JIUCTOBKA



JIncroBka: nHdopManHs 3a nanHeHTa

Anzanuep 10 mg puaMupanu Tad/1eTKH
Alzancer 10 mg film-coated tablets
noHene3unoB xuapoxiopua (donepezil hydrochloride)

[IpoyereTe BHHMATEJIHO UAJATA JIHCTOBKA, MpeAH /a4 3aMo4HeTe [a NpHeMaTe TOBa

JIEKAPCTBO, Thil KATO TH ChAbPiKa BaXKHa 3a Bac uudopmauus.

- 3anasere Ta3u JUCTOBKA. MOXe [1a Ce HAJIOKH Aa 1 MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBHU JOIbJIHUTEJIHK BBIIPOCH, NonuTanTe Bamus nekap unum gapmauesT.

- Tosa nekapctBo € npeanucaHo Ju4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To
MO’K€ /1a UM HaBpeIH, HE3aBUCUMO Y€ MPU3HALUTE HA TAXHOTO 3a00/1IBaHe ca ChIIUTE KATO
Bamwure.

- AKO MONy4YHTE HAKAKBH HEXEJAaHHU JIEKapCTBEHM peakluH, yBenomere Bawwus nekap uiu
¢apmaueBT. ToBa BKJIKOYBA U BCHYKH Bb3MOXKHHU HEXEJIaHU PEAKLMHM, HEONMUCAHHU B Ta3M
JIMCTOBKA. BywxTe TOoukKa 4.

KakBo ¢bAbLpKA Ta3H JIHCTOBKA
KakBo npeacrasisBa An3aHLeEp M 3a KaKkBO €€ W3M0J13Ba
KakBo TpsOBa na 3Haere, npeay aa npueMere An3zaHuep
g -05- 2075
Kak na npuemare AnzaHuep 6 YY > ,e 1 J© LUl
BBb3MOXHH HEXKEJIAaHU peaKUUu |
Kak na cexpaHsiBate An3aHuep
Chbabp)kaHue Ha OMaKOBKaTa U AOIbIHUTEIHA HHPOpMaLIMA

P S 3 b

1. KakBo npeacrasiasiBa Aj13aHuUep H 32 KAKBO Ce H3M0JI3Ba

An3aHuep CbAbp)Ka aKTHUBHOTO BEILECTBO JOHENE3WIOB XHUAPOXJOpUA. An3aHuep (10Hene3usios
XUAPOXJIOPHU) MNpPHHALIEKH KbM TIpyla JIeKapcTBa, HApEeYeHW aLETHWIXOJUHECTEPa3HH
MHXUOUTOpU. JloHene3u1 noBuillaBa HUBATa Ha €JHA CyOCTaHLMsA B MO3bKa (ALIETHUJIXOJIMH), KOATO
y4acTBa B 3aMaMEeTABAaHETO, Yype3 3a0aBsHE HA pa3naflaHETO Ha alleTHIIXOJIHH.

To#l ce u3non3ea 3a jie4eHHE Ha CUMIITOMMTE Ha J€MEHLM, NMPH JIMLA C JHArHO3a JieKa 10 CPeaHO
Texka (opma Ha Oonect Ha Anuxaiimep. Te3u cuMNTOMM BKJIKOYBAT yBelMuaBalla ce 3aryba Ha
naMerra, 0ObpKBaHE U MPOMEHM B NoBeAeHHETO. B pe3ynrar Ha ToBa, cTpajalure oT 6ojecTra Ha
Anuxaiimep Bce No-TpyAHO U3BBbPLIBAT CBOUTE HOPMAJIHH €KEIHEBHU JEHHOCTH.

An3aHiep e 3a ynorpeda camo npy Bb3paCTHH MALUEHTH.
2. KakBo Tps0OBa na 3Haere, npeaH Aa npHeMeTe AJi3aHLUep

He npuemaiite An3zaHuep:
- aKO CTE aJIEprU4HU KbM JIOHETIE3HJ1 XUAPOXJIOPHA, KbM MUMNEPHUAHHOBH MPOHU3BOAHHU HUIIH KBbM
HAKOS OT OCTAHAJIUTE CbCTABKHM HA TOBA JIEKAPCTBO (M30poeHH B TOUYKa 6).

IpeaynpexaeHuss H NpeanasHd MepKH
['oBopere ¢ Bawmus nekap win ¢apMauesT, nNpeau na npueMere A3aHuUep, ako MMaTe WM CTe
UMaJIH:

¢ 53Ba Ha CTOMaxa WIH JBaHaAeCETONPbCTHHUKA,
NpUNaabLM UK I'bPYOBE;
ChbpAEYHO 3a00nsABaHe (HEPAaBHOMEPEH MU 3a0aBEH ChP/ICUEH PUTHM);
acTMa WM JIpPYro AbJroroauiiHo 6enonpodbHo 3abonsBaHe;
4EepHOAPOOHU NMPOOJIEMH UJIH XEIaTHT;




® 3aTPYZHEHHA NPHU YPUHHPAHE WIH JIeKo 0n0peuno 3abonasane.

Kaxere chuio Ha Baurug nexap, ako cre OpeMeHHa WM MUCAHTE, Y€ MOXe 11a cTe OpeMeHHa.

Jleua H 10OHOIH
AJ3aHUED HE Ce TIpenopbYBa 3a ynorpeda npu Actia ¥ oHomH (Ha Bb3pacT nojA 18 roauHu).

APYrH JJeKapcTBa B AJ3aHuep

Hudopmupalite Bawms nexkap wnu dapMaleeT, ako NPUEMATe, HAaCKOPO CTe MpHEMATH WM €
BB3MOKHO /1a NPHEMETE APYIH JIEKapCTBa, BKJIIOYUTENTHO U TaKHBa, OTIyCKaHH Oe3 pentenra. Tosa
CE€ OTHACA CHIIO H 33 JIEKapCTBa, KOMTO MOXE 1a NpueMare B Objele, aKo NIpoADKUTE NPHEMA Ha
An3aHuep, 3ali0TO TE3M JIeKapecTBa MoraT Aa oTcnabar wiM aa 3acunat edexra Ha An3aHLep.

Undopmupalite Bamus nekap, ako npueMaTe HAKOE OT CIeAHHTE AeKapCcTRa:

® JPYrH JEKapcTsa 3a OonecT Ha Anuxanmep, Hanp. ralaHTaMHH;

00e3004BalUN HIIH NICYEHHKE HA APTPUT, HAIp. aCMIUPHH, HECTEPOUAHH
NpoTHBROBR3NANHTENHH nekapcTsa (HCIIBJI), xaro ubynpoden win auxinodenak HaTpHil;
AHTHXOJNIMHEPrHYHH JIEKAPCTBA, HAIP. TOJITEPOAMH;

aHTHOMOTHLH, HAIIP. EPHTPOMULIAH, PUBAMITHLIMH,

NPOoTHBOrLOMYKOBO JIEKAPCTBO, HANP. KETAKOHA30M;

AHTHACIIPECAHTH, HAMp. QIYOKCETHH,;

aHTUKOHBYJICAHTH, Hanp. PEHUTOMH, KapOeMa3enuH,;

NieKapcTaa 3a chpaeuHo 3abonspane, Hanp. KBUHUAWH, OeTa-Onokepu (ponaHonon M
aTEHOJON);

MYCKYJIHHM pEJIaKCaHTH, Hanp. AHa3enaM, CYKUHMHWIXOJHH;

001ua aHecTe3us,

® JIeKapcTBa, nonyyeHU Oe3 penenta, Hanp. SWIKOBM NMPOAYKTH.

AKO ce HaJjiara fja c€ NOoAIOKHUTE Ha ONepaLHs, KOATO H3UCKBa [IPUIIOXKEHHETO Ha ob11a aHecTe3us,
TpsOBa Aa yBeaoMuTe Balling iekap ¥ aHeCcTe3Ho0ra, Ye npueMate AnsaHuep. Tosa e Taka,
3al10TO Ballero nekapcTBo MOXe [a MOBAHAS BhPXY KOJHYECTBOTO Ha HEOOXONHUMHS aHECTETHK.

An3aHLEep MOXE Aa ce NpHeMa oT nauueHTH ¢ 6bpedno 3abonasaHe WM JIEKO A0 YMEPEHO
yepHoApoOHO yBpexaaHe. Kaxere Ha Bawins nexap, ako uMate 6b0peuHo win 4epHoapooHo

3abonnBane. [NaieHTH ¢ Tex Ko uepHOApoOHO 3abonaBaHe He OHBa Aa MpUeMaT AJI3aHLED.

YeenoMere Bauiusg nexap win gapMauesr 3a HMETO Ha Bamms SonHornenay. Bawumsr
Oonxornenau uie Bu noMorHe aa B3eMare JE€KapcTBOTO CH, KakTo Bu e npeanucato.

AJAHUEP ¢ XPAHA, HANMUTKH H 4JKO0X0J1

XpaHarta He MOBNUABA edeKTa Ha AJi3aHLUep.
AnzaHiep He TpAOBa a ce nNpueMa ¢ aNKOoXoJ, 3alI0TO aANKOXOAbT MOXKE a MPOMEHH edekTa My.

bpeMeHHOCT, KbEpMene H dpepruanrter
AKO CTe OpEMEHHA WM KEPMUTE, CMATATE, Y€ MOXKE Aa cTe OpeMEHHa WK ri1aHupate OpeMeHHOCT,

noceBeTBaiite ce ¢ Baums nekap uau ¢apmaueBr npeau ynorpedara Ha TOBa JIEKAPCTBO.
AnsaHuep He Tpsa0Ba 1a ce ynorpedsBa o BpeMe Ha KbpPMEHE.




IHodupane n padora ¢ MAIHHHA

bonecrra Ha AnuxaiiMep Moxe Ja Hapylid cnocobHocTT Bu 3a miogpupane wnn pabora ¢ MalIMHY
1 Bue He TpaOBa na M3BBPIIBATE TE3H ACHHOCTH, OCBEH ak0o Baluusrt nexkap He Bu e kazan, ue e
GeszonacHo.

Bauiero nexkapcTBO MOXE Ja IPEAM3BHKA CHIIO YMOPa, 3aMagHOCT M CXBAlIAHE B MYCKYJIUTE. AKO
TOBA Ce CIyuH, He TpAOBa na wodupare UK aa paboTHTE ¢ MAIIMHH.

Bazxna nHGOPMALIHS 38 HAKOH OT ChCTABKHTE HA AT3aHLEp

AN3aHuep cpaAbpKA JakTo3a. Ako Bamusar nekap Bu e kazan, ye yMaTe HENMOHOCHMOCT KbM HAKOH
3axapH (N1aKTo3a WM MJIEYHA 3aXap), NOCHBETBAUTE Ce ¢ HEro, NMpeay Aa B3&MeTe TO3H NPOAYKT.

3a NBAHWUA CIOHUCBK HA [MOMOIMHUTE BELIECTBA, BHXTe ChbAbLpPKAHHE HA ONAKOBKATE N
JONBAHHTEIHA HHPOPMALIKS [10-0011Y.

3. Kak 1a npueMaTte AJ3aHuEp

Koaxko AmzaHuep TpabBa Aa npHemarte

BuHaru npuemaiite ToBa JICKapCTBO, TOUHO KakTO BU e kazan BamwusaT nexkap unu dapmanesT, AKo
HE CTe CHI'ypHH B HEllo, MonyTalite Bauus nexap unu ¢gapMauest.

B HavanoTo npenopbLUYHTENHATA 1032 € 5 mg BCAKA Bedep, npeaud narade. Cnea eavH Mecell
BaiuusaT nexap Moxe 1a Bu kaxke ga BieMare no 10 mg Bcsaka Be4dep, MpeiH JaraHe,

Ho3ara, KOSTO NpUeMare, MOXKE Ja C€ IPOMEHM Criope] MPOABIKHTEITHOCTTA HA JIEHEHHETO H
criopea npenopeKuTe Ha Bainud nekap.

MakcHManHara npenoppuMTenta ao3a € 10 mg, acsaka seuep.

BuHaru cnepgBaiite ykasaHusaTa Ha Bamus nekap win gpapmauesT, OTHOCHO TOBA KaK M Kora Aa
npuemMare Bawero nekapctso. He npoMeHnsifte no3ata 6e3 aa cre ce nocsBeTBanu ¢ Banms nekap.

Kak na npuemarte Bamero nexkapceTso

[Ipremere Bamata Tabnerka AjzaHuep ¢ Yalia BoAa Bedep, NpelH naraHe.

Ynorpeda npH Aela H IOHOWIH

YnotpebaTa Ha An3aHuep He ce penopbyBa NpH AeLa U I0HOWHM (Ha Bb3pact nop 18 rogunn).
AKO cTe NpHeJH MoBeYe 0T He0OX0aAUMATA 1038 AJN3aHuUEp

B cnyuait, ue cre npuenu noseye ot Heobxoaumara 1032, He3abaBHO ce CBbpXkeTe ¢ Baina nekap
HIH OTHHETEC B CNEWIHOTO OTIeNcHUe Ha Hah-Onmikara Gonnumua. B3emere TasH nMCTOBKA M
ocTaBaluTe Tabnerku ¢ Bac.

CHMITOMHTE Ha Npeao3yupaHe MOraT Aa BKJIIOYBAT rajJeHe U NMOBpbBIUAHE, OTAENAHE Ha CIIOHKA,
H3MOTHABAHE, MOHMWXKEH ChPACHUSH PHThM, MOHIDKEHO KPBbBHO Haisarane (MPHUMaNABaHE WIH

3aMAgHOCT MPH U3MPaBAHE), 3aTPYAHEHO AMLIaHe, 3aryfa Ha Cb3HAHHE M TIPUNAABLM WIH 'bPYOBE.

AKO CTe IPOMYCHAIH Aa NpHeMeTe ANZaHUEp

He B3emaiite aBoitHa no3a, 3a 1a KOMIIEHCHPATE MPOITYCHATaTA 4034,




AKo 3a0paBUTE Ja B3EMETE JICKapPCTBOTO CH MOBEUE OT €OHA ceaAMHLa, o0amere ce Ha Banus
nexap, npend Na na p3eMere nopeue Tabaerkuy.

AKO CTe CIIpe/IH NpHeMa HA AT3aHiep

He cnupalite na Biemare tabnerkure, OCBeH ako BawmsaTt nekap He Bu npenopbua ToBa. AKO

CIpeTe NMpydeMa Ha AN3aHlep, noasara oT Bawero nedeHne nocTeneHHO e H3YE3HE.
AKO HMaTe HIKaKBM JOIMBJIHUTENHH BBIPOCH, CBbLP3aHH ¢ ynoTpebara Ha ToBa JIEKapCTBO,

nonuraitte Bauius nekap uny gpapMalenr.
Koako anaro TpadBsa Aa ynoTpebasate AaszaHuep

Bawuar nexap uwnn ¢dapmauest me Bu nochsersa konko AwIro tpadea na npuemare Bamnte
rabnerku. Tpsabsa na nocemasare nepunoauyHo Bamus nekap, 3a xa npeueHu Bawero nevenue u
BaliuTe CHMITTOMH.

4. BB3MOKHH HeXKe/IAHH PeaAKIIHH

KaxTo BCMUYKH NICKapCTBA, TOBA JIEKAPCTBO MOXKE AA MPeAU3BUKA HEXENAHH PEaKiiHH, BBIIPEKH ye
He BCEKH I'M TIoTy4aBa.

CnensuTe HexenaHy peakiy ca ChoOLIEHH OT X0pa, IpAeMally AJ3aHLED.
AKO [OJY4YHTEe HAKOSM OT Te3H PeaKUHH, JOKATO NpPHEMATEe AJ3aHuUep, yYBeaoMeTe Bammnsn
JeKap.

CepHO3HH HEXETaHU peakuyi:

Tpsabpa na cpo0LLMTE Ha Balinsg nekap He3abasHO, B ciiyyail ue MposBHUTE HAKOA OT CNEIHHTE
CEPHO3HH HEXEIaHH peaklud. Moske a ce HyKAAETe OT CNELIHO JICUEHME.

e Yepuoapobno yBpexaane, HanpuMep xenatut. CHMIITOMHTE HAa XETIATHT Ca rafileHe WIH
NOBpPbBLUAHE, 3aryba Ha aneTnT, 0010 HEPA3MONOKEHHE, TPECKA, ChpOEK, NOXKBJITABAHE HA
KOXATa U OUMTE U NOTHMHABAHE Ha YpHHaTa (Moxe aa 3acerse no 1 Ha 1000 ayun);

e (TOMALIHHM A3BH WIH A3BH HA JBAHAOECETONPbCTHUKA. CUMITTOMUTE HA A3Ba €& CTOMAIIHA
6onka u auckoMdopT, ycelaHk MeXIy IThMa ¥ rpbIHATA KOCT (MOXe J1a 3acerde no 1 Ha
100 mymiun);

o KpbBOTCUEHHE OT CTOMAaxa M WIH 4epBaTa. ToBa MOXE 1A MPUYHHH H3XO0XKIAHE Ha YEPHH
H3NPAKHEHKA WIH ACHA KPBB OT NpaBoTo 4epBo (Moxke Aa 3acerHe ao 1 Ha 100 gyun);

o [lpunansuu wiu repyose (Moxe na 3acerse no 1 Ha 100 aymm);

Tpecka, cbnpOBOAECHA C MYCKYJIHA CKOBAHOCT, H3MIOTABAHE WM MPOMEHH B Ch3HAHHHETO
(CBCTOAHUE, HAPUYAHO ,,3JI0KAY€CTBEH HEBPOJIENTHYEH CUHAPOM®) (MOXe aa 3acerte Ao |
Ha 10 000 xyum);

¢ CnabocCT, YyBCTBUTENHOCT WM GONK B MYCKYHTE, 0COOEHO aKo B CHLIOTO BPEME HE Ce
yyBcTBaTe 106pe, UMaTe BUCOKA TEMIIEPATYpa WiIH NOTbMHABAHE Ha YpHHara. ToBa MOXKe
a2 Obae npUuMHEHO 0T aOHOPMHO paspylIaBaHe Ha MYCKYJIHTE, KOETO Moxe fa Obae
KHMBOTO3acCTpalllaBalllo ¥ g AoBeae Ao npobnemu ¢ On6penrTe (3abonaBane, Hape4YeHo
pabnomMuonu3a) (Moxe aa 3acernde ao 1 Ha 10 000 ayumn).

JApyru HexenaHu peakLuiy;
Muozo yecmu nexcenanu peaxyuu (3acazawu nogeve om 1 na 10 ovuuu):

® JHAPHA,
e rnapobonue.




Uecmu ev3Moochu Hexcenanu peaxyuu (mooce oa 3acezham mexcoy 1om 10 u 1 om 100
nayuesma).
¢ CXBAllAHE HA MYCKYHHTE;
yMopa,
TPYAHO 3acnubaHe (be3cnhHHUE);
HAaCTHHKa;
3aryba Ha anerTMr;
XaMOUMHAUMH (BIXKAAHE WK YYBaHE HAa HELla, KOUTO HE ChiIECTBYBAT);
HeOOMuYaliHH CHHHILA, BKIIIOYHTENHO KOLIMAaPH;
Bb30Yy/a;
arpeCUBHO TMOBEJICHHUE;
MpHUNOLUIABAHE,
3aMAafHOCT;
CTOMAINEH NUCKOMOPT;
00pus;
HEKOHTPONMPAHO YPUHHPAHE;
bonka;
IONONYKH (NALMEHTHTE MOXeE 11a Ca CKIIOHHHM KbM NajaHe u ciy4yalHO HapaHsBaHeE).

Hevecmu 8baMoXNcHU Hedicenanu peaxyuu (mooxce oa 3acezrnam medicoy 1 om 100 u 1 om 1 000
nayuenma):

o 3ab0aBeHO OHeHe Ha CHPLETO;

® [IPEKOMEPHO OTACNAHE HA CNIOHKA.

Pedxu evimonichu Hedcenanu peaxyuu (mMoxce oa szaceznam mexcoy 1 om 1000 u 1 om 10 000
nayuenma).
¢ CKOBAHOCT, TPEMEPEHE WIH HEKOHTPOJHPAHU IBHXKEHMA, 0CODEHO Ha NHLETO H €3HKa, HO
ChILIO TAKa ¥ HA KPAHHHLIHTE.,

Cbo01IaBaHE HE HEXKEJIZSHHE PeaKLHH

AKO MONyuYHTE HAKAKBH HEKENAHH peakuuH, yBeaomere Bamms nekap, dapmanesr uwim
MEAHUMHCKa cecTpa. ToBa BKJIHOYBA BCHYKM Bb3MOXXHH, HEONHCAHH B Ta3M JIMCTOBKA HEXE/IaHH
peakUuy., Moxkere cBILO Ja CHOOLIMTE HEXKENAHW PEAKHUH AMPEKTHO Ha M3munnuTENHA areHuus
no nekapcreara (MAJI):

ya. ,,JlamaH ['pyes® Ne 8

Codua 1303

Ten. +359 2 8903417

en. noua: bda@bda.bg

yvebcaiitT: www.bda.bg

Kato chofmasare HexenaHH peakLMH, MOXKETE J1a AalleTe CBOA MPHHOC 3a NOJyYaBaHe Ha MOBEYE
uHdopMaills OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKAPCTBO.

S. Kax na cexpangasare AJI3aHuep

Ja ce cpxpaHsaBa Ha MACTO, HEAOCTBITHO 34 AELA.
Ha ce cbXpaHsea B OpHIrHHA/HATA ONIaKOBKa.
Ha ce cpxpanaea nog 25°C.

He wu3nos3salre TOBa JEKAPCTBO Cl€N CpOKAa HAa TOOHOCT, OTOENA3aH BBPXY KApTOHEHATa
onaxkoBka/Onucrepa/eTukera, cnen ,,J oneH 10:*. CpoxbT Ha rogHOCT OTTOBapsA Ha NQC
OT NOCOYEHHMA MECEH,.




He H3XBobpnadTE NEKAPCTBATa B KaHanH3alMiTa WJIH B KOHTEHHEpa 3a IOOMALIHH OTNAaIbLM.
[TonuTadite Baums dapMauesT kak Ja U3XBPIATE JeKapCcTBaTa, KOUTO Beue He u3nonspare. Te3H
MEPKH 1€ CMTOMOrHAT 3a ONAa3BaHe Ha OKOJIHATa cpela.

6. ChabpkaHue Ha ONIAKOBKATA H JONBJAHHTEJIHA HHpPOPMAKHS

KakBo ¢baAbpxKa AN3aHuep

-  AKTHBHOTO BEIlIeCTBO €: NOHENE3WN0B Xuapoxnopuil. Beaka ¢punmupana Tabnerka Ansanuep
cpabpxa 10 mg ROHENe3WwIoB XUAPOXJIOpHI, €KBHBANCHTEH HA 9,12 mg moHenesw.

-  Jpyrure cbCTaBKH Ca:

Adpo na mabremxama

JlaxT03a MOHOXHApAT

1{apeBHYHO HULLIECTE

JlaxTo3a (MoanduuMpaHa)
XAAPOKCHITPONKI LENY03a
Muxkpoxpucranna uenynosa PH 102
Marsnesues creapar

Obsusxa na mabremxama
TuTaHoB auokcua (E171)
XMAPOKCHNPOITIWI METHILIETY1032
nonueTineH raukon 400
nonucopdar 80 (E433)

Kak uariexna AnsaHuep H KaKBO ¢HALPHKA ONAKOBKATA

Anzanuep 10 mg dunmMupanm TabneTku ca 6enu, KpbIiy, ABOHHON3NBKHAIK TA0NETKH, ONaKOBaHU
B Onucrepu. Enun 6nucrep cbabpxa 14 duiaMupann Tabnerkm.

BuaoBse oNakoBKU:
28 dunmupanu tabnerku (2 6nucrepa)

IpurexkaTeN HA pa3penieHHETO 33 ynoTpeba H Mpon3BoAHTEN

HOBE. ®APMA EOO/J
oyn. ,.bearapua’” Nel(9
Codun 1404, buarapns

JaTa HA NOCaeAHO Npepa3riexkaaHe HA JHCTOBKATA: 01/2025




