JIMCTOBKA



JlucroBka: uHpOpPMALHS 32 NalIMEHTA

Auzamea S mg ¢pusimupanu TabieTku
Alzamed 5 mg film-coated tablets

Jodernesunos xuapoxiopua/donepezil hydrochloride

IpoueTere BHUMATE/IHO LS1aTa JHCTOBKA, NPEIH 12 3aM0YHETE [1a [IPHeMaTe TOBA JIEKaPCTBO,

Thil KATO TH ChABLPKA BaxHa 32 Bac undopmanusn.

- 3anasere Ta3u JIUCTOBKA. MoKe Jla ce HaJIOHHM J1a sl [IPOUETETE OTHOBO.

- AKO MMaTe HAKAKBM JIOMBJHWTENHHM BBIpOcH, nonuraiite Bamms nexap, ¢apmauest uin
MEJIMLIMHCKA CecTpa.

- Topa nekapcTBo e mpeanucaHo JimdHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To Moxe
J1a MM HaBpe/I1, HE3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3ab0/1ABaHe ca ChliMTe Kato Baunre.

- AKO NOJIyunTe HAKAKBH HEXeJaHH peakuuH, yseaomere Bammusa nexap wau ¢dapmauest. Tosa
BKJIIOYBA M BCHUKH Bb3MOXHH HEXKEJIAHH PEaKllii, HEONMCAHH B Ta3M aucToBKa. Buskre Touka 4.
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1.  Kakso npeacrapasiBa An3zamel H 3a KAKBO c¢ H3110/13Ba

AJ3ame/1 Ch/IbpKa aKTHBHATA CyOCTAHLIMA JIOHENE3NIIOB XHIPOXIIOPHIL.

An3ame/1 IPUHAUIEKH KbM IPYIIa JIEKapCeTBa, HapeueHa MHXHOUTOPH Ha XonuHecTepasara. Toil norucka
Onpe/ie/IeH eH3MM B MO3BUYHATA ThKAH IPH XOpa, Ha KOMTO € MOCTABeHa JMarHosa jeka J0 yMepeHo
Texka popma Ha GonectTa Ha Anxaimep.

Ansamel ce ynorpebsiBa caMo NpH Bb3PACTHH NMALHEHTH,

2. Kakgo TpsiGBa 1a 3HaeTe, NpeaH 1a npuemere Aj3zamen

He npuemaiite Aiisamen:

- aKO CTe aneprudHu (CBPbXYYBCTBHTEIHH) KbM JIOHETIE3HIIOB XHAPOXJIOPHJL, WM KbM I0A00HH
BelecTBa (MUIEPUIMHMOBH TIPOM3BOJHHN) MM KbM HAKOS OT OCTAHAIMTE ChCTABKH Ha TOBA
JiekapcTBO H30poeHH B TOUKa 6.

IpeaynpexaeHHs H Npeana3Hd MepKH
I'osopere ¢ Bauius nexkap win papMaleBT npejiu aa npueMere Anzamenl 4 ro iHPOpMUpaTe, ako HAKOE
OT W3GPOEHHUTE NO-A0JTy MIPedyNpexkIeHNs ce OTHacs 3a Bac kbM MOMEHTa MM Ce € OTHacs/10 3a Bac B
MMHAJIOTO:

- aKO MMATE WJIM aKO HAKOTa B MHHAJIOTO CTE MMAJIH Chp/levHH npobiieMH (Mo-CrelHalHO CHHAPOM
Ha OOJIHMA CHMHYCOB Bb3eJl WM NoA0OHO ChCTOAHUE). A3aMel MOXKe Jla IOHMXH YecToTaTa Ha
cbpieynara Bu aefHoct;

- aKO HAKOTa CTe MMaJIM CTOMALlUHA S3Ba WM s3Ba HA JIBAHAJECETONPLCTHUKA MJIM KO [10J13BaTe
onpeneen Tan Goskoycnokossauy (Hecreponanu npotBob3nanutentu cpeacrsa - HCIIBC).
BauuusT niekap wie clein HelpeKbCHATO CHMITOMHUTE Bi;

- aKO UMare TPyHOCTH NpH ypuHUpaHe. Bauinar nekap wie ciiein HeNpeKbCHaToO CHMITTOMHUTE Bi;

- aKO HAKOra CT€ MMaJIH rbpyoBe (NMPHMNaAbLH). Al3aMe] MOXe 1a IPHYMHN HOB




BaluaT nekap 1 ¢A¢AH HeNpeKbCHaTo cuMIToMuTe Bu.

- 4KO MMaTe ACTMA WM IpYrH AniroTpaduu 3abonseanus Ha Genute apofope. Cumnromute Bu
MOTaT [ ce BIIOIIAT;

- ako Bammar nexap Bu e xazan, ue umaTe HEOHOCHMOCT KbM HAKOM 3aXapH, KaTo HanpuMep
J3KTO3A.

Anzamen moxe na GBAe MIMON3BaH NpH nauuenTy ¢ OvOpeuHo 3abonABaHe WIIH JICKO Ja YMEPEHO

yepHoapoGHo 3aBonssane. Undopmupalite Bamus nekap ako mvare Gufpeuno wnu yepHOAPOGHO

sabonspane. [TalMEHTH ¢ TEXKO YepHOApoGHO 3a6oaBaHe He TpaOBa la IpHeMar Arsamen.

Jeua u ©oHOWH
He aapaiite TOBa NeKapcTBO Ha Jelia Ha BL3pacT MoA 18 roaMHA.

Jpyru JiekapcTBa H Anlamen

AJzaMenl MOXe [a [MOBJNHAC NpHEMa HA JApPYTH JIEKapcTBa. 1€ OT CBOA CTpaHAa MOXE A3 MOBIMAAT Ha

AeHCTBHETO, KOETO e uMa AnzaMel. Al3aMel MoXe Ja B3aumoeiicTea c.

- obiM anecternu. Ako BH npeacTod onepauyi, KOATO H3KcKBa 1a Obaere non ofiua ynofika,
TpafBa na Kaxere Ha BammaA nekap ¥ Ha aHecTesnonora, ue npuemare Ansamen. Tosa e
HeoGXOAMMO, 3aII0TO BallleTo eKkapcTBO MOXE [a NOBIHAE KONMHECTBOTO YIOWKa, KOETO €
Heobxomumo.

- nexapcTBa, MON3BAHHM 33 KOHTPOJNHMpAHe Ha ChPOCYHHA PUTBM (XHHHIMH), AHTHMHKOTHUHM
nekapeTpa (KeTOKOKA30M M MTPAaKOHA30J), OTIPE/Ie/IeHH THIOBE AaHTHOHOTHUM (€PUTPOMHUMH) U
NeKapcTea, MON3BAHM 38 JIEYEHMETO Ha Aenpecus (CENEKTHBHH MHXMOMTOPH Ha OOpaTHOTO
aaxsailiaHe Ha ceporoHuHa (SSRIs), kato Hanpumep ¢uyoxceruH. Tesu NekapcTsa Morar Aa
ycunat edexra Ha Anzamen.

- NeKapcTRa, MOJ3BAHU 34 NIEYSHHETO Ha TyGepkynosa (pH(aMIHUMH), JIekapcTBa, MON3BAHK 32
nevennero Ha ermwnencud (deHuTOMH M kapOamazenun). Te3n nekapcTBa MOraT Aa HamaiaAT
edexTa Ha AnsaMen.

- NeKapcTBa, MOM3BAHH 33 KpaTKa MYCKYIIHA peflakcalHs NPH aHeCTe3Hs (ynolka) 1 MHTEH3HBHO
neveHde (CYKUMHHIXOIHH), APYrH MYCKYAHW PENAKCaHTH, JIEKapCTBa, KOHTO CTHMYJIHpar
oTpeAeNeH [T OT HepBHATA CHCTEMa (XONMHEPrH4HH ArOHMCTH) M ONPEAETEHH JIEKapeTBa 32
NOHKXABaHe Ha KPBBHOTO HansArase (Gera 6nokepn). EdexTHTe W Ha ABaTa BUIa IeKapcTRa e ce
3ACUJIAT.

- JIEKapCTBa, KOMTO HWHXWUOHpaT oOmpefeneHa 4YacT OT HEPBHATA CHCTEMZ (XONHHEPrHYHK
aHTaroOHHCTH).

- BONKOyCNOKOABALIH HITH JIEKAPCTBA 38 APTPHT, KATO aUETH/ICATHLHITIOBA KHCE/MHHE, HECTEPOHIHH
nporuerork3nanurensu cpeacrsa (HCIBC), kato ubynpoden vy auknodeHaxk.

- JpYTH NekapcTea 3a fonectTa Ha Anixalimep, HanpuMep ralaHTaMuH,

- JIeKapcTBa, OTIYCKaHH Ge3 pelenTa, HanpHMep GHIIKOBM TIpenapaTH.

AJizaMen ¢ xpaHa, HAHTKH H aJK0X0J1

XpaHara He [IOBJIHABA e(heKTa Ha Anzame.

AJNKOXOTBLT MOXe 2 NPoMeHK edekTa Ha Anlamell, opaqu TOBa, Anlame] He TpAGBA Jia ce npHeMa
€HOBPEMEHHO € aJTKOXOJL.

BpeMeHHOCT, KbpMeHe H PepTHANTET

Anzamesn He Tpa6Ba 12 ce M3N0M3Ba 10 BpeMe Ha GPEMEHHOCT, OCBEH NPH KATETOPHYHA HEOOXOAUMOCT.
Anzamen He Tpa0Ba a ce H3MOJ3BA [0 BPEME HA KbpMEHE.

AKO cTe GpeMEHHa MM KbPMHTE, CMATaTe, 4e MOXe Ja cTe OpeMeHHa MM ILTaHupate OpeMeHHOCT,
nochBeTRaiiTe ce ¢ Bamns nekap wiu dhapMauesT npeay ynorpebara Ha TOBa JIEKapCTBO.

LlodHpane u paGoTa ¢ MAIIHHK
Bonectra Ha AnuxafiMep Moxe Aa HapyLuu cnocobHocTTa Bi 32 modupane M pabora ¢ mawmny 1 Bue
He TpAOBa 42 M3BLPLIBATE Te3K AeHHOCTH, OCBEH ako BalusaT iekap He NpeleHH, ye € Oe30acHo.
Caino Taxa, Baiero ekapcTBO MOXKE Aa NPHUNHH YMOpa, CBETOBLPTEX H CXBAllaHe HAa M
Axo ToBa Bu ce ciyuu, He TpaGBa Aa wodHpare WM paboTuTe ¢ MalIKHH.




AjzamMen CeALPXKA JAKT03a
To3y nexapcTBeH NPOAYKT ChIBPXKA NakTo3a. Ako Bamuar nekap By e kazan, ye uMaTe HEMOHOCHMOCT
KBM HAKOH 3aXapH, CEBPIKETE CE C HEro NMPeaH Aa BIeMeTe Alsamen,.

3. Kax na npHemare AJizamen

Bunaru npuemaiite TORA IEKAPCTBO TOUHO KakTo By e xasan Bawusa nexap. AKO HE CTe CUIYPHH B HELIO,
nonurakire Baums nexap unu dpapmauest. MadopMupaiite Bamua nekap 3a uMeTo Ha 06rpipKBaiioTo
Bu nuue. O6rpuxpawoto By muue me Bu nomara aa npuemare Balieto iekapcTBo Taka, Kakto Bu e
NpeAnUcaHo.

KonHuecTBO aKTHBHO BELICCTRO B eiHa TabneTka, KOMTO MPHEMATE MOKE J1a C€ MPOMEHR B 3aBHCHMOCT
OT NPONEKHTENHOCTTA Ha IPHEMAHETO Ha JIEKAPCTBOTO, H OT NPENOpPLKUTE Ha Bauius nexap.
JleuenneTo 3anousa ¢ 0034 OT 5 mg eHOKPaTHO AHEBHO. AnsaMen TpaGBa fa ce IIpHeMa Beuep fpeau
nsrane. Josata ot 5 mg Tpabea fa ce npHiara Haff-Manako 1 Mecel 0 MOCTHraHeTO Ha PaBHOBECHH
KOHUEHTPALMH H NIPELIEHKa HA TepaneBTHYHAS oTroBop. Cnel ToBa n03aTa MOXeE a c€ NOBHLH A0 10
mg JHEBHO B ¢AMH MpueM. MakcHManHaTa npenopbysaHa Ao3a € 10 mg aHeBHo.

AKO CTe NpHeJIH NoBeYe 0T HeoOX0AHMATA 1038 AJI3aMel:

Ipuematite Anzamen camo Taka, Kakto By e mpeanicaH, AKo cTe IIPHENH [peKaneHo MHOrO TafleTkH
Al3aMesl MM aKo HAKOH Apyr ciyvaltHo e npwen Bamure Tabnetku, o6bpHere ce He3abasHO 3a ChBET
KbM Bauma nexap WM kM Hai-6nuskara Gonnuua. [Tokaxere UM onakosxaTa ¢ TabneTkure. Moxe 1a
Ce HIOKH NPOBEXKIAHE HA NEUCHHE,

CHMOTOMHTE Ha TpelO3HpaHe BKIIIOYBAT raieHe, MOBphLUAHE, OTAENAHE HA CMOHKA, NoTeHe, faBeH
ChpAEYEH PUTHM, HUCKO KPLBHO HafifraHe (BHEHe Ha CBAT MM 3aMasHOCT NPH K3NMpaBsHe), npobremu ¢
HMakeTo, 3aryba Ha ch3HaHWE, NPHNATBELUH HITH KOHBYJICHH.

AKO ¢Te NpenycHaJ N Xa nNpHeMeTe Aszames

He B3emaiite ARoitua 103a, 3a Aa KOMACHCHpaTe pomycHaTaTa Tabnerka. [Ipeckouere npomnycHara goza
H B3EMETE CRefBatiaTa TabneTka Ha cepalluA AcH B 0ON4aliHOTO BpEME,

AKO CTe TpONyCHA/M Aa B3EMAaTe JIeKapcTROTO CH 32 CPOK NMOBEHE OT €Ha ceaMuua, obajere ce Ha
Bawusa nexap, npeay Aa NPOTLIDKKTE N2 IPHEMATE OLLE OT TOBA JIEKAPCTRO.

AKo cTe cripe/iH NpHema Ha AJizamen

He cnipaiite 12 npruemare TaflieTKHTE, NAOpH U Beue Jla ce HyBCTBaTe A00pe, ocBeH ako BawusT nexap
He Bu e ka3an € Ka3an 1a ro HanpaBHTE.

AKO MMaTe HAKAKBY AOMBLIHHTENIHH BLIIPOCH 33 yroTpebaTa Ha TOBA IeKapcTBo, nonuTaiTe Baius
JieKkap UIH (apMalesT.

4, Bn3MOXKHH HEXEJAHH PeAKIHH
KakTo BCHYKR NeKkapcTBa, AZaMen MOXKE 1a NPeLH3BHKA HEXENaHH PEaKIMH, BBIPEKN Ye He BCEKH I'H
NoNy44aBa.

TpaGBa na chobmwure Ha Bauns nekap HezabaBHo, B Cltyuai ye MPOABHTE HAKOSA OT CIEAHUTE CEPHO3HH
HexeNaHu peakLiH. Moxe fa ¢e HyAaeTe OT CHeUrHO MEAYLIMHCKO NeUeHHE:

- yBpex/IaHe Ha YepHHA Apob, Hanp. xenatuT. CHMIITOMHTE Ha XENaTHT ¢4 MANEHE MIH MOBphILake,
3ary6a Ha aneTHT, ODlI0 HEPA3INONOKEHHE, TPECKa, Chphek, IMKBATIBAHE HA KOXATa B OYHUTE H ThMHO
OLBETABAHE Ha ypHUHATa (MOXKe Aa 3acerHat o 1 Ha 1000 mymn);

- A3BM HA CTOMAXa WM JBaHAAeCceToNnpuCTHMKA. CHMITTOMHTE Ha f3BHTE ca OGonka B cTOMaxa M
YYBCTBO Ha AHCKOM(OPT (CTOMALIHO pa3cTpolicTeo) B 06/1aCTTa MEXKIY MBIA ¥ I'PBAHATA KOCT (MOXe 13
sacerdar go 1 Ha 100 gymmn);

- KLPBEHE B CTOMaxa WiM ueppara. ToBa MOXe 1@ NPHUNHH H3XOKIAHE HA 4CPHH, TIOAOGHH Ha
KaTpaH W3NPaXHEeHUsa WM BUAMMO KbPBCHE OT pexTyma (Moxe Aa 3acerdaT o 1 Ha 100 aymu),

- STMIENITHUHY TIPHIAALUM HIK FbpHoRe (MOXe Na 3acerHat 1o | Ha 100 ayun);

- Tpecka ¢ MYCKYJHA CKOBAHOCT, H3MOTABAHE WM HApYLIEHHE Ha CB3HaHHMETO (
H3BECTHO KaTO ,,3JI0KaYeCTBEH HEBPOJIENTHUEH CHHApoM") (Moxke aa 3acerHar a0 | Ha 10




- caBoCT, UYBCTBHTENHOCT WK GOJIKA B MYCKYJIHTE, 0COOEHO aKo B CHUIOTO BpEME HE C€ HUYBCTBATE
106pe, HMaTe BUCOKA TEMIIEPATYPa WM NOThMHABAHE Ha ypuHata, Tosa Moxe aa 6bae NpudHHEHO OT
aBHOpMHO paspyuiaBaHe Ha MYCKYJIMTE, KOETo MOXe Aa Objie JKHBOTO-33CTPALIABALIO H Aa KOBeae 10
npobiemu ¢ 6x6peunte (a6onssane, HapeueHo pabromuonusa) (Moxe na 3acerse ao ! Ha 10 000

AYUIR).

MHOr0 HecTH HeeNaHH peakuuyi (MOTaT Aa 3acerHat noeeue ot | Ha 10 aywm):
- Auapwus, raaexe, raapobonue.

YecTH HEXENAHH peakuny (MoraT Aa 3acersar A0 | Ha 10 aymn):

- HacTHHKa, 3aryfa Ha aneTHT (AHOPEKCHA), BIOKIAaHe/dyBaHe Ha BROOpakaeMH Hella, KOUTO B
AefiCTBHTEIHOCT HE CHILECTBYBAT, BL30YyAa, arpecuBHO NoBeAeHHe, HeOOHUaAHH CHLHHILA, BKITIOYHTETHO
KOLIMapH, NPUNagbK (CHHKOM), 3aMasHOCT, HapylleH CbH (6e3chHHE), MOBpLILAHE, HEPA3IIOIOXKEHHE B
xopemuara obnact, o6puB, chpbesk (MpypUTYC), MYCKYIHH KPaMITH, MHKOHTHHeUMA (HE3aAbpKaHe) Ha
ypHHaTa, yMopa, D0JKa, JONOMyKH.

HeuecTH Hexenauy peakiny (Morar Aa 3acerHaT 1o | na 100 ayum):
- npunagek (rbp4), 3abapeHa copaeyHa AeHHOCT (Epagukapaus), €K YBEIH4aBaHe Ha CepyMHHTE
KOHIIEHTPAIIMH HA ONPEAENEH MyCKyNeH eH3iM (KpeaTHHKHHA3a).

Pexcn HexenaHH peakunu (Morar fa 3acerdar ao 1 Ha 1000 nyum):

- HEKOHTPOJIHPYEMH JBHXKEHWA HA TANOTO WIHM JIMUETO (EKCTPanmMpaMHAHH CHMIITOMM),
OnpefieIeHn HAPYIICHHS Ha TIPOBONHHTE (hYHKLMH Ha ChPLETO, KOHTO BOAAT A0 PUTBMHH HapylUeHHH
(cuHOaTpHaneH 610K, ATPHOBEHTPHKYTapeH 6J10K).

BawuaT nexap Moke Ja pelld jAa Hamand jo3ata Bu WM Ja chpe NEUeHHETO, 33 O3 NpPEeMHHAT
NOCOUCHHUTE HEXENTAHH PeaKLHH.

CrobmanaHe HA HeXKETAHH PCAKITHE

AKO NONYHHTE HAKAKBH HEXKENAHM JIEKAPCTBEHH PeaklliH, yBegoMeTe Baluus nekap, dpapMalesT unu
MeHIMHCKA cecTpa. ToBa BKITHOYBA BCHUKH BE3MOMKHH HEOITHCAHH B Ta3H JINCTOBKA HEXENAHH peakLiiH,
Moxere cblle JAa CHODIIMTE HeXeNaHW peakuMd OMPEKTHO uYpel HaUMOHANHATA cHoTeMa 34
cpofinasane:

U3msnHUTETHA reHLHA [10 JIeKapcTRaTa
yi. Jamsau Fpyes” Ne 8

1303 Cogms

ten.: +359 2 8903417

yebcaitT: www, bda.bg

Karo chofiuapare HexenaHH pEakLWM, MOXeTe Ia JajleTe CBOs NPHHOC 3a TonyvaBaHe HA MOBeue
uHpoOpMaHA OTHOCHO 6€30NacHOCTTa HA TORA JIEKAaPCTRO.

5. Kak na chxpanasare Anzaven
Ja ce crxpaHfiBa Ha MACTO, HEAOCTEINHO 3a Hela.

He H3nonspaifTe TOBA 1eKapCTBO cliell CPOKa Ha PNOKHOCT, OTOEeNA3aH BLPXY KapTOHEHATa ONAKOBKa CIICH
wlonen no/EXP*. CpoKET Ha rOAHOCT OTTOBAPA Ha IIOCJEAHHA AEH OT NOCOYCHUA Mecell.

Ja ce cuxpansapa nog 25°C,
He w3xpupnaiiTe nekapcTpaTa B KAHANTM3aUMATA WIH B KOHTelHHepa 3a JoMaliHy otnagsun. [Monuratite

Bauns dapMalieBT Kak Ja M3XBbPIATE JIEKAPCTBAaTa, KOHTO Beue He wanmonspate. Tesw mepku wUie
CTIOMOTHAT 3a ONa3BaHe Ha OKONHATA cpena.




6. ChbALpKAHHE HA ONAKOBKATA H NONLJHHTEIHA HHDOPMALMS

Kakpo crabpka Amiames

- AKTKBLOTO BELICCTBO € Aoiiene3unos xuapoxnopua (donepezil hydrochloride). Besika rabnerka
ChLALPXA 5 mg AOHENE3INNOB XHAPOXIIOPH.

- JApyrure cuCTaBKH ca:

- Adpo na mabnemxama: J1AKTO3a MOHOXHJPAT, MHKDOKPHCTA/IHA LEMyN03a, XHAPOKCHIIPOTIHII

IIEIy 034, UAPEBHYHO HHLLIECTe, MArHEIHEB CTEAparT;
- Puamoso noxpumue: onagpu xunto 02F22025; xunpomenosa (E464), turatos auokcua (E171),

smakporon 6000, #wnt xkeneseH okcua (E172), Tank,

Kak uzraexaa AnzaMel M KaKBO ChAB[PKa ONAKOBKATA

AnzaMen 5 mg ¢a XbJITH Ha LBAT, KPBITIH, ABOHHOHITLKHANN GHIMHpaHH TabneTku.
Asamen 5 mg dunmupany TabneTky ca onakosaHu B 61HcTepH o 14 TabneTkH.
Beska xapTroHeHa KyTha chabpika 14 win 28 rabneTku.

He ncuukH BHIOBE ONAKOBKH MoraT Aa Geaar nycHaTH Ha Ma3apa..

Hputexaren Ha pa3pelieHHeTo 3a ynoTpeba H nponssoanTen
Bopna Menucune Esporia EQO]]

yi. ,bopuc Pymenos" 16

1407 Cotus, bbarapus

JlaTa Ha nocheaHo npepasrnexaane Ha AHCTOBKATA
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