JIMCTOBKA



JIucroBka: HHpopMaLHs 32 NAUHEHTA

Aq3zaHuep S mg pHIAMHpPAHH TA0JIeTKH
Alzancer 5 mg film-coated tablets
noHene3wnoB xuapoxyaopua (donepezil hydrochloride)

IlpoueTreTe BHHMATEJHO UNAJATAa JIHCTOBKA, MNpeaH [Aa 3ano4yHeTre Oa MNpHeMaTe TOBA

JIEKapCcTBO, ThH KaTO TH CbAbPKa BaXKHa 32 Bac HHpopmaums.

- 3ana3eTre Ta3u JUCTOBKA. MoOXe 1a ce HaJI0XKH 11a A MPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JOMBJIHUTEIHU BBIIPOCH, nonuTaiite Bawus nekap unu ¢papMauesr.

- ToBa nexkapcTBo € npeanucaHo JU4YHO Ha Bac. He ro npeorcrenBaiTe Ha Apyrd xopa. To
MOXKE Ja UM HaBpeIM, HE3aBUCHUMO Y€ MPU3HALMTE HAa TAXHOTO 3a00JIIBaHE Ca CHIUIUTE KATO
Bawwure.

- AKO MOJIyduTe HSAKAKBM HEXEJIaHW JIKAPCTBEHU peaklUuH, yBeaomere Bauius nexkap wiu
¢apmaueBT. ToBa BKJIOYBA MU BCHYKM Bb3MOXXHHU HEKEJNAHU PEAKLUM, HEOMUCAHU B Ta3M
nucToBkKa. BuwxkTe Touka 4.

KakBo CbABbP/KaA Ta3H JIHCTOBKA

KakBo npezncrasnsiBa Aji3aHLEp M 32 KaKBO C€ M3110J13Ba

KakBo Tps0Ba J1a 3HaeTe, Npeu Ja npueMeTe AI3aHLep / OX 5.2 O OOS

Kak na npuemare AnsaHuep -
Bb3MOXXHH HEXEJIAaHH peaKLIUM 62836 49 -05- 2025
Kak na cbxpanssare An3aHuep

CbabpxKaHHUE HA ONAKOBKATa M JOMBJIHUTEIHA HHPOPMALIUS
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1. KakBo npeacraBisiBa AJI3aHUeEp H 32 KAKBO ce H3I0JI13Ba

An3aHlUep ChbAbPKA aKTUBHOTO BELIECTBO JOHENE3WJIOB XMAPOXJIOpUA. Al3aHuep (IOHEene3uJoB
XUAPOXJIOpUA) MPUHALIEKH KbM TIpyna JIeKapcTBa, HApPEYE€HW aALETUIXOJMHECTEepa3HH
uHXuOUTOpH. JloHEene3us noBUILABa HUBATa Ha e/lHa CyOCTaHUMS B MO3bKa (QUETUIIXOJIUH), KOSTO
y4acTBa B 3aMaMeTsABaHETO, Yype3 3a0aBsiHe Ha pa3NagaHeTo Ha alueTHIIXOJIMH.

To# ce u3non3sa 3a JieYeHUEe HA CUMIOTOMMTE Ha JEMEHLIUA, MPH JIMLA C AMArHO3a JieKa 10 CPeaHO
Texxka (popMa Ha Oonect Ha AnuxaiMep. Te3sd CUMNTOMH BKJIKOYBAT yBeJiMuaBalla ce 3aryba Ha
nameTTa, 0OObpKBaHE U MPOMEHH B NMOBeAEHHETO. B pe3ynrar Ha ToBa, cTpagamure ot dbonecrra Ha
AnixaiMep Bce MO-TPYAHO U3BbPLIBAT CBOUTE HOPMAJIHU €XEJHEBHHU JIEHHOCTH.

An3zaHuep e 3a ynorpeda caMo NnpH Bb3pacTHH MaLUEHTH.

2. KakBo TpsiOBa 1a 3HaeTe, NpeaH 1a NpHeMeTe AJi3aHuUep

He npuemaiite Asizanuep:
- aKO CT€ aJlepru4HH KbM JOHEMNE3UJIOB XUAPOXJIOPHI, KbM MUINEPHUAMHOBH MPOM3BOAHH HWJIM
KbM HAKOS OT OCTAHAJIUTE CbCTABKH HA TOBA JIEKAPCTBO (M30pOEHHU B TOUKA 6).

IlpeaynpexxaeHHs H nNpeaAna3sHH MepPKH
["loBopere ¢ Bawus nexkap unu ¢apmauest, npead aa npueMere AJ3aHUEp, akO UMaTe WIH CTe
HUMAJIM:

s13Ba Ha CTOMAaxa WM J1BaHAEeCEeTONPbCTHUKA,
NMPUNaabLUM WIH I'bPUYOBE;
CbpACYHO 3a00nsABaHe (HEPAaBHOMEPEH WM 3a0aBEH CbpP/ACYEH PUTHM);
acTMa WM Apyro AbJroroaviuiHo oenoapodbHo 3adbonsBaHe;
4YEPHOAPOOHH NMPOOJIEMH UITK XENAaTHT;




® 3aTpyAHRCHUA [IPH YPUHHUpaHe WM nexo Op0peuHo 3abonsBane.
Kaxere cbuio Ha Bauus nekap, ako cre HpeMeHHa K MUCNHTE, Y€ MOXKeE [1a cTe OpeMeHHa.
Hena H roHomH
As3aHlUep He Ce npenopbysa 3a ynorpeda npu aeua U roHoH (Ha Bu3pacr noj 18 roauun).

ApyrH Jexkapcrea B AzaHiep

Hudopmupaiite Baming nekap unu ¢apMaleBT, ako TpPHEMATE, HACKOPO CTE NMpHEMANH WIH €
Bb3MOXXHO Ja NMpHEMETE APYTH JIEKapcTBa, BKIYHTENHO M TAKMBA, OTITYCKaHH Oe3 penenTa. ToBa
Ce OTHACA CHIIO U 32 JIEKAPCTBA, KOUTO MOXKE J1a NTPHEMATE B ObacIle, aKO NPOXBIKHTE NpHEMa Ha
AJ3aHUEp, 3al0TO TE€3H JEKAPCTBA MOraT Aa OTCNabAT WK A3 3aCHIAT eeKTa Ha AN3aHLED.

Undopmupaiite Baiuna nekap, ako npHeMare HAKOE OT CeHHTE JEKapCTRa:

APYTH J1eKapcTBa 3a fonect Ha AnuxaliMep, Hanp. raJlaHTAMHH;

00e300aABaIM WIM JICUEHHUE Ha aPTPHUT, HaNp. aclUpUH, HECTEPORIHH
npoTuBoBb3nanuTeHu nexkapersa (HCIIBJT), xaTto ubynpoden wnu quknodenax HaTpii;
aHTUXOJIHHEPTrHYHH JIEKapCTBa, HAMp. TONTEPOIMH;

AHTUOHOTHULM, HATIP. EPUTPOMULIMH, PUBAMMULIUH,

[MPOTHBOTLOWUKORO JICKAPCTBO, HAMpP. KETAKOHA30;

AHTHACMPECAHTH, HANp. PIYOKCETHH,;

AHTHUKOHBYJICAHTH, HaNp. QEHATOUH, KapOEeMa3eIHH;

JeKapcTBa 3a chpacyHo 3abonsapane, Hanp. KBUHUIMH, 6era-0okepu (mponaHomon u
aTeHOJION);

MYCKYJTHHM peliakCaHTH, Halp. J4azernaM, CYKLUMHANXOUH;

001112 aHecTe3Hu,

JIEKapCTBa, noay4yeHu 6e3 peuenta, Hanp. GWIKOBH NPOAYKTH.

AKoO ce Haslara Aa ce NOUI0KHTE Ha onepals, KOATO H3MCKBa NMPHIOKEHHETo Ha 061a aHecTe3us,
TpaOBa fa yBenoMHTe Baluus nekap u aHecTe3Hos10ra, Je npremMare Ansanuep. Tosa e Taka,
3a1j0TO Balnero nexkapcTso MoOXe 13 MOBNIHAE BLPXY KOJHYECTBOTO Ha HEOOXOAUMMMA AHECTETHK.

AJI3aHIIEP MOXE 1A Ce npuemMa ot nauueHTy ¢ 6p0peuro 3adonaraHe WK 1IEKO 10 YMEpPEHO
yepHOAPoOHO yBpexaaHe. Kaxere Ha Bawuus nexap, ako umate 0s6peuHo win yepHoapobGHo

3abonABaHe. IlaiineHTH ¢ Texko YyepHOApoOHO 3a00naBaHe He OUBa na npueMarT AJ3aHLep.

Yeeaomerte Ballius nexap uid gpapMaueBT 3a UMETO Ha Baluns bonHornenay. Bamumar
bonHornenay we By noMorHe na B3eMaTe NEKaApCTBOTO CH, KakTo BH e npeanucaHo.

An3aHuep ¢ XPaHa, HATTHTKH H AJ1K0X0J)

XpaHnara He NoBnAKABa epeKTa Ha An3aHLED.
AJ13aHIEP He TpADOBA Na ce NPHEMA ¢ ANKOXOJ, 3alI0TO ANKOXONBT MOXKe [a TIPOMEHH eeKTa My.

bpeMeHHOCT, KbpMeHe H PePTHIANHTET
AKoO cTe OpeMeHHa WIH KbpMHUTE, CMATATE, Y€ MOXe Aa cTe OpeMeHHa WK IUIaHUpaTe GpeMeHHOoCT,

noceBeTBaiTe ce ¢ Bainug nexkap unu ¢apMaueBT npead ynorpebara Ha TOBA JIEKApCTBO.
ArzaHuep He Tpsa0Ba fa ce ynoTpedsBa no BpeMe Ha KbpMEHE.




L odupane u paboTa ¢ MAIIMHK

bonecrra Ha AnuxafiMep MOXe aa Hapywn cnocobHoctT By 3a wodupane unu pabora ¢ MammHM
U Bue He TpaOBa na U3BBLPIIBATE TE3W NSHHOCTH, OCBEH ako Bawudar nekap He Bu e xazan, ue ¢
Ge3omnacHo.

Bawiero nexapcTso MOXe a NpeIU3BHKa ChINO YMOpPAd, 3aMasHOCT U CXBAalllAHE B MYCKYJIHTE. AKO
TOBa CE CIIY4H, HE TpsAOBa Aa 1wodHpare WIH Ja paboTHTE ¢ MAILIMHU.

Baxcna HH(pOpPMAIIHA 38 HAKOH OT CBCTABKHTE HA AJI3aHIEp

An3aHUEp CbObLPXa NakTo3a. Ako BamuAaTt nexap By e ka3al, 4ye uMaTe HEMOHOCUMOCT KbM HAKOH
3axapH (JJaKTo3a Uy MIEYHA 3aXap), NOChBETRANATE ce C Hero, Mpeay Aa B3eMETE TO3HM NMPOIYKT.

3a NBIHUSA COMUCHK HAa MOMOLGHHTE BeLUecTBa, BMXTE ChAbpKaAHHE HA ONAKOBKATA H
AOITbLJAHHTEAHE HHPOPMALIHA TTI0-0TY.,

3. Kak 1a npuemate An3anuep

Koako AazaHnep TpadBa A3 npHeMaTe

BrHaru npremaiite ToBa JI€KapCTBO, TOUHO KakTo Bu € kazan Bawuar nekap unu ¢papmanest. Axo
HE CT€ CHI'YPHHU B HEllo, nonuralite Baiuua nexkap wim ¢papManesr.

B HayanoTo npenoprYMTENHATA 4032 € 5 mg BCSAKa Beuep, npeau aarade. Cnea eayH Mecell
BaimusT nekap Moxe 1a Bu kaxke na 3eMare no 10 mg BcAxka Beuep, Npe]u IaraHe.

Jo3aTa, KOATO npHeMaTe, MOXe 12 ce IPOMCHH CIIopel NPOALIKHTE/IHOCTTA HA JIeUEHHETO H
cnopel npenopbkuTe Ha Bainus nexap.

MakcuManHaTa npenopbuKnrenna ao3a ¢ 10 mg, Bcaka Beuep.

BuHary cneapaiite ykaszaHuaTa Ha Bammus nexkap Wwid ¢gapMaueBT, OTHOCHO TOBa KakK M Kora ga
npueMate Baiuero nekapcerso. He npomensiire no3ara 6e3 ga cre ce nocbseTBanH ¢ Bawns nekap.

Kax aa npnemarte Bamero JexkapcTBo

[Ipuemere Bawara Tabnerka AnsaHuep ¢ yailia BOJA Beyep, NpeaH JIAraHe.

Ynorpeba NpH Aeua H OHOLIH

Ynorpebarta Ha AN3aHUEp He Ce NpenopbYuBa NPH Acla K I0HOMHM (Ha Bh3pacT oA 18 roguuu).
AKO cTe npHeJH noBeve oT HeobxoaAMMaTa 1038 An3zaHuep

B cnyuaii, ue cre npyeny nopeye Ot HeobxoaumarTa 1o03a, HezabaBHO ce cBLpXkeTe ¢ Bauing nexap
MNYM OTHUAETE B CNCLIHOTO OTAENEHHEe Ha Hai-Onuzkata OGonHuua. B3eMere TasM NHCTOBKA M
ocTaBallMTe Tabnerku ¢ Bac.

CHMIOTOMHTE Ha Npeno3rpaHe Morar Aa BKJIIOYBAT rajieHe M MOBPBIIAHE, OTACNAHE HA CNIOHKA,
H3MOTABAHE, MOHWXKEH CLPAEYEH DHUTbM, TOHWKESHO KPbLBHO HalAraHe (rpuManfgBaHe WIH
3aMasHOCT MPH H3NPaBAHE), 3aTPYAHEHO AUHIAHE, 3ary0a Ha Chb3HAHHE U NMPUNAIBLH WIH I'bPUYOBE.

AKO cTe MPONMYyCHAJNH A3 NPHeMeTe AJ3aHuep

Axo 3abpaBure Aa B3eMere Bauiero nekapcTBo, rpHeMeTe clieaBallaTa no3a ob
He p3eMaliTe ABOMHHA 1034, 32 1a KOMIICHCHpATE NPONYCHATATa A03a.




Ako 3abpaBuTe Aa B3eMeTe JIEKapCTBOTO CH NOBeYe OT edHa ceamuua, obanere ce Ha Banmims
neKap, IpelM Aa Ja B3eMeTe nopeye TabneTKH.

AKO €Te CnIpe/iH NPpHeMa Ha AN3aHUep

He cnupaitte na B3eMare rabnerkure, ocBeH ako Baminsart nekap He Bu npenopbua ToBa. AKO
CTIpeTe npueMa Ha An3aHuep, Noja3ara ot Baiero neyeHye rnocTeneHHo e H34esHe,

AKO HMaTe HAKAKBH NOMLJIHMTEIHHM BBHMPOCH, CBBp3aHU € ynoTpedaTta Ha TOBa JEKapCTEO,
nonuraiTe Bauins nekap win ¢hapMailesT.

Koako avniaro Tpabsa aa ynorpebaBare Ansannep

Bawuat nexap wiv ¢apmauesT e Bu noceBeTBa Konko awnro TpadBa Aa npuemare Baumre
tabnerky, Tpabsa ga nocemasare nepuoguuHe Bamua nexap, 3a 1a npeueHy Bammero neuexue u
Bawmure CUMNITOMM.

4. Bb3MOKHH HeXKeJIaHH PeaKUHH

KaxkTo BCHYKH 1€KapCcTBa, TOBA JIEKAPCTBO MOXKE Aa MPEAW3BHKA HEXEJIAHH PEaKiMH, BBIPEKH Ye
He BCEKH I'M MoJy4aBa.

CnepHuTE HEXENaHH peakliMi ¢a ChOOIICHU OT XOpa, IpUeMallH A3aHLED.
AKO NOJYYHT¢ HAKOS OT Te3H PeaKlHH, JOKATO NMpHeMaTe AJ3aHUEp, YBeaomere Bamus
Jekap.

CepHo3HM HEXKENaHH peaKiyn:

TpabBa na chobmure Ha Baiuua nekap He3abaBHO, B Cy4al 4e MPOABUTE HAKOA OT CIEIHHUTE
CEPHO3HH HEXENaHU peakUHu. Moxe 1a Ce HYXKIacTe OT CNEIHO IeveHue,

¢ YepuoapobHo yBpexaaHe, HampuMep xenatur. CAMITOMHUTE Ha XeNATHT ¢a rajicHe Wiu
NOBpblLaxe, 3aryba Ha aneTuT, 00110 HepasnoIoKeHHE, TPECKa, ChpOex, NOXBITABAHE Ha
KOKaTa M OYHTE H MOTHMHABAHE HA YpHHATa (Moxe aa 3acerne a0 | na 1000 aymu);

e (CTOMAlIHH A3BH WIH A3BH Ha ABAHAACCETONPBCTHHKA. CHMIITOMHTE Ha 3Ba Ca CTOMALHA
Oonka n aMckoMGpopT, ycelllaH MEKAY ITbNa H IPbAHATA KOCT (MOXKe Ja 3acerHe Ao 1 Ha
100 ayum);

o KpuBoTeUeHKE OT cTOMAaxa H Wik YepBara. ToBa MOXe Aa MPHYHHHA U3X0XKIAHE HA YEPHH
H3NpaXXHEeHWs WIH ACHA KPbB OT NPABOTO YepBo (Moxke Aa 3acerne Ao |1 Ha 100 ayiu)
[IpunaneLy unu repyose (Moxe Aa 3acerre a0 1 Ha 100 ayun);

Tpecka, CbIIPOBOAEHA C MYCKYJIHA CKOBaHOCT, H3NOTABAHE WIH NPOMEHH B Ch3HAHHHMETO
(CHCTOSHHME, HAPHYAHO ,,3MOKAYECTBEH HEBPOMENTHYEH CHRAPOM®) (MOXe Aa 3acerte ao |
Ha 10 000 nymn);

e CnabocT, 4HyBCTBUTENHOCT UK OONK B MYCKYJIHTE, 0COOEHO aKO B CHIIOTO BpEME HE Ce
YyyBCTBaTe A100pe, MaTe BUCOKA TEMNEPATYPaA HNM NOTHMHABAHE Ha YpHHaTa. TOBa MOXe
Aa Obae npuYuHEHO OT aOHOPMHO pa3pylliaBaHe Ha MYCKYJIHTE, KOETO MOXeE Za Obae
’HBOTO3acTpallaBallio 1 Ja AoBefae Ao npobnemu ¢ 6ubpeuyre (3a6onapaHe, HapedeHo
pabnoMuonmsa) (Moxe aa zacerde 1o 1 Ba 10 000 xywmn).

Jlpyru HeXelnaHH peakLUu;
Mnozo veemu nexcenanu peaxyuu (3acazawu nogene om 1 na 10 oywiu).

® JHApPHA,
e rnasobonue.




Uecmu 6b3IMOOICHU HedXceaaru peaxyuu (Moxce oa 3acezham mexcoy lom 10 u 1 om 100
nayuenma):
® CXBalllaHEC Ha MYCKYJIUTE;
yMopa,
TPYAHO 3acnuBaHe (0e3CbHue);
HACTUHKA,
3aryfa Ha aneTur;
XamouUMHANMK (BH)KIAHE WIH YyBAHE HA HElNa, KOMTO HE ChIIECTBYBAT);
HEOOMYalHH CHHHMINE, BKIIOYHTEIHO KOLIMapH;
Bb30yaa;
ArpeCHBHO MOBEACHUE,
NpUIOIHABZHE,
3aMasHOCT;
CTOMALIEH AUCKOMQOPT,;
o0pus;
HEKOHTPONUPAHO YPHHHDAHE;
6onka;
JVIONONYKH (NALUSHTHTE MOXKE Aa Ca CKNIOHHH KBM NafgaHe H cnyvaliHo HapaHABaHe).

Hevecmu evamoxcnu neocenanu peaxyuu (Mooxce oa szacezvam mexcoy I om 100 u 1 om 1 000
nayuenma).

e 3a0aBeHO OMEHe Ha ChPLETO;

® IPEKOMEPHO OTIENAHE Ha CIKOHKA.

Peodxu ev3modicrnu wnexcenanu peaxyuu (Mooce 0a sacezuam mexncoy 1 om 1000 u I om 10 000
nayuexsma).
® CKOBAHOCT, TPENMEPEHE WiIH HEKOHTPOJHPAHH ABMKEHUA, 0CcODEHO HA JTMUETO H €3HKa, HO
ChIIO TAKA H HA KPaAaHHHIIHTE.

CrobmaBaHe Ha HeXXeIaHH PeaKLHA

AKO NOJYYHTe HAKAKBH HEXENaHH peakluuu, yBeaoMere Baipus sekap, dapMaueBT WM
MEOHUMHCKA cecTpa. ToBa BKIIOUBA BCHYKM Bb3MOXHH, HEOMHCAHHU B Ta3W JIHCTOBKA HEXeENaHH
peakuuid. Moxere cbilno na chboOIUTE HEXENAHN PEakiiMH AMPEKTHO Ha H3nbliHHTENIHA areHLMs
no nekapcreara (MAJI):

ya. ,,JlamaH I'pyes Ne§

1303 Codusn

Tea. +359 2 8903417

en. noma: bda@bda.bg

yebcaiiT: www.bda.bg

KaTo cho01aBaTe HEKENaHd peakuuy, MOXKETE Ja AaJeTE CROA MPHHOC 33 NOJyvYaBaHe Ha MoBeve
HHpOpMaLUg OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

3. Kak na chxpanssare Anzasuep

Ja ce cpXpaHaBa Ha MACTO, HEAOCTBHITHO 32 A1eLa.
Ia ce cbXpaHsiBa B OpUIrHHAJIHATE ONAKOBKA.
Ha ce cexpansea noj 25°C.

He w#3non3BaifTe TOBa n€kapCTBO CMeA CPOKa HA TOAHOCT, oTOENA3aH BLPXY
onakoBKa/Onucrepa/eTukera, cnea ,,lonen no:“. CpoxbT Ha roAHOCT OTroBaps Ha
OT HOCOYEHHA MecCell.




He wn3xBbpnsalite nekapcTBaTa B KaHaNW3alMATa WIM B KOHTeHHepa 3a AOMALUHM OTHAIBLIH.
[Monutalite Bawiua ¢apMalicBT kKak Aa H3XBPIATE JIEKAPCTBATA, KOMTO BEYE HE u3noassare. Tesu
MEPKH IIE CITOMOrHAT 33 ONAa3BaHe Ha OKOJIHATA cpea.

6. CbabpiKaHHe HA ONAKOBKATA H AONBAHHTENHA HHpOpMALIHS

Kakpo ¢bAbLpKa AnzaHuep

- AKTHBHOTO BELIECTBO €. JOHENME3WI0B XHAPOXJIOpUA. Beaka punMupana rabnerka Anzasuep
CBABPKA 5 mg AOHENE3WN0B XHAPOXJIOPHI, EKBUBANICHTeH Ha 4,56 mg noHene3w..

- Jlpyrure CbCTaBKH:

Hopo na mabremxama

JlakTo3a MOHOXHMAPAT

LlapeBH4HO HHLIECTE

JlakTo3a (MoAndHUNPaKa)
XHAPOKCHIIPOMWI LIENYJI03a
MukpoxkpucranHa uenynosa PH 102
MarHe3uer cTeapar

Obeuexka na mabaemxama.
THTAHOB AnoKcHA (E171)
XHUAPOKCHNPOINIW METUILIENY1032
noaueTunel riukoa 400

nonmucopdar 80 (E433)

Kak H3raekia AN3aHuep H KAKBO ChbIbPiKA ONAKOBKATA

Anzanuep 5 mg ¢punmMupann TabneTku ca 6eny, Kpbriy, ABONHOH3NbKHANH TabAeTKH, ONTAKOBaHH B
Onucrepu. Enun 6mucrep cpappxka 14 punmupany tabnerku.

BuuooBe onaxoBKu:
14 punmupanu tabnerku (1 6nucrep)
28 punMupanu Tabnerku (2 6aucTepa)

He BCHYKH BUI0BE OTaKOBKU MOTaT fa ObAaT NMycHaTH B rpoaaxda.

IpHTexaTen HA pa3pelieHHETO 38 ynoTpela H npou3BOAHTE

HOBEJ ®APMA EOO/I
oyn. ,,buarapus” Nel109
Codna 1404, buarapus

JAaTa HA AOC/eaH0 NpepaisriaexaaHe Ha aucroskara: 01/2025




