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DO EZIL ALVOGEN
(Dnnvr noxeHn ra6nern

3EI4PEH I43BEIIITAJ OCOEt4HtITE
HA IIEKO

DONEPEZIL AL OGEN

HIA 'IEKOT

EIPEZIL ALVOGEN
EIPEZIL ALVOGEN

5 mg $r,rnrvr-o6
10 mg Sranrv-o6

llTATt4 BEH t4 KBAHT]4TAT['1 BE H OCTAB

Et' ]EZlL ALVOGEN 5 mg: E4Ha u-o6noxenb ra6nera coApxt45 m g
Hene3nn xrApoxnopLtA LrjTo cooABeTc Ba Ha 4.56 mg AoHene3nn.

.0 mlJ f laKTo3a (xaro naKTo3a MoH )/$nn rvr-oGnoxeHa ra6nera

NEPEZIL  ALVOGEN 10 mg:  EpHa 1 0  m g
Hener3ilr xl4ApoxnopytA tljTo cooABercT

ar)/Srn rvr-o$noxeHa ra6nera.0 mg naKTo3a (xaro naKTo3a MoHox

KOMttlfieffiHama nUCma Ha ?KCU

BTCKA EO3I,IPAHA oOpMA

nru-cl6noxenr ra6neru

NEF'EZIL ALVOGEN 5 mg: 6ena,
Tia oA eAHaTa cTpaHa o3HaqeHa co

EF'EZIL ALVOGEN 10 mg: xonra,
TaoneTa oA eAHaTa CTpaHa 03

H14r{Kr4 nOEATOUI4

4 . 1 'AIEBTCKU UHEnKAqUW

NEPEZIL ALVOGEN e nHAnqi lpaH 3a

eudu den 6i1

3.

TpeTMaH Ha
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DO1'{E
Onnut xeHn ra6nern

4.2 A NIIC U HAqNH HA YNOTPEaA

L ALVOGEN

cnu / flocmaPu nur4a:
aFror ce 3anoqHyBa co 5 mg/

EPE;llL ALVOGEN Sr'rnrvr-o6noxeHu
{ep, npeA cnl/eFbe' Aosara o4 5 mg
q co qen Aa ce o6es6egu ruro noop3o

TMaH(lr rPe6a Aa ro 3anoqHe u Aa ro

o6netcra Ha 4rajarHocrnqupaFbero
eHqraja. ,[r,rjarHoeara ce nocraByt

DSM: lV,  ICD 10) TePanrjara co A

)nKy naqueHTOT e noA nocTojaH HaA3ol

albero Ha neKor oA crpaHa Ha naqreHT

oA TperMaHor. l- loPagu Toa,. Bo

)HO e Aa ce npaBil peeBanyaqilJa H

Aa HMa noAaroqt4 3a repanilcKa

Ha AoHene3nfl He Moxe Aa ce n

npeKuHyBaFbe Ha rpeTMaHoT .co
rnvBaFbe Ha HeroBt4Te Kopt4cHu eQet

yMepeHa $oprrlta Ha orureryBahbe Ha

,6a riace 3roneMyBa Bo cornacHocr co

-3ne3un xt4Apoxnopt4A, AephBarn H

ouHa cocrojra, YnorPe6eHa Bo QoPn

Tpe (gosrPa
ra6neru
AeH ce
t4Hl4t{Kt4

c o 5 m g
MOXe Aa

cornacHo
ne3nfl ce

egHau,l Ha AeH)
3eMaaT nepopanF{o
xyBa HajuanxY eAeFl

Ha TpeTMaHOT l / l

HTpaqun Ha neKor'

AeH BO TeK Ha eAeH
3roneMh go 10 rng

ogo6pennre BoAlr4qu
poBeAyBa ucKnyqt4BO
peAoBHO re ro cneALl

oElo3Moxt4 nocrilrHyBaFbe Ha ste -state KoH

KnnHuqKa eBanyaLluja na rePTMaHo

, A,o3ara na DONEPEZIL ALVOG
u Hel AeH.

Ma
Io,

a.nHara AHeBHa npenopaLlaHa AO3a sHecyea 10

nrcBt4coKt4 oR 10 mg/geu He ce nc AHU BO Hvl'.tKt4 CTyAl4t4.

rneAyBa aflncr co l4cKycrBo

TpeTM Ha AnqxajvePoeaTpe
BO

Aer
(np

3a npeKmHyBaFbe Ha rperMaHor rpe6a 4a ce pa3Mvl

Ha nnLle
T .

peryflapHH
KnuHt4qKa KOpt4cT 3a naLlneHTOT.

oA rper
vlAV1.

Torau xora noaetie
t. lAnAnatAAYanFNhor

oHene3hn ce jaayea nocreneHo

Hor co neKor rPe6a Aa rpae ce oAeKa na eHTOT nMa Tepanuc|la
uHTepBa.rln

!t h xenaTanHl HapyulyBatba
e cnuL{eH 3a na rn co pe na rancYQhqueHqu1a'

MCIT Ha Ao3ilpaFbe OptlA He 3aBnct4 OA
orneA Ha Toa AeKaKnilpeHcor Ha 3iln

co,cToi6t4.

MOXHI4OT pt43t4K OA 3roneMeHa e qvrja naqheHTYlre co 6nilret

(anAn gen 5.2), Ao3ar€l
14HAvlBvlAya aTa noAHOCnilBOCT

a no.qaToqr 3a npHMeHa Ha neKor KaJ naqneHu co reuKa xenaTanHil

u aAonecqeHT,l a KaJ AeLla.
PEZIL ALVOGEN He ce npen Ba 3a ynoT

OHTI'A'4HAUKAqNN

ene3nnor e KOHTpanHRt4qilpaH naLlileHTt/l co npeocernuBocr
nrnep

-.t

4.3

naqilJara
vnv 6nno xoja APYra



DONEP L ATLVOGEN
oxeHn ra6neruOnn

4.4 n EEHTW MEPKW HA nPETnA3nnBOC n nocE
vnPEAYBAtbA 3A Y1OTPEaA HA KOT

Yn
AP

Ta Ha AoHene3nn KaJ naqueHTu reutra An ajruepoea AeMeHqn1a,
Ha ouJTeTyBaFba H€l

rapocra) ce Yrure HeBvlAoBt4 Ha 4enaeHquja vntA APY

MC jara (np. KorHilTvtBHo HapyuyBaFbe

e A HO i lCni lTyBaHa.

siuia;,[oHene3hIl,  KaKo i lHxt46rrop

Hrl l lpa cyKqt4Hrnxoni lHcKl4OT Ti ln Ha

Te3hJa.

'napHu cocmoi5u. noPaAu 14BHOTO

HA XONi lH

KynHa pe
3ara, Moxe ,qa Jil

ia sa BpeMe Hi:t

KOnOUJKO AeJCTBO,

UMAAT BA ToHr4L{Ht4 eSexrr ePs

TeHqujanor TaKBO AeJCTBO MOXe

na 6onen cuHYc" (sick

B14AOB14

Bp3aHo co

Kar
t4H)

cpr
Aa
s in

HA

r,

TOpnTe Ha xonilHecTepa3a Moxe I

olr pnraM (na np. 6pagraxaparaja)' l-1

! f lryrs, Ha np., oHne co t4cropl4ja Ha

Maalr HecreporAHn aHTnilHSnauarop
HA

oco6eno 3HaqaeH 3a naqneHTrre
r/t HapyuyBaFba Ha

s syndrome) nnv co APYrU cyn HTpt4Kyna
tllTo CE chHoaTpkuanHnoT unvl

\/BaFbero Ha cplleBnoT pklTaM'

rpnKynaPHnor 6nox.

cnofleFbeTo Ha naLlueHTnre co ja aa cn n vntA KOHByn3uBFlt4

,  rpe6a Aa ce 3eMe Bo nPeABilA oxHocTa 3a nojaaa na cPqee 6nox

Ha Fionril ct4HycHt4 nay3vl.

nHu cocmoi6u: nar4a TilTe co 3ro MeH pil3ltr sa nojana

Kyc unn
neXOerrr (

Hile Koil l4cToBpeMeHO

At/fl), norPe6Ho e ,qa

cnegar 3a nojaea Ha cnMnroMLl' Mefyroa, Hr4qKilTe cTyAVitA rlo
ce

ne3un He noKaxane 3roneMyBaFbe
Ha racTpot/lHTecruHanHo KpBa

ypuHapHu cocmoi6u. uaKo He

t4TyBaHra CO AOHene3un, xonfiH
H A

cocmoiiu. ennne
14HOMnMernqnre hMaar oApeAeH

14HqilAeH Ta Ha nenTilqeH ynKyc

BO Ha nnaqeeio.A
l

T14r-lmTe

O BO KflI4HI4L{KNTE

Aa npeAil3BilKaaT
naTfiuTa'

14HOMUMernLlure i lMaar noreHqhja Aa ft4

paMhAHl4Te chMnToM14.

ypnHapH

cMeTa p,€K?i

Aa npeAu3BvlKaaT
i lnenrnL{HTe HanaAn ilcro TaKel

po 6onecr.

r nnv

HOMilMCThqKU

BHi lMATC Aa ce npenuuyBaar

no

Hepari l3LlpaHil KoHBynsil t4' Meryroa'

)xe Aa 6v,gar u rvrann$ecraqraja Ha An

t cocmoi6u: nopaAil HtA

Te Ha xonuHecrepa3a rpeoa

HTr4 CO racropurja Ha acrMa nnvl oncT

pe6a Aa ce il36erHyBa ncr
uxu6uroPn Ha aLlerYlnxonuHec

a 6enogPo6Ha 6onecr'

npilMeHa a AoHene3nn GO Apyri l

fiitP\
;;t.'::'--'.x

l40T ct4cTeM.

, aroH VNN AHTArcHVCTU HA



DONEP L r\LVOGEN
(Dunvt noxeHu ra6nern

xe n am an H o H apy wy3afbe : HEMA N TOUn 3a naqneHTvlre co TeLUKO

HapyuyBaFbe.

ueocm Ha naKmo3a
Ile
H

M

Cn
faA

HTilTe Kaj Kot4 AeMeHqu1ara ce xt4 eAnH HO Ha BacKyf lapHvl

6onecr. Bo nPeala
14 Aa ce rcKnyqar naqueHTuTe Anuxai

198 (1 ,0o/oco 5 mg AoHene3iln
ne3iln opr4A n 71199 (3,57o)

nnarle6o. Bo aroPara crYguja, cr

coApxt4 naKTo3a. f laqueHrure (

ocnuBocr Ha ranaKTosa, ge$nqur
perKvl HaPneAHn nPo6neun Ha

Ha Lapp na[<rasa unr  cnHAPoM Ha

ancopnqil ja Ha rni lKo3a-ranaKTo3a He Aa ro s$rvaar oaoj ner.

umem eo KnuHuLtKLlme ucnum
Hil Ce Tpt4 uecTMeceqHn

i lcnonHyBaar f{INDS-AIREN KPnrep
naDH? gervrenqurja (VaD).

DS-I\IREN KPnrePuYMnre ce ocMucnHr4 co Llen ce vlAeHTul$uxYaaiarBA

Nll
na
np
CT 1a, cranKara Ha cMPTHocr 6wna"

ixnopmA, 51206 (2,4%) co 10 mg A(

ynorpe6a na 5 mg AoHene3iln xnAP(

tb nrg AoHene3nn xt44poxnopr4a v 1.1

Rrrrja iranKhre Ha cMprHocr 6rane 11

renesnn xrApoxnopvl1 v1 01326 (0%) xa

e3 (0,5%) i  nnarle6o. Bo rPerara
( 1 , 7 % ) ynorpe6a Ha 5 rng

nnaue6o. Ciranxara Ha cMPTHocr 3a

rare \/aD cryAvltl, xorr'r6nnupaHo Bo nuTe co 3fin xilApoxnopulp

r{Kt4 3Ha'..14

qe6o-rPYnara (1 ,1 9/o),
. floronerunor Aen o,El

H A

Ky KAJ

BaFba Ha BacKynapHhoT C[4CT AHan

TanHn ra $aranHil BacKYnaPHu Ha

r4crr4,-{Kvt cnrnn$uxaHTHa pa3nnKa

xnopvlA Bo oAHOC Ha rpynara co

ecT n Apyrnre cryAvlt4 3a Ae

KyflapHa gervrenqnja (exYnHo

MprHocr Bo rpynara roja npnMana. nJ-

ranKatTa Ha cMprHocr BO rpynaTa KoJa n

TEPAKUnW co APYrn nEKOBn n

e3nn xuApoxnopt4A viltanta He

raCionhstMor Ha reo$nnru, eaP$a

7o/o), 6vna HYMePilqKil noBhcoKa o

iyroa, oBaa Pa3nilKa He 6una crar
prHnre cnyqan raj naqueHTilTe KoYl

ar-te6o, HajeepojarHo 6nne co BacKyr

eKyBit xaj oeaa nocraPa nonYnaquj

cToBpeMeHaTa ynoTpe6a Ha AilroKct4
eraOonr,tsMor Ha iqoHene3iln xuApoxn

Ka)(ane AeKa Bo Meraoonil3MoT Ha

xpoM P450 tA roa 344 u Bo noMaI'l

ane 4oner|esran xHAPoxnoPilA ilnYl

erronPrnja, luro Moxe Aa c€)

Ha na xoja 6onegYea oA
Ha chTe cepno3H!1

Taril oA
f tA 14 cTy

ataa Ha QacxYnaPua deueuqu.ia
n mcnmryBa;sa xaj YlcnilTaHuqil KOt4

yMure 3a q/oxHa IAntA BepoJaTHa

4.5

t Bo in vitro Ycnoen no



DONEP L r\LVOGEN
Ounur x(eHn ra6nern

(n t4r()pnre Ha CYP3A4 u 2DG), rluxn6n uera6onr3Mor Hil
Ao n. 3aroa, oBne il Apyrn CY t/tHXt4 TOpL1, KaKO UITO Ce

3ofl 14 epnrpoMr4t-lt4H, 14 CYP2D6 rnxn6nrop , KaKo $nyorcernn,
Aa fo nnxn6rpaar Mera6onns

BeAeHil xaj a4paer go6poeonllyt,
ne3rn. Bo cry4ytre
3roneMun cpeAHt]rTL3

ene3iln raj 6perueHur

e$elr, Ho fioK?xaflre

Ha AO
Ha30nor

TpaLlur4 Ha AoHene3nn 3a oKony
E HA CH3UMI4,  KAKO UJTO c e p MnnLlmH, Sennronn,

BOTO Ha AoHene3hfr.
Hia

Heno3HaTa, TaKBATie

a3enilH i l  anKoxon, Moxe Aa ro HAMANAT H

eJKil javu
14HX npef \.tKt4oT vntA Ha ilHAyqr4paq e$err e

Haquja Ha neKoBr4 rpe6a BHilMarenHAa ce npil yBa.
ene3!,rn xnApoxnopuA ilMa noTeHquj A a u 14pa co neKoBr4 Kor4

aHTilxonilHepruLrHo,.qejcrao. f1 i l n o an 3a cnHeprncTnqKia
neKoBl4 KaKO urTO Ct3

un14 xonuHepruL{Ht/
HOCT npu i lCTOBpeMeHa Tepannja BKnyqyBa
HnflxonnH, Apyn4 HeBpoMycKynHn6noxaropu

a
cn

crr4 nnu 6era - 6noxaropn Koil
14BOCT.

NMAAT Bf l Hile Bp3 CpqeBaTia

4.6 TPEEA 3A BPEME HA EPEMEHOCT AOEtbE

jar coogaerHil noAaroqil 3a yno ATA HAHe
XE
C cnpoBeAeHu KaJ xilBoTHH He noKa repa

HaTanHa n nocTHaTanHa ToKcl4qHocr ( 4en 5.3).
He eno3Har noreHqnja.nHvror pvl

EPEZIL ALVOGEN Snnu-o6noxeHil a6nerr He
3a

Mee Aa ce
nyfer.

KOpNCTI4 3ia

xar 6peueHocr, ocBeH aKo roa e

3r4n ce n3naqyBa Bo Majqi lHoro KaJ Craop n.  He e no3Haro Adnn
MneKo raj nyie n Hene3lrn xi lApoxnophA ce n3naqyBa MaJqnHoTo

ojar cry1tAtA Kaj AonnKn. 3atoa, xe ilTe KOn ce Ha repannja co
ene3lrn He rpe6a 4a gojar.

4"7 KTN BP3 CNOCOEHOCTA 3A BO uP, co MAwuHn

EPEIZIL ALVOGEN nMa Mano nnn peHo BnvJa Bp3 CnOCOOHOCTa 3a

Fbe !,|nn 3a ynpaByBaFbe co Ma[uilHt4.

Hqurjara Moxe Aa npeAil3BnKa ocn HA 3a BO3eFbe lAnn

npoMr4Trpa cnoco6socra 3a yn BaFbe co MaulrH14. 71cro r

3l4n MOXe Aa npeAu3BuKa 3aMop, B naBrqa
TpeTMa

rpqeBil Bo MycKy
( HA NOL{ETOK OA

MyBaFbe Ha Ao3ara). OgroaopHt/or p rpe6a3r
c HOCTa Ha nal l i leHTnTe KOil  npuMaar

Ann
A a J a o

,h.;"\

' 4  ' +

VN ynperByBaFbe co KoMnneKcHt4 MauilH14.
rqoHene3i ln,3a BO3eFbe aB
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L /\LVOGEN
ox,eHh ra6nern

HE n AEJCTBA

Haj rure Hecarann gejcrBa ce gnjapeja,
noB axaH'e u NHCOtuxnja.

Bo a6enara noAony ce HaBeAeHil Heca
cn eMu h opraHu t,1 cnopeA Qpexaenqrjar

ce ge$nHnpaHn KaKo: M
0),  nouanKy i {ecrr  (>1/1000 Ao <111

HnTe peaKq4il cnopeA KnacaTa Hia

1/1 0), qecrr (>1/1 00 g0
(>1/10 000 Ro <1/1000,),
(He MOXe Aa Ce npoqeHkl

vecru (>
), perKLl

M pe-rKn (<1110 000) tt co Heno3Hara
oA Hilre nogaroqu).

Xanyqrn
Arraraqrj
Arpecn
oAHecyBa
46nopnt
coH14Lura
KOlUMapr

flcnxr

Excrpa-
nilpaMilAanHn
chMn'foM14

Crrtuxona*

Cnnoarpnjanex
6nox
Arpuo-
BeHrp14Kyf lapeH
6nox

Spaplrrapgnlpyr.uryBaFba

IA\|HV N

H A N H N

f loapa
46govttt
rero6vt

Injapea
Ma.{HnHa

TecT!!HaflHvll-acrpou
Hapyuly



DONE
Onnvr

ZIL ALVOGEN
noxreHu ra6neru

xenarHT14c***

Hapyuyai
KOXATA N

NOTKOXH14

Fba Hia
ta
'C 

TKilBA

Paur
l-lpypuryc

Hapyuyai
MycKynoc
Hia CBp3Ht/

Fba Hia

ENETHi lTC N

re TK!,tBa

MycrynHur
IpqeBil

Hapyuyai
6y5pearr,
yphHapHH

Fba Hia

V H A

)T Tp€tKT

Ypnnapna
unxonrrneHqnj
a

Onurrn ne
HapyuryB€
cocroj6ar
MecToTo t
a4MilH14C'l

pyr.uyBaFba il
FbA H€I

l H a

a
raqnjia

l-naao6onxa 3arvop
Sonxa

Vlcnwyaaba 6narQ
noKaLl
H A
KOHLIe
qtAlar.
MycKy
KpeaT
KTHA3
cepyN

yBaFbe

HTpa-

f H a
f-rHaTa

lHnHp B o

lor
l-loape4urr rpy€)Fba Arqu4eHr

* f l

Han
cr4H

**Cl

KOI-L
nnlA

noe

4.9

l-lo
l-1p
32
np l

Ao

ncn

cfleAeFbe Ha naqneHTil co vrcT
n rpe6a Aa ce 3eMe Bo npeABrA
1n nay3rl (enpn gen 4.4)

ryqailTe Ha xanyqHHaqiln, Bo3HeMv
vrapn n afpecilBHo oAHecyBaFbe ce p€
co npeKnH Ha TpeTMaHoT.

3o cnyvaj Ha xeo6jacHera 4rac$yxxqut
(uHe -rpeTMaHoT co AoHene3nn.

iqo3nPAbE

aAMurH14crpaqnja Ha eAHa nepopanH
qeHeTaTa cpe,qHa neTanHa Ao3a KaJ rn
mg/kg;, tAntl oxony 225 vr 160 narl I
ropal{aHa ,qo3a oR 10 mg Ha geH raj nyf

ro 3aBncHu 3HaLli l  3a xonilHeprhl{Ha
orH14, a BKnyLlyBaar HaManeHo cno
)aBaFbe, TeTepaBeFbe, naKpilMaLli lJa, Kr

p Ha cvH
xHocra 3a

peHocT, a(
rLll€H14 CO He

p Ha LlpHnC

a Ao3a AoF
yBql4 r KaJ c
'roBLlCOKa 

AC
o

crmuynaqnjr
HTaHO ABl4X
toHht{Ht4 KoHl

nnaA enrf lenTuqH14
e 6nor tAnn Aonfa4

HOpManHn coHhuJTa,
ManyBaFbe Ha Ao3ari l

Apo6, rpe6a ga

lene3iln
[aopqn
l3a oA

e 45, oAHocnl5
MaKCnMaf lHaTia

a ce ea6enexaHr Kaj
KEFbC. HCMOXHOCT 3O

Pyn3nh, pecnhparopHia

".t1

s i



DONEP L r\LVOGEN
Onn nox(eHn ra6nern

ia, cant BaWJa, Mho3a, Sac
cKaTa TeflecHa TeMnepaTypa.
paFbero co unxu6rropt4 Ha xonn cTepa3aTa Aa pe3yflrnpa c0

i lHa, noBpaxabe,a Kpn3a KoJa Qe KapaKTep co TeuJKa
can qurja, noreue, 6pagvtxappuja, xw 3nJa, pe ilparopHa AenpecilJa,

nc il KoHByn3vtl. Moxe ga ce jaara oneMeHa a cnaOocr xoja

Aen
noB
floe

Aa pe3yfrTr4pa co cMpr, AoKonKy
1114.

A H

H A

Oa

a

TyBaba, aAM14Hl4cTpaqnjaTa Ha eArH
mg AoHene3nn AoBena 4o

a nxonnHecTepa3Hara aKTLrBHocr
ME
lAn
oA
BO

oA

KynaLlryr HaMaflyBaFbe

NHBONBi l Hn pecnnpaTopHulTe

3aoenexa H aTrni lqHn oAroBopt4

Bo aj Ha npeAo3mpaFbe, Mopa Aa ce cn oBeAaT on Ti l  CynopTl4BHn MepKn.
aHr-]4AOT npn npeAo3ilpaFbe co 3Vn T Aa Ce KOpl4CTa'r

rep
ann

pHHTe aHTnXOnilHeprnqil ,  KaKo aTpo H. Ce npe yBa uHTpaBeHcKil
xaqurja Ha noqerHa Ao3a o4 1-2 mg nH cy.n T a noToa TuTpLlpaFbe

HA AO nOCTilrHyBaFbe Ha HeOnxOAH KflLIHI4tIKLI KT.
n r4croBpeMeHa ynorpe6a Ha Apyrkl

xonilHeprnLln, KaKo rnrKonhpo nat, 6u
LIHOMt4ME co KBaTepHepHr4

Anj

BHlr l ,OT npnTi lCOK u Ha CpLleBnOT phTa H e e aTo Aann AoHene3ilJ]
nA wlvnn HeroBnre uera6onyr ce orcrpaHaT co

nsa (xevro pvjanusa, nepilToHeafl Ha An nrpaqilJa).

naqvreHTnre co AnqxajuepoBa Ae Hr-lurja, BK CHi l  BO Kf lYIH14qK14

MOXAT

n3a nnl4

H a  A H e B H a
steady-sta

n3MepeHa

BHATA HE

N ]AMA

3 a o A 5 m g n
vnxv6n1wja

BO epnrporl l4
a no Ao3hpa

KpBH14
naqnja co npoMeH
ar oApeAeHn acneKTul
Janor Ha AoHeneSil ln

naronorr ja.  3aroa He
BnuJaH14e tsp3

5.0

5 .1

onouKyr noAAToql4

AA
'oAUHAMCKU 

CBOJCTBA

KOTepaneBTcKa rpyna:
npol4B 4euenqnja', vtnxu5uroph Ha

n xilApoxnopnA e cneqnQuveHn peBep3 14HX14O14TOp Hil

nnxof l14HecTepa3aTa, npeAoMyrHaHTH xonvlHecepa3a Bo Mo3oKoT'.

E ene3r4fl xr4gpoxnopnA Bo in vitro e HaA 1000 narn nouoften
YI HX TClp Ha OBOJ eH3i lM, OTKOflKy Ha pilnxonn 34 ,  eH3y lM  KO j ,

r o, e npilcyTeH HaABop oA HepBeH crcTeM.
deue

Kaj
rcn
1 0

Hil) o.q 63,6%, o,qHocHo 77, % ,  M e
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coe,qnHeHne npeAu3B14KyBa nexonx$ eQexrra (o14 ce pa3nnqHn o/l
no3 rnre $apMaKonouKn eQexrn, eo corhacHocr co fleroaoro gejcrnyaauu-

xonnHepri lqeH crr4Mynarop (arripu 4en 4.9).KA
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reHocr Bo cnpoBeAeHilTe recroBr4 3a MyraLlnn co 6axrepvrcKr4 KflerK!4 r/
TKr4 oA qr4qavil. Hexon KnacroreHr,r p$exrrrr 6rane sa6enexanu in vitrcr

ce npmMeuyea xaj  nyie (angn gen 4.6) i

BTCKT4 nOAATOqr4

TA tlA EKCUn1UEHCW

EPE:.ZIL ALVOGEN 5
adpct ua ma5nemama

MOHOXl4Apar
Mtlr cranHa qenyno3a
C
Kp |1/reno3a HaTpLryM
5e H, KOnOTAeH CnflnLlilyM AilOKCl4A

He3il\/M CTeapar

uexa Opadry white 04F58804
poM€r.flo3? (E464)

T Hr4yru Ar4oKcHA (E171)
Ma 6000

NEPE:ZlL ALVOGT
ua ma5nemama

TO3a MOHOXilrqpar
TanHa qenyno3a

no3a HarpnyM
BOAeH, KOnOnAeH CilnilqnyM A]4OKCI4A

3r4yM CTeapaT

Qun rvr-o1euexa Opadry yellow 04F 52201
poMeno3a (E464)

T
M

Hr4yM AvroKct44 (f,171)

npuNreHa Ha KoHqeHTpaqHn Kou ce roKcr4r{H14 sa rnprxrre vl 3a noeexe olq
) narn noroneMn oA nna3MarcKr4'
)oHyKneapeH MoAen xaj rnyety in vi

Apyril reHoroKcr4r{H14 e$exrn.
leporeHocT KaJ cTaopLl l4 N rnyBL
rHqn jan  HHa neKor .

ene3nn xnApoxnopnA HeMan e$exr aQs $eprranrarlror xaj craopqrl
Tepr3191-sr Kaj CTaOpqil unn eajaqn, Ho rMan Man eQexr

BOFOi{e HhTe i l  npexnByBaFbeTO Ha HOBopqAeHilTe, Kora
rlHr4crpr4paH xaj 6peureHra craopqil  Bo Ao3a 50 napru noroneMa oA
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oKckr.q xonr E172

6,,2 'OMIlATU6UNHOCT

He npnMeHni lBo.

HA TPAEIbE

n oA AaTyMoT Ha npoi l3BOACTBO.

ce ynorpe6yea no n3MnHyBaFbe HapQKOr Ha ynorpeoa.

IL|A LIYBAIbE

ce L{yBa Ha reMneparypa Ao 30"C

cer qyBa Ha MecTa HeAocTanHu 3a Aeqa.

6.5 n u coAnKnHA HA nAKyBAtbETO

5n p PVC/PE/PVDC anyurHnyucrr Qonnn
T f l  ereH xoHrejHep (nonueruneH)

nHia Ha naKyBahbe:
nu-o6noxeHu ra6nerr,r x 5 mg
nu-o6noxeHu ra6nern x 10 mg

EEiIU MEPKU HA NPETNA3NUBOCT NPU OTCIPAHYBAI6E

a noce6uN 6aparse.
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