
Peny6nura MaxeAonuia
MIIHIICT EPCTBO 3A 3APABCTBO

AIEHUIIJATA 3A JIEKOBI'I
yt "50-ma fiueuauja" 6p 14' 1000Cxonje
Tet (02) 3 298 435
Tet /(Darcc: (02) 3 1 12 500 aox. 107

Bps ocuona Ha r{reH 5 cras I ror{Ka 5 oA 3aKoHor 3a neKoBr4Te r4 ;Me.qurII4HcKHTe noMaraJla (,,Cnyx6eu BecH}4K Ha

pM,,,6p.106/07, 88/10, 36ttt ,  s3ttt ,  t36lt t ,  tvt2, t47lt3, l64l l : t ,27114 v 43114) pelranaiftra no oapan'ero na

AIIBO|EH IOO Bapuue, flperc.raeuu[IrBo - cxOnje 3a [I3AaBaEe ua o4o6peuue 3a craBa]be Ha foroB JIeK Bo npoMer'

Muuucrepcraoro 3a 3ApaBcrso - Areuqujara ra leronu AoHecyBa

P E I I I E H I I ] O

1. CE AABA OAOBPEHI{E :a cranane Bo rpoMer Ha roroB JIeK

tr4ve ua JIeKor: DONEPEZIL ALVOGEN (AOHETIE3IIJI AJIBOTEH)

5 mg rfunu-o6roxeHa ra6Jlera

AxrusHa
cyrcraHlll{ja(INN): donePezil

llpousno4raren: ALVOGEN PHARMA d'o'o' - Eapuqe' P'Cp'6nja

Mecro Ha npol{3BoAcrno: Cipla Ltd. - Ioa, llngnja

@apuarlenrcra
Ao3I.IpaHa QoPua:
Cocras:

flarynane:
ATC Orsara:
EAN xoa:
Haquu Ha lI3AaBaIse:

lloce6Hra o3HaKI'I:

2. 36rapnuor usneruraj
oBa pelueHI4e.

3. Oao6peunero 3a craBalbe Bo npoMer

B.A. AI'IPEKTOP,

Srannr- o6.noxena ra6lera

I Qun*r-o6lo)KeHa ra6rera coApxlr:

AoHene3uJI xI{APoxJroPuA. . . 5 mg

28 ra6reru (6.nncrep 2 x l4)hcyruiat

NO6DAO2

s4s0s57006997
Jlercor Mo)Ke Aa ce [3AaBa Bo arITeK:l caMo Ha peueur (P)'

sa oco6r4H[re Ha JreKoT, yrraTcTBOTO 3a nauueHTOT I{ [aKyBalbeTo ce cocTaBeH Aen Ha

B€DKI4 ,IIo 27.11.2019 rorl'rHa'

O 6 P a 3 J I o r t e H I ' { e

AJ]BO|EH.{ooFapuqe,|Ipercranuuurno-Cr<onjenoAHece6aparr 'e4oMlrnucrepcTBoTo3a3ApaBcTBo-Arerrr lujara
3a reKoBn Aa ce oAo6ps cTaBalse BO npoMer Ha JIeKoT IIoA I'IMe' Bo cocTaB' {apr"rarlerrcr<a Ao3upaHa $Opua' iauuua u

naKyBarie, AaAeHr,r Bo A'rcrro3r.rTr4BoT Ha Ouu paulanra, corJlacso flpanulHraror sa go6ranal+re Ha ogo6peuue sa

craBarbe Ha JreK Bo rrpoMeT (,,crp<6en u""""*u PM", 6p' 2gt08)-' co 6apamero 3a craBabe Bo npoMer ja no',qnece

norpe6Hara 4oryveHrauu ja'

Kour4cr.rjara 3a reKoBr.r npu MruucrepcTBOTO 3a 3ApaBcTBO - AreHqr.r.iara 3a JIelloBlI ro pa3ueAa 6apasero 3a craBarbe Ha

JreK Bo flpoMer 
"u 

a.o"tuuru 
"Opiil" 

tta 12'06.2014 roAI4Ha' yrB'pAI{ AeKa rIoAaroIII'Ire oA qJIeH 22 oI 3ar<ouot ce

coApXaHHBonoAHeceHataAoKyMeHTaIIujaI, IAa.qenpe,Anor4aceo4ol5pncTaBaILeI{aJIeKoTBonpoMeT.

MunucrepcreoTo 3a 3ApaBcrao - ArenrlnjaTa 3a JI.K.BH Bp3 OCHoBa H a MI',tcJIerLeTO na Kovr'rc;nlaTa 3a JI.K'BI4' a conJlacHo

.rneu2goA3arcoHor3aIeKOBUTelIMeAHIII ' IHCKI', ITe noMafaJlaAoHecepeuIeHI4eKaKoBo'{I4CIIOI3I4TI4BOT'

Taxcara 3a oBa pelIeHI,Ie e HanJIaTeHa no rapr'r$eH 6pOj 65 O'U 3arOsOr 3a aAMI'lHI4CrpaTI4BHI4T.'raxcu ("C:ryN6eH secHl'tK

ua PM" ,6p .  06 /10) .
yTATCTBO 3A rIpABHo cpEACTBo: flporrnn oBa peureHHe Moxe Aa ce r'rsjann Nar6a so poK o'Il l5 aesa oA AeHor

Ha nplreMor 4o [pxarnara rorrancnja 3a oAryrlyBarbe Bo ynpaBHa nocranKa I'I nocralKa o4 pa6oren onHoc Bo BTop

n"#"noMnur . rc repcrBoro3a3ApaBcrBo_Aresuu jara3ar reKoBHrroa6po j  
15-g515/13 ,a27. r .20 l4noauna.
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Feny6.nnra MaIce4onr'rj a
MT4HI4CT EPCTBO 3A 3APABCTBO

ATEHIII4JA 3A JIEKOBII
yt. "50-ma ,fiueuzuja" 6p.14, ]000Crconie

Tet.: 02) 3 298 435
Ten./(Daxc: (02) 3 I 12 500 norc 107

Bpr OCnOna Ha rtfleH 5 Ctae I rO'{Ka 5 OA 3aKOHoT 3a JIeKoBHTe L I{eAuUI'IHcllItTe IIoMaraIa ("Cnyx6eH BecHHK Ha

p M . , , 6 p . 1 0 6 / 0 7 , 8 8 / 1 0 , 3 6 1 1 1 , 5 3 1 1 . 1 , 1 3 6 1 1 1 , 1 1 1 1 2 , 1 4 7 1 1 3 , 1 6 4 1 7 3 , 2 ' , 1 1 1 4 u 4 3 / 1 4 ) p e r u a n a j f t u n o 6 a p a u ' e r o H a
AJIBO|EH AOO Eapr.rqe, llpercrannnlllrBo - Cronje 3a v3/taBa1re Ha oAo6peHnio 3a craBaE'e Ha roroB JIeK Bo tlpoMer'

Muuucrepcreoro 3a 3ApaBcrBo - AreHIII4jara:a leroeu AoHecyBa

P E I I I E H [ I I I

1. CE AABA OAOBPEHI{E sa craBarbe Bo rpoMer Ha roroB JIeI(

I,lue sarleKor: DONEPEZIL ALVOGEN (AOHEIIIE3IIJI A'IIBOIEH)

10 mg Qulnr-o6.roxeua ra6Jera

AxrlasHa
cyncrauurja(INN): donePezil

f l p o r a s e o 4 r a r e r : A L V O G E N P H A R M A d . o . o . - E a p r U e r P ' C p 6 u j a
Mecro Ha rpol,I3BoAcrno: Cipla Ltd' - foa, Llnquja

Oapuauenrcra
Ao3I{paHa $oPua:
Cocrae:

llaxynan'e:

ATC OsHara:

EAN roa:

HaqnH Ha lr3AaBarbe:

floce6sn o3HaKI{:
2. 36rapunor rarneruraj

Oao6pnn:
B.A. AIIPEKTOP'
M-p. r[apm' cneu. Ma

oBa peIIIeHl{e.

3. Ogo6penuero 3a craBalbe Bo rpoMer BaxI{ rc 27 'll'2019 roAuHa'

O 6 P a 3 J I o ? K e H I { e

AJIBO|EH !,OO Bapr.rue, flpercranHutumo - cronje noAHece 6apaH'e Ao MI4HHCrepcrBoro 3a 3ApaBcrBo - Areuqnjara

3a reKoBr.r ga ce o,4o6pu craBa'+,e BO npoMer Ha JleKoT IIOA I.IMe' BO COCTaB' t!',apMalleercKa.Ao3upaHa $opva' iauuua u

naKyBalLe, :AaLeHu BO AT4CnO3I,ITHBOT Ha o"u paaat,t' corJIaCHO flpawrnnraror ra go6r'rnalbe Ha ogo6peuue sa

craBar'e Ha rreK Bo rrpoMer (,,Cnyx6en 
"".""*-iu 

ptutl-' Oi' zSrcq' Co 6apanero 3a craBaH'e Bo npoMer ja no^Hece

norpe6Hara goxyveurauraja' 
a JreKoBr4 r,o pa3fneAa 6apamero 3a craBalbe Ha

Kor'rucr.rjara 3a JIeKoBH npu Munuc'repcrBoro-3a^3ApaBcrBo 
- AreHlln1ara 3

reK Bo npoMer Ha ceAHl4llara oApxaHa Ha 12.06'2014 foAI4Ha' yrBpAI4 AeKa noAarollure oA qJIeH 22 oa 3arouo'r ce

coApXaH}IBonoAHeceHaTaAoKyMeHTaqujauta[enpeAnor.4aceogo6pucTaBaBe}IaJleKoTBonpoMeT'

MuHucrepcrnoTo 3a 3ApaBcrso _ AreHqujaTa 3a JI.K.BI,| Bp3 oc'oBa Ha MI{cJIeI[eTo rra Kour,lcujaTa 3a JI.K.B}J, a co|JIacHo

q.ueu 29 oA 3aronor 3a,.reKoBr,rre u MeAr4rlnHcKr,tre rroMafaJra AoHece peuleHtle KaKo Bo ALIcrIo3I4TltBor'

Taxca.ra 3a oBa pelre'r.-. 
"unnur.na 

no rapu$eu 6poj 65 o,4 3ar<onrlr 3a aAMr.irHr4crparuBHrrre rarcu (',cryx6eH necsurc

fiii[aT"T'l? rr*ou"o cpEACTBo: frpo.rue oBa peue'r{e Moxe Aa ce nsjanu xan6a so poK oA l5 Aena oA aeHor

Ha np[eMoT Ao ,Il.pxaeuara KoMI,IcI4Ja 3a oAnyqyBalb. uo ynpuu*,u IocTaIIKa| I,I nocTaIIKa o.4 pa6o'reH oAHoc Bo BTop

cTeneH.
PeuregoeoMnuucrepcTBoTo3a3ApaBcTBo-Areuqu jara3aJ IeKoB} I r ro .q6po j |5 -95 |6113ga27.11 .2014roAuua

Qurru-o6noxeua ra6.lera
I Qr.r.nrrr-o6noxceHa ra6lera coApxt{i

troHene3lrJl xlrApoxJroplla'' ' 10 mg

28 ra6lern (6.nucrep 2 x 14)/ryruja

NO6DAO2
s450557007000

Jlexor Mo?r(e Aa ce rr3AaBa Bo a[TeK:t caMo H21 peu€nr (P)'

I

sa oco6llHure Ha JIeKor, yrlarcrBoro 3a [auueHTor I4 [aKyBaISe)To ce cocraBeH AeJI Ha

.6fi;r-i';;.5
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DONEPEZIL ALVOGEN
Onnu-o6noxenn ra6nern

vnATcrBo Bo nAKvBAtbETo/t4HoopMAtlt4JA 34 nAqilE:HTor

DONEPEZIL ALVOGE]{
Onnru-o6noxeHn ra6nern 5 mg
@nnvr-o6noxeHlt ra6nerr 10 mg

Donepezil

f lpeR ynorpe6ara Ha neKor BHhMarenHo npoqrrajre ro ynarcrBoro,,
' ulyaajre ro ynarcrBoro. Moxe6ra (e rpe6a Aa ro npoLu4Tiare noBropHo.
' Aro uMare AononHnrenHh npauaFba, o6parere r:e xaj Bau:uor AoKrop ilnil

Qapuaqear.
' Oeoj ner Bn e npenil l lan Bau nn..rHo ra ue rpe6a Aa ro AaBare Ha Apytn fln[.1a,

5npejku Moxe Aa hM Halurervr Aypn il aKo HvrBH14Te cilMnrorMn ce r4crn KaKo
Bauure.

' loxonxy HeKoe HecaKaHo gejcrao craHe ceph3or-ro, rann galenexyrre HeKoe
HecaKaHo AeJCTBO KOe He e HaBe,qeHo Bo oBa yn€trcrBo, nH*ropurpajre ro
EauJilor AoKTop rnr SaprvraqeBT

Ynarcreo co4pxn:
1. urno npemcmaeyea D)NEPEZIL ALV?GEN u sa wmo ce ynompe1yea
2. umo Mopa da suaeme, nped da ynompe1ume DoNEpEZ:rL ALV}GEN
3. Kaxo da ce ynompe1yea DONE7EZIL ALVOGEN
4. Moxuu HecaKaHu dejcmea
5. lyearce u poK Ha ynompe6a ua DONE7EZ\L ALV:)GEN
6. flononuumenHu uHeopMaLluu

1. IXTO NPETCTABYBA DONEPEZIL ALVOGEN 14 3A IIIIIO CE YNOTPEEYBA

DONEPEZIL ALVOGEN npr,rnafa Ha rpynara neKoBr4 HapeL{eHn rmxN6nropn Ha
aqerrnxofl llHecrepasa. loHene3nn ro ea6aayBa pa3rpalAyBab(3To Ha aqLsTilnxonilHor t4
Ha roj HaqnH AoBeAyBa Ao nopacr Ha HnBoro Ha aLlel4nxoflLlH Bo Mo3oKor.
AqerrnxonilHor e cyncraHqraja xoja rMa BaxHa ynora BO t-tpoqocor Ha naMreFbe.

DONEPEZIL ALVOGEN ce Kopncrt4 3a rperMaH Ha cnnrnroMr/r Ha AeMeHqurja xaj nilLla
Kol4 hMaar 6nara Ao yMepeHo reruKa Anqxajvrepoaa 6onec'r (cenurnHa AeMenqmja).
Cttunroun Ha Anqxajvrepoaa 6onecr ce: HaManeHo niaMTerue, seiynerocr h npoMeHLt
Bo oAHecyBaFbero. Kaxo nocneAnqa, na 6onnure oA oeaa 6onecr rM e orexHaro
r43Bpr.rJyBaFbero Ha goo6n.{aeHnre AHeBHn aKTnBHocn4.
DONEPEZIL ALVOGEN e HavreHer 3a ynorpe6a caMo raj aoepacHN naqrzreHrn.

2. IIJTO TPESA AA 3HAETE nPEA AA ynOTpEEt4'rfE DONEPEZ|L ALVOGEN

He seuajre DONEPEZIL ALVOGEN:
Axo cre ar'teprilqHh (npevyacrenrenHra) Ha lloHenesnn
nnnepkrgr4HcKul AepnBarv, nnn 6wno xoja gpyra cocraBHia KoMnoHeHra



DONEPEZIL ALVOGEN
(Dun u-o6noxen n ta6netu

Engere oco6eno BHytMarenHn co DONEPEZIL ALVOGEN

l-lpeR ,qa 3anoqHere Aa npnMare DONEPEZIL ALVOGEN, nm$oprvrrapajre ro Baulnor
Aorfiop nnn SapuaqeBr aKo:
.  hMare i lni l  cre HMane ynKyc (,tr4p) Ha xenyAHr4o,Kor nnn ABaHaecer nanaqHoro

LlpeBo,
. HeKoralu cTe rMafle enil f lenTnLtHu Hana,qi l .
.  cre i lMare npooneun co cpqero (noce6no HenpraBilrH€r i lnn ycnopeHa cpqeBa

pa6ora),
. rMaTe acTMa nnv Apyfl i1xpoHr4qHl4 60necrn Ha oenure 4po60ara.
o nMare nnv HeKorau cre nMane npo6neum co LlpHvror ApoO tAnA xenarnrnc

(aocnanenne Ha LlpHl4or Apo6).
. Aro nMare HapyueHa $yHxqraja Ha 6y6peanre nnu orexHaro MroKpelbe.

Ynorpe6a Ha Apyru nexoer !

Cexoeaut, u3eecmeme eo eawuom dorcmop unu tfapmaqeern aKc, seMame unu
ueodamna cme 3eMane 6uno xoj dpye nerc, exnyuyeajku eu u fieKoeume Kou ce
usdaeaam 6es nexapcKu peqenm 6udejku MoKe da enujaam Ha eQexmume Ha
DONEPEZIL ALVOGEN unu moj da enujae Ha HuaHume eQex:mu.

iloce6no uu$opnnrpajre ro Bauuor AoKrop aKo ynorpe6yaare xeroj oA cne,qHilBe
TnnoBil neKoBt4.

Apyrn neKoBl4 Kou .qenyBaar KaKo AoHene3hn (xaro uJTo ce ranaHraunH)
flexoen 3a rperMan na 6onxa m BocnaneHne (na npnuep acnupllH hrr HecrepohAHur

aurn-ra n$naMaropH n neKoB14-N SAI D xaxo u6ynpro$eH un il,qil KnoQeHax
narpuywr),

AHruxonoHeprrqHil r 'reKoBr4 (Ha np. TonrepoAnH)(ce KopLtcT'ar 3a rperMaH Ha
H e Ko H rpon n p a H o M o Kpe Fbe-yp n H a p H a il H Ko Hrt4 H (-' u q rj a )

Eprporr,r r,t q uH vnv pra$arvr n ra qra n (a Hrra6noril Lln-neKo Bil 3a rperMa H a H 6a xrepucxn
unSerqnr),

AHrilra6n.{Hil neKoBl4, KaKo uJTo e KeroKoHa3oJt,

Aurr4enpecvBt , KaKo luro e $nyoxcernH,
AHtnroHeyn3rBt , KaKo ulro ce $exnrot H tA xap6auasennm (nexoBil 3a rperMaH Ha
ennnencnja),

. flexoeil 3a rperMaH Ha HeKolr cpqeBn HapyuJyBaba, KaKO [u]'o e xnHVAtAH nnat 3a
TperMaH Ha BncoK npHTLlcoK KaKo luro ce 6era 6noraropn (nponaHonofl n
areuonon),

. MycrynHh penaKcaHcn, KaKo uJTo e cyKql4Ht4nxofll lH, Aua3enaM (eet onyulraFbe Ha
uycrynnre),

. f leroan Kon ce npoAaBaar 6ee peqenr oA AoKrop (rra np. 6tanuu vaenu).

Aro cre n.naHilpaHil 3a onepaqnja aa xoja e norpe6Ha
nn$oplnpare BauJllor AoKrop AeKa cre Ha repann1a
rMa norpe6a oA npoMeHa Ha Ao3ara oA aHecrernKor.

onlura anecreenja, rpe6a ga
co AoHenesnn 6lagejxu

a

a

a

a

a

ro
Aa
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DONEPEZIL ALVOGEN
Oun nn-o6noxen n ra6neru

flexor Moxe Aa ro 3eMaar naLlileHTr co ourerena rfyHxqrala r-ra 6y6pesrare ttnt co
6naro ,qo yMepeHo HapyuJyBaFbe Ha $yHxqujata Ha upHuo,r Apo6. llaqr,reunare co
reruKo or.ureryBaFbe Ha qpHuor Apo6 ue rpe6a Aa ro 3eMar ReKor.
Ha ealunor AoKTop rann $apvraqeBr rpe6a Aa My ro xaxere ilMero Ha nnl{ero Koe ce
rpnxil sa Bac. f lnqero Koe Be HefyBa ke ce norpilxr4 peAoBHo Aa ja nprMare Baluara
Tepannja h Aa ro Kopl4cTuTe neKoT, KaKo UTO e npenruaHo.

3ennarue na DONEPEZIL ALVOGEN co xpaHa ra nujanoqn
flexor DONEPEZIL ALVOGEN woxere Aa ro 3eMare He3aBilcHo oA pacnopeAor Ha
o6potlure. 3a epeue Ha rperMaHor He rpe6a Aa 3eMiare arlhroxofl 6r,rgelxra anKoxonor
Moxe Aa ro HaManil 4ejcreoro Ha fleKor.

Epeuenocr x Aoerbe
Coeemyeajme ce co Bawuom dorcmop nped da seueme 6uno KaKos nex do KonKy cme
5perveuu, nnaHupame da sa1peMeHume unu 0o KonKy doume.

KoHraxrnpajre ro BauJHor AoKTop KonKy uJTo e MoxHro no6p:ro aKo cr-1 6peueHn rnn
Mrcnnre AeKa cre 6peueur. DONEPEZIL ALVOGEN ue cMee Aa ce Kopr4cr4 Bo reKor
ua 6peueuocra ocBeH Bo cnyL{an Kora roa e HeonxoAHrc.

KoHraxrnpajre ro Baurilor AoKrop aKo Aoilre. DONEPIEZIL AI-VOGEN ne rpe6a Aa ce
KOpr4CTr4 BO nepnOAOT Ha AOeFbe.

Bnnjauue Bp3 ncuxo$ra3nqK[Te cnoco6xocrn np]r  ynpaByBabe co MoropHo
BO3NTO } |  MAUJTHT4

Ieror DONEPEZIL ALVOGEN r,rrr,ra Mano unn yMepeHo anrjaHne Bp3 cnoco6xocra 3a
BO3eFbe nnn 3a paKyBaFbe co MauilH]4.
AnqxajrvrepoBara 6onecr Moxe Aa ja HapyuJr4 Baurarer cnoco6socr 3a Bo3eFbe vnIA 3a
paKyBaFbe co MauilH14 14 AoKoJlKy HeMaTe Ao3BOna oA Ba[luoT Ao]fiop Bile He cMeeTe

Aa fv o6aeyeare oBile aKTnBHocrl4.
Iexor DONEPEZIL ALVOGEN rvroxe,qa npeAil3BnKa BaMop, BprornaBilLla H MycKynHh
rpqeBn, noce6Ho Ha noqeroKor Ha repanr,r jara. Axo roa Bu ce cnyqil ,  ne rpe6a 4a
BO3ilTe VnV Aa ynpaByBaTe co Malui lH14.

BaxHr,t ran$Oprvraqnu 3a noMoluHuTe cocTaBHn KoMnoHeHTh Ha DONEPEZIL
ALVOGEN
DONEPEZIL ALVOGEN cogpxr naKro3a. Aro Baurnor AoKrop Be ilsBecrnn AeKa He
no4HecyBare oApeiqenn utekeprrr, KoHraKTilpajre ro Hero npeA Aa ro 3eMere neKor.

{f$1t*,;*
u S,iiL,.\ 'r s
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DONEPEZIL ALVOGEN
Oun na-o6noxex u ra6nern

3. KAKO AA CE ynOTpEEyBA DONEPEZIL ALVOGEN

Cexoeaw seuajme DONEPEZIL ALVOGEN ouaxa KaKo wmo eu npenopaqan eawuom
doxmop. Axo He cme cueypHu npoeepeme ,oupltpHo co eetwuonn doxmop unu
Qapuaqeem.

fleror DONEPEZIL ALVOGEN e HaMeHer 3a ynorpe6a caMo Kaj Bo3pacHyl
naqxeHTr
Boo6raqaeHa noeerHa Ao3a: 1 Srzrnrvr-o6noxena ra6nera og 5 mg cexoja Beqep (e4Ha
6ena ra6nera).
flocne 1 rvreceq ,qo3ara Moxe Aa ce 3roneMil go 10 mg cexoja Beqep (eAHa xonra
ra6nera).
Ilexor DONEPEZIL ALVOGEN seruere ro npeKy ycra co nneFbe Ha BoAa, HaBeqep
npeA cnileFbe, He3aBilcHo oA 3eMaFbero Ha xpaHa. flporonraj're rN ra6nernre co L{aua
BOAa.
Bauuor AoKTop xe ja ogpe gu jauvuara Ha ra6nerure xora rpe6a Aa ru 3eMare h rqo3ara
xoja an e norpe6Ha.
MaxcnuanHa npenopaqaHa Ao3a e 10 mg ceKo1a Beeepr.

Cerorau eerrlrajre DONEPEZIL ALVOGEN onaxa Kalio lr.rro Bn npenopaqan Barr.l4or
.qoKrop. Heruojre Aa ja MeHyBare Ao3ara 6es ga ce KoHcynrilpare co Baunor AoKrop.
Bauror AoKTop xe ee coBeryBa KonKy Aonro Aa ro 3eMare fleKo'r. Bauuor gorrop rte
rpe6a Aa npaBn peAoBHr4 KoHTponu 3a Aa ri l npoLleHn cnMnrorvrLrre Ha 6onecra.

Arco urvame eneqamox derca eQexmom Ha neKom e ,npeMHoey cuneH unu npeMHoey
cna6, nocoeemyeajme ce co Bawuom doxmop unu Qapunupetm"

Aro cre 3eMane noeerie DONEPEZIL ALVOGEN orx,onKy urro e norpe6no
Axo cre 3eMane noeeKe DONEPEZIL ALVOGEN orronKy uJro e nolpe6Ho BeAHaur
KoHTaKTnpaJTe ro BauJnor Aorffop nnv o4ere ao 6onHnqa. Cerorau noHecere tA
ra6nernre n xytnjata co Bac eo 6onnnqa,3a Aa 3Hae floKTopor urro 6nno 3eMeHo.

Clrunrouta Ha npego3ilpaFbe Koh Hanaraar MeAnqilHcKr4 TperMaH BKn\/LryBaar: TeuJKa
cna6ocr n MaqHnHa, noapaxaFbe, canraaqnja (sronelreno niaL{e}be nnyrxa), noreFbe,
6aeeH nyflc, Hm3oK KpBeH nprrncoK (co caerxaFbe npeA o'{r4'Te nnn BprornaBnqa nplt
ctoerue), npo6nervrra co A14lueFbero, ry6erse cBecr, enrtflenruqHt,r HanaAV nnvl
KOHByn3Uvr.

Aro sa6opaBlrre Aa 3eMere DONEPEZIL ALVOGEN
He seuajre 4aojua Ao3a 3a ga ja napoMecrnre nponyrureHara Ao3a.
Axo cre sa6opaerane Aa 3eMere DONEPEZIL ALVOGEI',I, fleKolt ser\nere ro cneAHvror AeH
Bo eoo6nqaeHoro BpeMe. Axo He cre ro 3eMane fleKor noaeKe oA e,qHa HeAena,
KoHcyflTr4pa1Te ce co Baunor AoKrop npe4 Aa 3eMere 6nno xoj p,pyr.ner.

Axo npexuHere Aa 3eMere DONEPEZIL ALVOGEN
Aro npexrHere Aa ro 3eMare fleKor no3ktrklBHNTe repanhcxu e$exrr
Aa i lcqe3Har. HeuojTe Aa npecraHere co 3eMaFbe Ha neKor wttA Aa Ja H
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Ao3ara 6es Aa ce KoHcynrupare co Bautuor AoKTop, Ayptl u aKo ce qyBc-fByBare
no4o6po.

Axo uuame dononuumenHu npawaba sa ynompe1arna na oeoj neK, n,ocoeemyeajme
ce co Bawuom doxmop unu eapuaqeem.

4. MOXH14 HECAKAH14 AEJCTBA

Kaxo u cume neKoeu u DONEPEZIL ALVOGEN Moxe 6ta uma Heca,RaHu dejcmea, uaxo
ucmume ne ce jaeyeaam rcaj cume naLtueHmu

Kaj naqreFlrhre Koh ro npilMane neKor 6nne nph1aBeHn cfleAHilTe HecaKaHu 4ejcraa.

CepnogFtr,l FtecaxaHh peaxumh.
3agonxnrenHo n3Becrere ro Baurnor Aorfiop axo sa6ernexnre HeKoe oE cnoMeHarrre
cepno3Ht4 HecaKaHil ,qejcrea. Moxe6r,r xe er e norpe6ner vr{a t\/te4nlI4HcKa noMouJ.
o ouTeTyBaFbe Ha qpHilor 4po6, Ha np. xenarilrmc r(eocnanexhe Ha qpHiloT Apo6)

Cnuntorun Ha xenarhn4cor ce raAeFbe, ryberue Ha aner[4Tor, onuro qyBcrBo Ha
cna6oct, TpecKa, qeuJaFbe, noxonryBahbe Ha Koxiara ra na eielKilTe oA or{nre Ll
reMHo oOoeua yphHa (oaa HecaxaHo gejcrBo ce jaeyea perKo: r, laj 1 4o 10 naqneHra
Ha 10 000) .

o L{1,1p Ha XenyAHl4KoT untA Ha AyoAeHyMor (4eaHaecerTnanallHoTo qperao). Curunrour
Ha Llhp ce 6onxa Bo croMaKor 11 HenprajarHo (npcl6neMr co Bapebero) vyacrao
noruefy nanoKor n rpaAHara KocKa (ce jaayaa noBpeMeHo: xaj 1 po 10 naqmeHra na
1 0 0 0 ) .

o KpB?BeFbe Bo XenyAH14Kor un\ Bo qpeBaTa. Oea Moxe Aa npeAn3Bl4Ka qpHr,r (xaxo
xarpan) TeqHil cronnqil nnn BVAnvBa KpB oA aHanHnor orBQp (ce jaeyaa
noBpeMeHo: raj  1 Ao 10 naqneHra na 1000).

r  ef l i l f l€r l r l4qHn HanaAi l  nf ln KoHBynsnn (ce jaeyeaar raj  1go 10 naqnenra Ha 1000).

MHorv ,{ecrn Hecaxanh peaxunm (ce jaeyaaar xaj noeeke og 1 ua 10 naqmenra):
.  nponnB,
. raAeFbe,
. rnaao6onKa.

9ecru necaxaHn peaxuutr (ce jaayeaar raj noee(e og 1 na 10 narlrzrenra):
. rpqeBn BO MycKynilTe,
o  3?MOF,
o H€COH14U?,

.  HACTf iHKA,

o ryoeFbe anernr,
o X?J]YHLIHautAn (rne4arue nnh cnyuaFbe Ha pa60Th KOL1 He ce npNcyrHm),
. Heo6nq H H coH 14 lura (exnyv urrer't Ho xor-urvraprrr)
o  HOM]4P ,

.  arpecHBHooAHecyBaFbe,

. HeCBeCTilLla,

.  BprornaBrqa,
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.  cToMaL{Ha HeflaroAHocr,

. JaAeX, paul,
o !pf iHapHa i lHKoHTnHeHqrja (HexoHrponHpaHo rvroxperse),
. 6onKa,
o noBpeAn (npr naA H Apyrn cnyvajHra nesrogra)

f (ce jaayaaar xaj noerexe1-10 ua  1000 nauraeHrn) :
.  sa6aseHo orqyKyBalbe Ha cpLlero,

Petxr necarann pearurr  (ce jaayeaar xaj  1-10 xa 10000 naqrrreurer) :
. BKoqaHerocr, TpeceFbe rnu HeKoHTpofti lpaHu ABt4xeFba, oco6c.no Ha n14uero i l Ha

Ja3ilKOT, HO ]4CTO TaKa il Ha eKcTpeMhTeTnTe,

Bo xonxy Henoe HecaKaHo dejcmeo cmaHe cepuosHo, unu sa1ienexume HecaKaHo
deicmeo Koe He e onuwaHo eo oea ynamcmeo, uuQopuupaj,me eo Bawuom doxmop
unu QapuaL4eem.

5. I{YBA}bE 14 POK HA YNOTPESA HA DONEPEZIL ALVOCIEN.?

Llyearce
nEKOT IA CE LIYBA HA MECTA HEEOCTA1H4 3A AIEUA!!
!a ce L{yBa Ha reMneparypa Ao 30'C.

flexoerre He rpe6a ,qa ce orcrpaHyBaar npeKy KaFranil3aLlhoHara r\rpexa nnn co
AoMaruHl4or oTnaA. O6parere ce 3a coBer Kaj Baunor <paprvraqear KaKo Aa ia
oAcrpaHnre Henorpeonara KonngilHa oA neKor. Co osa Ke nlpHAoHecere 3a 3alurnra
Ha oKonhHaTa.
Heynorpe6enuor fleK t4flLt ornaAHvror rvrarepr,rjan rpe6a Aa ce orcrpaHu corflacHo co
noKanHaTa perynaTuBa.

Pox na ynompe6a
Tpr (3) rogilHN oA AaryMor Ha npor3BoAcrBo.
l-lpeg ynorpe6a npoBepere ro poKor Ha ynorpe6a. !a He ce Kopr4cn4 nocne
r43Mr4HyBaFbero Ha poKor Ha ynorpe6a osHa.ieH Ha naKyBaFberc)

6. EOnOnHUTEflHU THOOPM ALtUVl

llJro co4pxn DONEPEZIL ALVOGEN
Axm u e u a cy n c m a H quia: 4o ne ne3 hn xn4poxnop LlA.
DONEPEZIL ALVOGEN 5 mg: EAHa $ranrvr-o6nox(eHa ra6nc.ra coApxt4 5 mg
AoHene3rn xnApoxnopnA uJTo coorqBercrByBa Ha 4.56 rng AoHene3iln.

DONEPEZIL ALVOGEN 10 mg. E4Ha $urnrvr-o6no)+(eHa ra6nerra coAp
AoHene3nn xi lApoxnopnA uro cooABercrByBa Ha 9.12rng AoHene3nn.

l-louowuu KoMnoHeHmu
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DONEPEZIL ALVOGEN 5 mq
. Jadpo ua ma1nemama
Ilaxroea MoHoxt4Apar
Mu rpoxprcrafl Ha Llenyno3a
Cxpo6
Kpocxaprvreno3a HarpytyM
Seeaogen, KonoilAe H cnnv1tAyM At4oKcn.q
MarHesuyM creapar

. (Dunu-o6euexa Opadry white 04F58804
Xunpouenosa (E464)
TuraHnyu At4oKcr4A (F_17 1)
Maxporon 6000

DONEPEZIL ALVOGEN 10 mq
. Jadpo ua ma1nemama
flaxrosa MoHoxr4Apar
M n xporpucrafl Ha Llenyno3a
Crpo6
Kpocxapueno3a HarpilyM
SeeeogeFr, Koflon4eH crnnqilyM Ar4oKct4A
MarneanyM creapar

. @unu-o6euexa Opadry yellow 04F52201
Xnnpouenoaa (E464)
Tnraxnyu,qnoKcylA (f,17 1)
Marporon 6000
XeneseFr oKcr4A xonr E172

Kaxo ,rgrneAa h urro coApxlt naryBalbero Bo DONEIPEZIL /\LVOGEN
DONEPEZIL ALVOGEN 5 mg: 6ena, oKpyrna u 6nroHereKcHa Sr,rnrvr-o6noxeHa
rabnera oA eAHara crpaHa o3HaLteHa co "DPZ" a oA Apyrara co "5".

DONEPEZIL ALVOGEN 10 mg: xonra,  oKpyrna
ra6nera oA e4Hara crpaHa o3HaqeHa co"DPZ"

ITaxyearce
5n r,r crep PVCi P E/PVDC anyvr il H nyM cKt4 Qon m r,r
Ta6nereH xoHrej nep (non raernneH)

l-oneunxa Ha naKyBaFbe:
28 Qnnru-o6noxeuu raOnern x 5 mg
28 Qnnu-o6noxeHn ra6newr x 10 mg

flponrao4rrer
AnaoreH flxapva lOO
flaLuruar{xa 6.6. Sapnqe, llnaxgurlure
Peny6nnra CpOrja

n 6nxoneexcHa Snnu-obnoxena
a oA Apyrara co "10".
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PEZIL ALVOGENDON
Onn xu ra6neru

Hocn I Ha peueHlteTo 3a npoMer
EOO Sapr,rqe-f1 percrQennrJrrBo Cxonje

Yn. pa  6p .13  A
1 000 i e

Ha.rrxHa lr3AaBalbe
flexor n3AaBa caMo Ha neKapcxu peqenr (p)

fiaryur nocfleAHa peenarja Ha BHarpeutHorg ynarcrao
rcmo ynamcmeo e oQodpeuo 12.2013Bu
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