrBanHa xunepervrnj a.

Ha yrxrrre ll Ha.ua6npuHror

HToK Ha arrerr,rr, aHopeKcvtla, guja6er.

qecrH: 3arueMereHocr (nprornannqa).

nepaxysuj a, xr4rroaKy zuja, THHLr'ryc.

pyrrryBarba

llouan

Perxu:

Bacrcy.n

flouan

Perxu:

Mnory

Cpuenu

Perxu: AeH rEn$apxr, aHrr,rHa neKropuc, 6pa1urcap4uja,
crrpoBo oT cHcTeM, na[rIHTauI,IH.

Mnory : aprErunj a, arpujwrrra Sa6panaurEja.

pHH HapyruyBarba

qecru : xr,rrroreHsraj a.

[epTeH3HJa, HarurHB Ha qpBeHH.rIo Ha Jrrllrero, TpoM6o$ne6rlnac.

rca: napraja6ruHocr sa KpBHHOT npHTHCOK.

PAHJ

l I t lI t

HapyrryBarba Ha



FITAX:

Iacrpo

lloruan

Perrcu:

MHory

Penu:

MHory

Pemn:

MHory

[.rnslETl,1 oA 5 MG

HTeCTHHaJTHH Hapy[ryBarba

qecrra: cyBa ycra, Auc[encuja, m4ene.

Ao Mr4HaJrsa 6 omra, Ko Hcrur ruquj a, gujapea, nonp aft am e.

guc$araj a, croMar laTrne .

IbC HA KOXATA U HA IIOTKOXIIOTO TKIIBO.

yprurcapuj a, Hcnrr.

: AepMaTHTr{C.

M, 3roJreMeHo rrorerbe, cBpa6ex,

OnIuru apy[ryBarba rr HapyruyBarba rra MecToTo Ha aAMHH[cTpaqu

4.9 [Ip<t

'feHI4Ja, HAnILHBH Ha TOrrJrr4Ha.

u: ueupujarHkr ceH3arIHH Bo rpaAHTe, xurroreprvruja.

Bo

Perxu: MeHo HHBo Ha rpurnnrlepr{qr{ Bo KpBTa, ,{enpecr,rja na S

3roneMy rre Ha 6pojor Ha eo3r,rHo$ulH, rrpoMeHu Ha xeraraJrHr{re

Mnory : 3roJreMeH r4JrH HaMaJreH 6poj Ha JreyKorlarlr,

HAMA.JI\IB Fbe Ha opoJOT Ha epHTporIHTr4, cKpaTyBarbe Ha

TEJIECH Tex(HHa.

3Upatue

KpBH

Vn Ha MaKcHMaJrHa AHeBHa Ao:3a Ha BHHnorIerHH (30 mg) 6

JIHTE pHH noAarorlH, rraulreHTor xoj rprlMlrJr 360 mg noeAuHeqHa A
KJIHHHq suauajun e$exru Ha KapAHoBa(lKyJrapHHor cucreM, uury, 6vtn

4ejcrna.

5. OAP KOJIOTIIKH OCOBEHOCTH

5.1 <Dap

@aprvrar<

.r[r,rHaMcKu ocobeHocrpl

paneBTcKa lpyra: Apyru nrcrrx.o crHMyJIaropH rI HoorporHu Jl

ATCI rco -  N06B X18

Buunou H e cHHTercKH AepHBar Ha BHHITaMHH. Baunouerl4Hor H

no,Uob a Mo3orrHrdor Mera6orusaM r4 r(pBHara rIHpKyrIaguja, KaKo H

Bun Hor ceneKTrlBHo ja axruuapa uepe6panHara uHpKyJIaIIuja,

Ha KpB Mo3oKor, H ro HaMaJIyBa qepre6parlHuor BacKynapeH orflop.

rrpHTHcoK, BoJIyMeHor Ha r<apanjanHuor ayrrryr, cpIIeBa

H orrlop. Onoj JIeK HMa HeyprorporeKrnBHu e$exru: peAyBacKy

tA

paHa Hr{Ha peaKrII4Ja

I lltl

-cefMe HaMaJryBaBe HJrH

HAMAJTVBA na 6poj Ha rpaHyJror[HTH,

TpoMoHHC Bpe , 3foJleMyBarbe Ha

Ao6Po o.4HeceHa. Cnope4

HA BHH eTHH, He AOX(LtBe€rn

KoH Apyr snauajHu HecaKaHH

KTHBHO

BuHuou

KCHO BJIHJaHH€): fO

oco6nHu Ha KpBTa.

3roneMyBa AoroKor

HOT HE TO MCTTYBA

peKBeH ja v nepra$epHnor

f)
g
f?r
I



FITAX TA5IETU OA s MG

rpeAH3

eSeHr

Bnn

KaHa oA aKTHBaTOpH

a.qeHo3ltH.

HA AMHHOKHCCJII4HH. Bnsnouerr4H ro

Exc HT€LIIHHTe CryAI1Ir4 rrOKDKaa AeKa BHHIOTIeTHH rO rroTrroMara

noAo6 HCKOpHCTyBaBeTO Ha fJryKO3aTa H Ha KHCJTOpOAOT,

cyn v Bo ruooorcot, ja no4o6pynil ronepaHrlujara Ha Mo3orrH
TpaHcropror Ha Hrr.rKo3a (e4uucrneH ra3Bop Ha eHeprnja za
ro MerryBa uera6olr,r3Mor Era rJrHKo3a Bo eHeprercKa

HHBOATA

3foJreMy

HopaApe

afpefarl
peAyrlr4r
KHCJIO

3foneMy

6apwepa

Oaprrlar

6orecr,

Cnopeg
cryAr4ul

Ha BrrHnorlerrlH He ce

npr{JrafoAyBarba.

noKuDKyBaar AeKa KI,IHerHKara Ha BHHIIOqeTI{H KaJ

pa3nH 3HaquTeJuro. BunuouernH He oe aKyMynlapa Bo reJroro.

5.3 II urtKu nooamouu

rrpeAKJrLrHutIKI{Te CryAVr]?_ KOI{ Ce OAHeCyBaaT Ha Qaprr,raron

TOKCpTTTHOCT CO nOBTOpyBaHH AO3I'I, Ce [OKa)Ka AeKa IIpo

xyMa norynauuja. (Ercnosuqujara Ha Ha BHHrroIrerHH Bp3

MAKCHIId HVITA AO3rr xaj xyrvraHaTa rIorryJI aII uja).

JIeror ]\,IA TOKCHTIHU EOEKTH BP3 PEIPO,IYKTHBHI4OT CI,ICTCM

Hor ja no4o6pyna qepe6panHara MuKporlupxynauuja: j
ja nanranyBa Br.rcKo3Hocra Ha KpBra, ja no4o6pyna aeSopnr

npeBeMabero Ha aAeHo3r{H oA CTpaHa Ha ep}rTpouHTHTe,
OT BO MO3OKOT.

rfl{HeTcKr4Te [apaMeTpI,I

He ce rrorpeoHH Ao3HH

BlIHNO Hor e ceneKruBeH HHxlr6urop ua Ca(2+)-xanuo4yru4H 3aBH
rra oAMP ra cGmp Bo Mo3oKor, HraBo ura Ha ATP, H oAHocor

MeTaooJrH3MOT HA CepOTOHT{H V HA HOpaApeH€LrrHH

HHOT TOHVC.

5.2 nKoKltH € rncrcu o c o 6 e H o c mu

Bunnou HOT AOOpO Ce anoop0r4pa OA AyOAerryMOT, H AOCTHTTTBa

KpBra, e 1,5 qaca. AncopnqetJna Ha BHHrrorIerHH e 3Har{HTeJIHo

xpaHa, H r\ro)Ke Aa u3HecyBa oKoJry 60% o,4 r4Hrecrr{paHara Ao3a.

llpery McKara ur{pKyJrarpaia, BnHrroqeruHor ce Ancrpu5yupa
Brclrr{ Ho H Mo3oKor. Iloeefte oA 150% oA BHHnouerHHor e

BOJryM Ha gucrpu6yuuja Id3HecyB€I oKoJry 250 L. Bo IrpHHor

METAOOJI .uo I,IHaKTHBHa arroBI{HKaMr4rHcKa KLIoeJII,IHa. llorol eMuor

nepHo.nt )\24 qaca Bo BIIA Ha onoj ueta6ornr. Canao M€uIa KorI,Ir{HHa Ha

c e e npeKy ypl4Hara. llonynpel{e Ha eJII,IMI4HaIIHja Ha BHHTIo

oxoly,{

Heua oJroxJrHBI4 re HOT'OKCHqHI,I H KaH IIep OreHI4 noAaTOUH.

nyfero.

6em HOry rroBHcoKa oA

i l t lI

[poTeKTplBHHOT

orpaHH TpoMooqul'HaTa

I,IJIHOCTA a epr,rTpour,rTr,rTe, fo
nolo6 A ,IIOCTATIHOCTA HA

pe6pan METAOOJIH3AM: TO

H M H3MOT HA OBHE

KJI KoH xruorccuja, ro

TIOBOJI

M , fo 3foneMyBa

HM'TII KOHUeHTpaUHJa

COKA K neKoT ce AaBa

pa:!IHr{ TKHBA BO TEJIOTO.

rcor) KpBHO-MO3OqHaTa

aepo6eH nar,

H cGM DE; rr.r 3roneMyBa
ATP/A . BusnoqerHHoT ro

BO

co

H C O

apo6

rrpoTer{Hr,rTe, a
BpIrrH eKcreH3HBeH

MelryBaar KaJ JII,{

O A A ce eKaKperHpa Bo

HpaH BHHTTOUeTHH

H NOCJI HHfecrr{a H3HecyBa

Ha krlr4 6y6pexHa

w u r c a j pr4 nr4rla He ce

KHOT vLT\ 6es6eAFlocra,

AOT He ByBa pH3lrK 3a

M

Kaj
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I_EBTCKH OCOEEHOCTH

6.1 trIuc HA eKCqUnUeHmU

Jlartosa HOXr4Apar

flon

Kpopno

creapaT

6.2 M

H e e n

6.3 Porc mpaehe

2 roilu

6.4

Aa cF

tlyn{jrc

6.s IV,

25

Kapfo rcyrnja MolKe Aa coApxsr 50la6neru.

6.6 C aflHu np edynpe dye arua s a etnctnpaHynatue

Hen,rp u arrHH rpeAyrrpeAyBarba.

7. rPO BOMTEJT H HOCHTEJT HA (fAO

UAB A itum

Inovpcij g. 4 lKokybes g. 2, Biruli5kiq k

Kauilo r.

Lithuani tel. 837 328008

HocI na oqodpeHrrero 3a rIpoMGT:

a - 6 n

EPEHr{ETO 34 IIPpMET

I I I  I T



FIT TAE/|ETI4 OA s MG

Ilxapua MareAoHnja looen fenreluja

Kuspuu 66, 1480 fenrenpja

HIdJa

AATYM HA O,4OEPEIil,IETO HA JtsK BO TIPO

HA rrpBoTo OAOEPEI-IHE 34' CTABAT5E

Vn. Eo1

P.M[Ke

8. Efor

n.A[,

J

10 .

A

M HA IOCJTEIHA PEBH3HJA HA TEKCTOT

t4

9

i l r  l I


