JJUCTOBKA 3A ITAIIUEHTA

Alzepil® 5 mg film coated tablets -
Alzepil® 10 mg film coated tablets . -~ 5 - cL
(donepezil hydrochloride) B A= ‘7«3’ 3. / (s

- Rl

Amenna 5 mg ¢aamupan radnerkn
Amzenna 10 mg pnamMuapann Tadaerku
(DoHEIe3u XUIPOXJIOPHA)

IIpouereTe BHHMATENHO NAIATA JUCTOBKA MPEAH /a 3aN04YHETE Aa IPHEMATe TOBA
JEKAPCTBO.

« 3amazere Tazm NECTOBKA. MOXKE a ce HAJNOXH Aa A MpodYeTeTe OTHOBO.

« AKO MMaTe JOIBTHUTEIHH BRIIPOCH, TonuTalite Baimms nekap win ¢papManesT.

« Topa nexapcTBO € nMpemmMcaHo JHYHO Ha Bac. He ro mpeotcTeiBaiTe Ha ApyrH Xopa.
To MoXe Ja UM HaBpeJIH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CHMIITOMH Ca CHIIUTE KaToO
Bammmre.

« AKO HAKOA OT HEXeJJaHUTE JIEKAPCTBCHH PEAKIIHH CTaHE CEpHO3HA, MM 3a0elexuTe

APYTH, HEOMCAHH B Ta3H JIMCTOBKA HEXEJIAHH peaKilMu, Mojid yBeomeTe Bammis exap
UK papMalieBT.

B Ta3H JIHCTOBKA:

Kaxso npencraBingBa AJ3CIHI H 32 KAKBO C€ H3MOJI3BA
ITpenu na npueMere AN3enun

Kak ga npHeMaTe A3enul

BB3MOXHH HexelaHU peakluH

Kak ma cexpaHsBaTe AN3enul

JTorrbJIHUTENHA AEPOPMALIHUA

R

1. KAKBO IIPEACTABJUIBA AJI3EIINJI ! 3A KAKBO CE U3110JI3BA

Amenun (JOHEMEe3W XUAPOXJIOPHA) IPUHAICHKH KBM I'PyIla JeKapCTBa HapeyeHH
AllETHJIXOTHHECTEpa3Hy HHXHOHTOPH. TOH ce H3MON3Ba 3a TeYCHUE HA MPH3IHANMUTE Ha

ACMCHLIUA (OI‘.TI}’ IIHB&HE) IIPH ITAIHCHTH Ha KOUTO € [IOCTaBCHA JAAl'HO3a JICKa [0

yMepeHoTexKa fonect ra AsxaiiMep. ToBa aexapcTBO MOXe Jja Noo0pH IlaMeTTa |
MHCJIEHETO.

To ce npunara caMo IIpH BB3PacTHH.

2. IIPEAN JA IIPHEMETE AJIBEIINII

He npuemaiiTte Aazenni

- aKO CTe aNICprHYHH (CBPHXYYBCTBHTENIHH) KBM JOHENE3UT XHIPOXIOPHLT
OT OCTAHAJINTE CBCTABKH HA Amennn GpuiMupanu TablneTKy.
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O6bpHeTe CIenHAJIHO BHEMAHHE NpHA ynoTpebara Ha Amzennn

AKo cTe ¢ HAKOE OT cliegHuTe 3a00nsBanui/ChCTOARMA TpAOBa fa nEdopMupare Bamms
jlexap Npeay Ja 3ano4yHere Aa NpHeMaTe TOBA JIEKapPCTBO:

- aKO CTe CBC CHPAEYHO 3aﬁomaﬂe HEDHTMHYHA ChpAeUHA ,ueiiﬁocr HalIpUMeEp
cbpacueH 0ok )( 1 L T I STPARS L DU ) -

- aKo CTe MMATH HAKOTA CTOMAIIHA FITH nyo,uenanna S3Ba KT IIpHEMaTe €MHOBPEMEHHO
NpoTUBOBL3NANMUTENHH nekapcTBa (HCIIBC);
- aKo TPyAHO ypHHHUDATE;

- @Ko CTe HMAM HAKOora NpunaxsK (AOHEHE3UN MOXE Ja OpeIU3BHKA HOB NPUTIATBK)
HJIA CHUHKOII;

- aKo CTe ¢ acTMa WY APYTo DPOABIDKUTEMHO OenoapodHo 3aboaBane;
- aKo CTpajate OT TEXKO 3epHOApoOHO 3ab0naBanEe;

- aKO HAKOra ¢T¢ HMAaJId eKCTpanydpaMHIHH CUMIITOMY (HEKOHTPOIHMPAHH ABH)KCHUA HA
TAIOTO WY JULETO).

Axo Bu npeacron onepaius, KOATo H3UCKBa 001ma yno#ka Tpsadsa na uHpopMHpaTe
neKapa ¥ aHECTE3IHOIIOra, 4¢ IIpueMaTte A3enu.

IIpaem Ha ApYIrH JeKapcTBa

Mons uropMmupaiite Bamud nekap unn papMaiesT ako IpueMaTe HITH HaCKOPO CTe
IpUEMaIM OPYTH JIEKAPCTBa, BKIIOUUTEIHO U TAaKHBa, OTIYCKaRy Oe3 penenta.

YeenoMmere Bauud nekap, ako IpueMare Ipyri JekapeTBa 0coOeHo:

- Oonxoycnoxossauy H mpotusopb3namHTeNHy (HCIIBC);

- 3a JICYCHHE HA APTPUT; |

- aHTUOMOTHLM, HalpEMeEp EPUTPOMHULIMH H PHPAMITHIINH;

- TIpOTUBOIEOMYHH JleKapcTBa (NIeKapCTBa, KOMTO YHUIIOXKABAT I'bONIKHATE HIIH
UHXHOHUpAT pacTeXa UM), TAKHBA KATO KETOKOHA30Jt 1 HTPAKOHA30,

-  MYCKYJIHH pPENaKCaHTH; |

- AHTUJETIPECAHTH, TAKUBA KaTO (QIIYOKCETHR;

- TIPOTHBOTBP4YOBH, TAKHBa KaTO GCHUTOHH HIIH KapOaMaienuH;

-  JIEKapcTBa 3a ChplcIHO 3abossBane;

- HJKOW JICKapCTBa 3a MOHMXABaHE HA KPBBHOTO Hansrade (GeTa-0moxepn);

- [IpYTH JIeKapcTBa, KOHTO AEHCTBAT 0 ChUIHA HAYMH, KAKTO AOHEIE3HI (TaKuBa KaTo

rajlaHTaMUH WIM PUBACTAIMHEH), KaKTO U HAKOH JIEKapCTBa 3a quapHud, OosecT Ha
[TapxuHCOH WU acTMa.

IIpuem Ha Anzenu ¢ XpaHH H HATHTKHA

Baemaiite TabneTkuTe ¢ yama BoJa Beuep npezm jsarate. Anzenun Moxe na 0n

JEUCTBHETO HA JICKApPCTBOTO.

He npueMaiiTe HIKaKELB ANKOXO0J 110 BpeMe Ha JIeyeHHe ¢ JOHETIE3HII, 3
MO’KE [la HaMalli HeroBara e(peKTHBHOCT.
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bpeMeHHOCT H KbpMeEHe

[TocererBaiiTe ce ¢ Bamma nekap Wi dapMaleBT MpeaH YIoTpedaTa Ha KOETO H Jia €
NEKAPCTBO.

Aunzenun He TpaOBa fa ce IpueMa 110 BpeMe Ha OpeMEHHOCT, OCBEH aKO HE € ACHO

000CHOBaHO (HO IpemicaHo OT Bainug nekap), 3amoTo HMa OrpaHAICHN JAHHH 34
e(pEeKTUTE MY BbpPXY OpeMEHHOCTTA.

JKeHH Ha nedeHue ¢ JOHENE3n)1 He TpiaOBa /]a KbPMIIT.

Hlo¢upane n pabora ¢ MAIUHH

BameTo 3a6onasaHe MOXe Ja JOBEIEC O HAMAIABAHE BH3MOXKHOCTUTE 3a INOQHUpaHE U
paboTa ¢ MalIHHU. BammeTo nekapCcTBO MOXKE Jia IPHYHHHE YMOPSEMOCT, 3aMasHOCT H
MYCKYJICH CIIa3bM, IJTABHO B HAYAIOTO HA JICICHHETO HH IIPK YBENYYaBaHe Ha J03aTa.
3aTOBa, IEKYBAIMMAT jieKap peOOBHO IE NpelieHABa Bb3MOXHOCTTA BH Aa MpoasIKUTE A
modupare unu paboTHTe ¢ MalIMHH.

Bawmuat nexap 1ue peiny AHAUBHIYATIHO IIPH KOS 038 MOXETE Ja Imodupare nin
paOOTHUTE ¢ MALIHH.

KAK JA IIPHEMATE AJIBEIINI

Bunard npueMaiite An3enui To4Ho KakTo By ¢ Kazan Bamudar nekap. AKo He CTe
CHI'YPHH B HEINO, nommuTaiite Banmmg nexap um papManesT.

Kaxxere Ha nexaps miH papMmanieBTa HMETO Ha YOBeKa, KOiTo ce rpmxd 3a Bac. Toii me
BY MOMOTHE J1a B3€MAaTe JIEKAPCTBOTO, KAKTO € MPEeIHCaHO.

[TIpuemaiite Bamara TabneTkara Asnsenni npes3 ycrara (¢ Jama BoJa) BeUep npean

nAarafe. AJ3enuin MOXe J1a ce mpreMa He3aBHCHMO OT NpueMa Ha XpaHa, Thil KaTo T He
BIIUSE BbPXY AEHCTBHETO HA AT3ETIUIL

OOHuaiiHaTta HaYyagHa Jo3a € 5 mg eqHoKpaTHO AHeBHO. Ciea 1 Mecen Bammar nekap

Moxe n1a Bu npeamume na B3emare 10 mg Beuep. MakcumaltHaTa mpenopbasada JHEBHA
nozae 10 mg.

Bunaru Tpsa0Ba aa clieaBaTe HHCTPYKIHHUTE Ha Barusa nexap 3a Ha9MHA B BpEMETO Ha
npuemane Ha Baimnero nexapetso. He mpomeHgiiTe 1o03ara camu 6e3 1a ce MoChBETBATE ¢

Bammis nexap u He crupaiite nprueManeTo Ha TabNeTKHTe, 0CBEH AKO TAKaBa €
HHCTPYKUHATA MY.

Bamudar nexap e Bu kake KONKO ABIT0 Aa NpoabpkuTe fa B3eMare Tabnerxure. lle ro

nocemasare OT BpeME Ha BpeMe 3a Aa IPOCNeaH edeHneTo By 1 fa npeles:
IPH3HALUTE.

Tosa nexapcTBO He ce IpenophyYBa 3a ynorpeda NpH Iena H IHOWH (non{ .. '
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AKoO CTe IpHEIH NoBeYe 0T HeobXoauMAaTa J033 AJT3enny

He npuemaiite mosede ot 1 Tabnerka Ha aeH. HezabaBHO ce cbpxere ¢ Bamus nekap,

ako CTE IPHETH MoBeYe OT MPEeANHCaroTo. AKO HE MOXKETE [Ia IO YBEAOMHUTE He3a0aBHO,
ce CBBpXeTe ¢ Halt-0M3K0TO 3BEHO 32 CIeITHA MeIUIIMHCKA ITOMOIIL.

BieMere TabneTKHTE ¥ OIIAaKOBKATA ChC cede CH B GonMHuUIaTa, ¢ LIEH NeKapAT Ja pazdepe
KaKBO ¢ OUIIO NPHETO.

Axo c¢Te NPONMYCHAIH Aa NpHeMeTe AU

He B3emaiite xBoiiHa f03a, 3a /1a KOMIIEHCHpATE IIPOIyCHATaTa A03a, Thil KaTo TOBa HE

MOJKe Jia CTaHe, a caMO PHCKYBaTe Aa npeno3upare. [IpogsmmkeTe ne4eHUETO Che
cJielBaliaTa npeamnncana no3a. [Ipoasinkere NE4CHAECTO, KAKTO € IPSAIIRCaHO.

Axo 3abpaBuTe Aa B3eMaTe BameTo nekapcTBo 3a moBede oT 1 cenmuna, HHpopMHUpakiTe
Bamus nexap 3a ToBa IpeH Oa 3alIOUHETE [ IO IPHEMATe OTHOBO.

AKO cTe cnpe/H HpHeMa HA AJI3ENNI

[Ipu ciupaHe Ha JIeUeHHETO c¢ HAOMOIaBa NOCTENCHHO HaAMaIABaHe Ha OnaronpHaTHHS
edexr Ha Amzemmi. He e HaOmonasano Be3BphIaHe HA NPU3HALUTE Ha 3a00sIBaHETO
crel pSA3KO CIHMpaHe Ha IPHEMA Ha JIEKAPCTBOTO.

He cnupaiite nedennero, 6e3 ga npeaBapHTENIHO JAroBOpUTE ¢ Bamms nexap, JOpH ako
ce YyBCTBATEe MO-A00pe.

Axo UMaTe HAKAKBH JOIBIHUTEHH BLIPOCH, CBBP3aHy ¢ ynioTpebaTa Ha TO3H NPOAYKT,
Mo nonuTaite Bammsa nexap nmi dhapMalieBT.

Bb3MOXHHW HEXEJIAHHN PEAKIITHH

KaxT0 BCUUKH IEKApCTBa, AM3CIUT MOXKE J1a IPEIA3BHKA HEXKEIIAHH PeaKIMK, BEIPEKH
gye He BCEKH I'H ONYYABA.

AKO HAKOA OT HBGPOEHHTG HCKCJIaHH PCAKIIMH CC NIOABH, CIIPpCTE a IIPACMATC Amsenun
BeaHara 1 He3abasHo ce CBBDXKCTC C Bamnsa JICKap:

Mnozo wecmu (1-10 nayuenma om 10):
Jlnapus, ragene (4dyBCTBO HA HEPA3MOJIOXKEHNE), IOBPBIAHE.

Yecmu (1-10 nayuenma om 100):

OOfma HacTHHKA, aHOpeKCHUA (3aryba Ha aneTuT), Xa/HOLUHAIIMH, Bb30y A3, arpeCHBHQ -
OBe/ieHKe (CTydan Ha XamolIHHAIMA, Bh30yAa B arpeCHBHO roBecHNE ca )
YCTaHOBCHH NTPH HaMAJIABAaHE HA JI03aTa HIH CIIMpaHe Ha TpHeMa Ha AJBeIH)
(Dpunanane), 3aMastHOCT, HHCOMHUA (0e3CBbHIE), ROBPBINAHE, KOPEMHH C

06pus, npypuTtyc (cppbex), MyCKyJIHH KpaMny, He3aTbpiKaHe HA YPHUHA, Y
0oKa, HHIIMICHTH.
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Heyecmu (no-manxo om 1 nayuenm na 100):

I'spuose, Opamukapmia (3abaBeHa crpaeuHa ACHHOCT), KPHBOU3INB OT
XpaHOCMHJIATENHHA ITBT, A3Ba HA CTOMAXa H ABaHAECETONPHCTHAKA, IPOMEHH B

nabopaTopEHUTE H3CHeABAHUSA (HE3HAUMTENHO YBEIHYCHHE HA CCPYMHHUTE KOHIICHTPAIHH
Ha MYCKYJTHara KpeaTHH KHHa3ara).

Peoxu (no-manxo om 1 nayuenm na 1000):

ExcTpannpaMuay npu3HAH (TpenepeHe, CKOBAHOCT HITH HEKOHTPOIHPYEMH ABHIKCHHS
Ha MYCKYJIHTE Ha JIHIETO, €3UKa HJIH YCTHHTE), CHHYCOBO NpPEICHPACH 60K, HCpHTMHYHA
ChpIeyHa ACHHOCT (ChpAcdcH OJI0K), HapyIICHHA Ha YepHOApoOHaTa PyKHIM,
BIJIOUMTEIHO XeNaTHT (MHpeKIMa Ha YepHUa Opo0).

AXO HIXOs OT HeXKeJIaHUTE JEKAPCTBEHM PeaKI[NH CTaHe CEpHO3HA, MM 3abelexuTe

APYTH, HEONMCAHY B Ta3H JIACTOBKA HEXKENAHU pEaKIAH, MO yBeRoMeTe Bartmus nekap
WIH papMareBT.

5. KAK JA ChbXPAHSABATE AJI3EIIN
He ce u3ucKBaT CICMHAIHY YC/IOBUS Ha ChXpaHCHHE.,

lla C€ CbXpaHsiBa Ha MsICTO, HCOOCTBITHO 3a ACIa.

He u3nonssaiite An3enui cies cpoka Ha rOJHOCT, 0TOENI3aH BEPXY ONakoBKara. CpPOKBT
Ha roAHOCT OTroBaps Ha HOCISAHUA ACH OT IIOCOYEHNT Mecell.

Jlelcapcma'ra HC TPHGBEI Ad CC H3XBLBPIIAT B KAHAIH3AKXATA 1)1 B I{OHTeﬁHCpa C AOMAIIIHHA

ornagsuy. Ilomuraiite Bamms papManeBT Kak a YHHIIOXKATE HEHYXKHHTE BH JIeKkapcTaa.
Te3u MEpKH III€ CIIOMOTHAT 3a OlIa3BaHe HA OKOJIHATa Cpefa.

6. JOIIBJJHUTEJIHA HHOOPMAIIUA

KakBo ¢bAbpXka AJI3eNHII

- JleKapCTBEHOTO BEIIECTBO: JOHEME3HW XUAPOXJIOPHA — BCAKA TablneTka Chbaspxa 5 mg
w4 10 mg;

- TlomomuuTe BEIIECTBA: ChPUCBHHA:L LICITYN03a MAKDOKPHCTAIHA,

XHUIPOKCHIPOITWINETYN03a, MarHE3UEB CTeapart, pramMupama ofBaBKa: Onagpait Y-1-
7000 bsan: xunpomenosa, THTaHoB AuokcHA (E 171), makporon 400.

Kak m3rnexaa An3ents ¥ KaKBo ChABDPAA HA 0IIAKOBKATA

Anzenun S mg dpunMurpanu Tabnerkua: benu um mourn 6emy, 6e3 1M Mo

KpBIJH, IBOHHOU3NBKHAIM (PryMupaHH TabEeTKH, CBC CTHIR3HPAHO ,,E
cCTpaHa. /f =
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Amenun 10 mg ¢prMuapann Tabnerkn: bemy nir nouru 6enm, 6e3 vy moaTu 6e3 MupHc,
KPBIIIH, NBOHHOH3NHKHATH QHIMBpaHu TableTkH, ChC CTRNH3RPAHO ,,E 382” oT exHaTa

CTpaHa.

OmnakoBka: 28 unmu 56 dbrMupanu TablneTk ca HOCTaBeHH Ha 6cTep B KapTOHEHA

Ky THAL.

Hpurexkaren Ha pa3penmieEHeTo 3a ynorpeba H nmpou3BoAHTEN

EGIS Pharmaceuticals PLC
Keresztun at 30-38.

H-1106 Budapest
YHI'APUSL

To3u JekapcTBeH OPOAYKT € pa3penieH 3a ynorpeda B crpadnrTe-1ieHkn Ha EXO
moJ cJeHUTe HMEHA:

JppxaBa-yneHKa

YHrapus
(RMS)

Bulgana
(CMS)

Czech Republic
(CMS)
Latvia
(CMS)
Lithuania
(CMS)
Poland
(CMS)
Romania
(CMS)
Slovakia
(CMS)

IIpeaioXXeHO THProBCKO HAUMECHOBAHHE
Alzepil®

Alzepil® § mg film-coated tablets
Alzepil® 10 mg film-coated tablets
Alze'pil@ 5Smg

Alzepil® 10 mg

Alzepil® 5 mg film-coated tablets
Alzepil® 10 mg film-coated tablets
Alzepil® 5 mg plevele dengtos tabletes
Alzepil® 10 mg plevele dengtos tabletes

Alzepezil®

Alzepil® 5 mg comprimate filmate
Alzepil® 10 mg comprimate filmate
Alzepil'm 5mg

Alzepil® 10 mg

IIpuTexkartes Ha paspenieHUETO 3a
yrotpeoa:

EGIS Pharmaceuticals PLC -
Hungary

EGIS Pharmaceuticals PLC -
Hungary
EGIS Pharmaceuticals PLC -

Hungary
EGIS Pharmaceuticals PLC -

Hungary
EGIS Pharmaceuticals PLC -

Hungary
EGIS Pharmaceuticals PLC -

Hungary
EGIS Pharmaceuticals PLC -

Hungary
EGIS Pharmaceuticals PLC -

Hungary




