JINCTOBKA



JlucroBka: uHpopmauusa 3a n:aumemn;}\-9 /) .._3,?(.9}/0 iy / o571

["anicus SR 8 mg kancyiu ¢ yab/KeHO 0¢BOOOKAaBaHe, TBbPAH
[ancusa SR 16 mg kancy/iu ¢ yab/KeHO 0CBOOOK/1aBaHe, TB’bp,[LHF'z 60Y __d' 05 -08- 2026
["ancus SR 24 mg kancy/iu ¢ yab/KEHO OCBOOOK/1aBaHE, TBHP/H

raJjlaHTaMHH

Galsya SR 8 mg prolonged-release capsules, hard
Galsya SR 16 mg prolonged-release capsules, hard
Galsya SR 24 mg prolonged-release capsules, hard

galantamine

[IpoueTeTe BHHMATEIHO LA/IATA JHCTOBKA NPE/IH 12 3an04HeTe 1a NpHeMaTe TOBA JIEKAPCTBO,

ThH KaTo T8 ChAbpKa BaxHa 3a Bac nndopmanus.

- 3anazere Ta3u JUCTOBKA. MOXKe 1a c€ HAJIOXKH 1A 51 MPOYETETE OTHOBO.

. AKO MMaTe HAKAKBM JAOMbIHUTEIHM BBIIPOCH, NonuTaiTe Bawus nekap wian gapmauesr.

. ToBa nekapcTBO € npeanucaHo AM4Ho Ha Bac. He ro npeorcrenBaiire Ha Apyru xopa. To Moxe
/1a UM HaBPEIHM, HE3aBUCHMO Y€ MPU3HALIMTE HA TAXHOTO 3a00ssABaHe ca chluuTe kato Bawure.

- AKO NOJIyYMTE HAKAKBHM HEXEIaHH JIeKapCTBEHH peaklidu, yBeromere Baluus iekap WiH
dapmauieBT. TOBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXeTaHH peaKlMH, HEOMUCAaHH B Ta3H
nucToBKa. Brkre Touka 4.

KakBo chbABbpPKA TA3H JIHCTOBKA:
Kakso npeacrasnsBa ['ancus SR 4 3a KakBO Ce€ H3M0.13Ba

l.

2, KakBo Tps0Ba na 3Haerte, npeau aa npuemere I'ancus SR

3. Kak na npuemare ["anicus SR

4. Bb3MOXKHH HEXETAHH pEeaKLUH

3 Kak na cbxpansiBate ["anicus SR

6. CbabpikaHHE HAa OMAKOBKATa U J0MbHUTE/IHA HHPOPMALIU

1. Kakso npeacrasiasasa ["'ancus SR 1 3a KakBo ce H3M0.13BA

[anicus SR chbabpika IeKapCTBEHOTO BELLECTBO ,,fa/lAHTAMHUH™, KOETO € JIEKapCTBO CPELLy AEMEHLIHA.
To ce W3MOJI3Ba 3a JIeYEHHE HA CUMITTOMMTE Ha JIEKa JI0 YMEPEHO TexKa OosiecT Ha Anuxanmep, BUA
NE€MEHLIMS, KOATO NPpOMEHs PYHKLMUTE HA MO3bKa.

BonecTTa Ha AsLxaiiMep Npear3BUKBa 3acuiieHa 3aryda Ha nameTTa, 00ObpKBaHe M NpOMAHA Ha
MOBEIEHUETO, KOETO HMa 3ape3y/iTaT BCe MO-TPY/AHO Jia C€ U3BbPLUBAT HOPMATHH €XKEIHEBHH
NEUHOCTH.

CmsTa ce, 4ye Te3H edeKTH ce Ab/DKAT Ha JIMIIcaTa Ha aleTHIIXO/IMH, BELECTBO, OTTOBOPHO 34

M3MpallaHe Ha ChOOLIEHHS MEXKIY MO3bYHHUTE KIETKH. ['ancus SR yBesnyaBa KOJHUYECTBOTO Ha
ALIETHJIXOJIMH B MO3bKA M TaKa MOJXKE /1a MOBJIMsIE HA MPU3HALIMTE Ha 3a00JIBaHETO.

0CBOOOK/1aBAHETO Ha JIEKAPCTBOTO CTaBa Nno-0aBHo.

2 Kakpo TpsOBa 1a 3uaere, npean 1a npuemerte I'aicusa SR

He npuemaiite I'asicus SR




- AKO CTe aNEPTHYHH KbM MalaHTAMHUH WM KbM HAKOA OT OCTAHA/IMTE CHCTaBKH Ha TOBA
nekapcTBo (M36poeHH B Touka 6),
- aKO HMATe TEXKKO uepHoApOOHO uiK Texko OBuOpeuHo 3adonssaHe.

IpeaynpexaeHnd H NpeANa3HA MEPKH

[oBopeTe ¢ Baluws nekap Wnv GapMauesT, MpeaH 1a NpHEMeTe [ancus SR.

Toga nekapcTBo TpaOBa Aa ce U3N0/13Ba CaMo Npv OosIeCTTa Ha AntxaiMep U He CE€ NpenopbuHBa 1a ce
H3MONT3Ba NPH APYrH BUAOBE Ha 3aryba Ha naMeTTa W OOBbPKBAHE.

CepHo3HH HEKEIAHH PEAKUHH

lancus SR MOXe Ja npean3BHKa CEPHO3HHM KOXKHH PEaKiMH, ChPACHHH npobaeMH, NpHNanbLUH
(rbpuose). Tpadea aa GbIeTe HAACHO € TE3W HEKENAHH PEAKLIMH, N0KATO NNpUeMare ['ancus SR.
Busxre "BuyMaBaiiTe 32 cCEpHO3HH HEXKENAHU PEAKLMH" B TOYKA 4.

[Mpean na npuemere I'ancua SR, Bawyar nekap TpabBa Aa 3Hae, aKO CTPaJaTe OT WIIK CTE CTpaAalH

B MHHaOTO OT:

- yepHoapoOHHU WK 6bOpeunu npobaemy

- chpaeuHo 3afonaeaHe (Hanp. AHCKOMQOPT B FbPANTE, HECTO NPHHHHEH OT pu3ndecka
aKTHBHOCT, UH(DAPKT, ChpAEUHA HEJOCTATHLUHOCT, 3a0aBeH WM HEPABHOMEPEH NMYNC, YABIKEH
QTc uHTepBan)

- NPOMAHA B HHBATA HA ,,ENEKTPOJIMTHTE (ECTECTBEHO HA/IMYHH BEILECTBA B KPHBTA, HANPUMCED
KaJHi)

- nenTy4Ha A38a (Ha cToMaxa)

- 610KupaHa NpOXOAMMOCT Ha CTOMaxa WM uepBaTa (3anyLuBaHe)

- pa3CTPOMCTBO H2 HEPBHATA CHCTEMA (HAMP. CNWIETNICHS HIIH npoOieMH C KOHTPOJIHPAHETO Ha
BHKEHUATA HA TANOTO WK KpaiHULKMTE (eKCTPAaNHpaMHAHH HApYLUCHHS)

- pecnupatopHo 3a0onsBane UK HHGEKLHA, KOATO NOBIUABA HA NHIIIAHETO (Hanp.acT™a,
o6cTpyKTHBHA GenoapobHa 6onecT WiH NMHEBMOHHS)

- aKO UMATE 3aTPYAHEHHUS MPH YPHUHHPAHE.

BauinaT Jiekap Lue npeuenH aand neyenyero c [ancus SR e noaxoasio 3a Bac uau ako nosara

TpadBa ga ce MPOMEHH.

Cobuio Taka, HadopMApaiite Bamng Aekap, AK0 BACKOPO CT¢ NPETLPNETH ONCPALNHS Ha
CTOMAXa, YePBATa WiIH NUKOYHHA MEXYp. BallMaT fneKap MOXKE fia peLUH, 4e ["ancusa SR He e
noaxonsiua 3a Bac.

Tagcus SR moxke aa AoBeae 30 3aryéa Ha Terjio. BauiHaT iekap mie npoBepsasa peAoBHO TEM10TO
Bu, nokato npuemare ['ancus SR.

Jlena B IOHOLIH
ancua SR He ce npenopnuBa 3a ASLI2 H IOHOLUH.

Jpyra nexapcrea u ['aacus SR
Uudopmupaiite Bawna nekap uan ¢papmMauesT, ako NpHEMATE,HACKOPO C€ NPHEMAH WK € BH3IMOXKHO
[a NpHeMETe ApYrH JICKapCTBa.

Iancus SR He TpaOBa na ce npunara €1HOBPEMEHHO C JICKApPCTBA, KOUTO aeicTeaT no noaodeH HauMH,

TE BKJIIO4YBAT:

- NOHENEe31] WIH PHBACTHIMHH (3a NeueHue Ha Gonectra Ha Anuxaiimep)

- aMGEHOHHUM, HEOCTUIMHH WIH NIHPHACCTUIMAH (TIPH TEXKKA MYCKyHa ciabocT)

- nWIoKapnuH (NP NepopanHo NPUICKEHHe, H3NON3BaH 3a CYX0Ta B yCTaTa WiiH CyX \
OUHTE). /7:5‘/%0

Hsikou NeKapcTBa MOFaT Aa yBeJIMUaT Opost Ha HEXENAHHTE NEKAPCTBEHH PEaKLIHH,
["ancua SR, Te BKAOUBAT:
- NAapOKCETHH WIH (IyOKCETHH (aHTUAENPECAHTH)




- XMHHWIKHH (M3M1013Ba CE NMPH HEPABHOMEPEH ChPICYHEH PUTHM)

- KeTOKOHA30.J1 (MPOTHBOIbOMYHO)

- epPUTPOMHULIHH (AHTHOHOTHK)

- PUTOHABHUP (MPH JIEYEHHE HA YOBELLIKH umyHoaedpuunter supyc uam “HIV™)).

- HEeCTepPOM/IHH NPOTHBOBB3NAIUTEIHH 00e30015BaLLH (KAaTO noynpodgeH), KouTo Morar Jia
MNOBUILIAT PUCKA OT A3Ba

- f1eKapCTBa 3a JieYeHWe Ha CbpA€YHH ChCTOSHHUSA HIIH BUCOKO KPBHBHO HATATAHE (Hanp. AMroKCHH,
aMHO1apOH, aTPONHUH, 6eTa-6J10KePH WK KaJILMEBH aHTarOHHCTH). AKO NpUemMare JiekapeTsa 3a
HepaBHOMEpPEH CbpaeUeH PUTbM , BaluuaT jiekap MOXKe 1a NpoBepH CbpicHHaTa Bu neHocT
ype3 enektpokapavorpama (EKI)

- neKapceTBa, nopaussaiiu Q¢ uHTepsana.

BawusaT fekap Moxke 1a Bu npeanuiue no-Hucka ao3a lancus SR, ako ¢b11O NpHUeMaTe HAKOE OT TE3H
JIeKapcTBa.

Faicus SR MOKe 1a MoB/iMse Ha HAKOHU aHecTeTHUM. AKO By npeacTou onepauus noa obO1a yrnomka,
uHgopmupaiite Bawus nexap, ue npuemare I ancus SR KOJIKOTO € Bb3MOKHO MO-paHo.

AKO MMaTe HAKAKBH JOMbAHUTEIHH BHIPOCH, NonuTaiite Bawusa nekap uiu gpapmauesT 3a CbBET.

BpeMeHHOCT, KbpMeHe H (PePpTHAHTET
Ako cTe GpeMeHHa WK KbPMHTE, CMATATE, Y€ MOXKeE J1a cTe OpeMeHHa WM M1aH1pare OpEeMEHHOCT,
nocbBeTBaiiTe ce ¢ Bawus nekap uiau papMalieBT npeid ynorpedara Ha TOBa JIEKapCTBO.

He TpsGBa 1a kbpMuTE, JoKaTo npuemare ['ancus SR.

[llodpupane n pabora ¢ MAIIHHH

[ancus SR moxe aa Bu Hakapa aa ce mo4yBCTBaTe 3aMassHH WK CbHIIHUBH, 0CO0O€HO npe3 MbPBHUTE
HSKOJIKO CEAMMLIM OT JeUeHHETO. AKO MMAaTE Te3H CUMITTOMH, He WodHpaiTe U He U3Mo/I3BaHTe
HUKAKBH MHCTPYMEHTH WJIH MALLUHHH.

lasacus SR cbapka HATPHEH
ToBa 1eKapcTBO ChAbPXKA MO-Mako ot | mmol HaTpHi (23 mg) Ha Karicyia ¢ yAb/IKEHO
0CBOGOXKIABAHE, T.€. MOYKE /1a Ce KaXe, Y€ MPAKTHUECKH HE ChbpKa HATPHH.

3. Kak 1a npuemare I'asicust SR

Bunaru npuemaiite ToBa J€KapcTBO TOYHO KakTO BH € kasan BawuusaT nekap. AKO HE CT€ CHI'YPHH B
Helllo, nonuTaite Bawus nekap wau papMaLesT.

AKO B MOMEHTA MpHeMaTe rajaHTaMMH TabJIETKH WK NEPOPANICH pasTBOp H CTC OWJIM HH(POPMHUPAHH
ot Baiwuus nekap, 4e TpAOBa 1a NPEMHHETE KbM raJJaHTAMHMH KarcyJiu ¢ yAb/DKEHO 0CcBOOOXK1aBaHe,
npoyeTeTe BHUMATETHO HHCTPYKLMHMTE B TOUKa ,,KaK 1a NpeMHHETE OT NpHUeMa Ha rajlaHTaMmuH
TabneTKH WK NepopasieH pa3Teop kbM ['asicus SR kancyau ¢ yabkeHo ocBOOOXKaaBaHe?™

Kosaxko na npuemare

Bue e 3anounere seuenue ¢ Fancus SR ot no-uucka no3a. Obuuaiinata HayaiHa 103a ¢ 8 mg,

Np1eMaHa BeIHBK JHEBHO. BaluuaT iekap MOXe NOCTENeHHO /1a yBe/IntiaBa 103ata Bu Ha Bceku 4
ceZIMMLA WM NOBEYE, JOKATO JOCTHIHETE J10 1103a, KOATO € noaxoasiua 3a Bac. Makcum
e 24 mg, ce npHeMa BEIHbXK ITHEBHO.

Bawusar nexap e Bu 00scHM ¢ KakBa 103a 1a €€ 3arno4He U Kora TpsAOBa 1a ce YBEJIH
He CTe CHI'YPHH KAaKBO /1a MPABHTE, WK MUCIIUTE, Y€ ePEKThT Ha ["ancus SR e TBbpaE
TBbpAE c1ab, roBopere ¢ Bawius nexkap win papmMalesT.




BawiusT nekap uie TpabBa aa npocieassa peioBHO ChbCTOAHHETO Bu, 3a n1a ce npoBepH egeKTa Ha
TOBA NEKAPCTBO U Aa c€ 00CBHAH KaK ce HyBCTBaTE.

B c.ryuaii ye amare npodaem ¢ 0n0pennTe WA YEPHHS apo6, Bawust nexap Moxe aa Bu nane no-
Hucka no3a Fancus SR, vy Moxke [a pelllk, Y€ TOBa JeKapCTBO HE € MOAXOAALLO 3a Bac.

Kax na npeMHHeTe OT NPHEMA HA FAJAHTAMHH TaGJeTKH HJIH NepopajieH pasTBop Kbm ['ajnchs
SR KancyJH ¢ yImnkeno ocsofokaasane?

AKO B MOMEHTA NpHEMATE ralaHTaMH1H TabNeTKH WK NEpopaeH pasTBOp, Bawumat nexap Moxe na
pelun 1a NPEMHHETE Ha JICUCHHE C rajlaHTaMyH Kancy/H ¢ yAbIKEHO ocBoboxaaaue. AKO TOBa ¢e
oTHac4 3a Bac:

. BiemeTe nocjeaHaTa n103a ranauTaMuH TabneTKH UK NEpopaieH pa3TBop BEHEPTa.
. Ha cneapaiuara CyTpHH, B3eMeTe ITbpBaTa [103a rajaHTaMuH KancyH ¢ Y IbJIKEHO
ocBODOKIABAHE.

HE npuemaiire nopedye OT e{HA KANCyJ1a Ha [eH. JoKaTo npHeMAaTe KANCYJIHTE 32 eAHOKPATEH
npuem ranantamus, HE npremaiite ralanTaMHH Ta0JeTKH HJIH Nepopasiel pa3sTeop!

Kax aa npaemate I'aicaa SR

lancus SR kancynu Tpabea aa ce nornsiuar ueny, Aa HE ce apayat wiv Hynar. AKO cMmATaTe, 4e By
€ TPY/AHO Ja NpPErJbTHETE Kancyara, MOXKeTE 13 H3CHMETE KarcyJaTa K [ NOrb/HeTe LAJIOTO
cbabpxaHue - HE abBueTe unm vynere ChIAbPXAHUETO!

[Tpuemaiite no3ata Ha ['ancus SR BeHBK IHEBHO CYTPHH C BONIA HITH APy TH TeyHOoCTH. OnuTanTe ce
na npuemarte ancus SR ¢ xpaHa. [1niiTe MHOrO TEHHOCTH, ZOKATO [IpUeMaTe [ancua SR, 3a na
6baere nodpe xHUapaTHPaHH.

AKO ¢Te npHeIH noseue oT HeobxoaamaTa 1034 ['aacasn SR

AKO cTe npyend TBspae MHoro [ancus SR, ce cBbpxkeTe He3abaBHO ¢ Jiekap WM Hal-OnM3KaTa
Gonnvia. Biemere BCHUKH OCTaHAH Kancy/in H onakoskata ¢ Bac. IlpusHauure Ha npe1o3npane
MOTaT [a BKJIKOYBAT:

o CUJIHO raicHe W MOBPbIIAHE,

° MycKynHa cabocT, 3a0aBeH CbpAeUEH PHTEM, NPHNAABLMK (kOHBYNCHH) ¥ 3ary0a Ha Cb3HaHUe.

AKo cTe npomycnann aa npremete Faacas SR

AKO cTe NpOMyCHANH /a NpYeMETEe €1Ha 1034, MPOITyCHETE 3a0paseHaTa 1032 H NpHEMETE ClieBaLIaTa
noza B o6H4aiiHoTo Bpeme. He Biemaiite nBoliHA 1034, 32 1a KOMIIEHCHpAaTE NPONYCHATATA 1034.
AKO cTe MponycHany a npueMeTe Nnoseye OT €Ha 103, TpsOBa Aa ce cBbpxere ¢ Baurus nekap.

AKo cTe cnipesin npuema aa I'ajncan SR

Tpa6sa na ce KoHcynTHpare ¢ Bawus nekap, Npean Aa CNpeTe npuema Ha lancusa SR. BaxHo e na
NPOABL/DKHATE Aa NPHEMATE TOBA JIEKAPCTBO 32 JICYEHHE Ha BameTo 3abonssane.

A KO KMATE HAKAKBH JOMBIHHTENHH BbIIPOCH, CBBP3aHH ¢ YNoTpedara Ha TOBA JIEKApPCTBO, nonuraiTe

Bawuus nexap win ¢papMaLeBT.

4. Bbp3MOXKHH HEXKEJIAHH PeAKIHH

KaxTo BCHYKH JIeKapcTBa, TOBA €KApCTBO MOXe A8 NPEH3BHKA HEXENAaHH peaKLiH,
BCEKHW ' NMONYy4asa.

CieaeTe 3a CepHO3HH HeXKeJIAHHA peaKIHH:




Cunpere npHeMa HA JJEKAPCTBOTO H OTHAETE 10 HAl-0IM3KNHA criellleH HeHTHP He3a0aBHO, aKo
3a0enelKHTe HAKOE OT CISOHMTE:

KoxHH peakimHH, BKTIOYKHTEITHO:

- Texcnbk OOPHB C MEXYPH H JIIOLLEHE HA KOXaTa, 0COOEHO OKONO YCTaTa, HOC2, OUUTE M MONOBHTE
oprauu (cuHapom Ha Stevens-Johnson).
* YepaeHuKas OGpHB C MAIKM ITbJTHH C THOH MOAYTHHM, KOHTO MOFaT Aa Ce pasnpoCTPaHAT no

TANOTO, MOHAKOrA CLNPOBOAEH ¢ MOBHILEHA TEMAIEPATYpa (OCTPa reHepain3npaHa
€K3aHTEMATO3HA MYCTYJI03a).
. O6GpuB, MOXKE M CHNPOBO/IEH C MEXYDPH, C METHA, KONUTO WU3FNIEKAAT KAaTO MAJIKH MHLICHH.
Te3u KOKHU PEAKLIMK €A PEAKY MPH XOpa, NPYEMALLH rajlaHTaMHH (MOraT [ia 3acerHar Ao I Ha 1 000

AYLUH).

[Mpo6aemu cbhe CHPNETO, BKIOYHTENHO NPOMEHH B ChPAEUHHA PUTBM (kaTo 6aBEH CHPACUEH PHUTDM,
noseue yaapu) nin cbpuebuere (NMyachT ce 4yBCTBA ObP30 MK HepaBHOMEPHO). CbpAeUHH
npoGaeMu MOFaT Ja ce MPOABAT KATO HeoOMUalHN M3MEHEHHUS Ha eNCKTpoKapaHorpamMa (EKT') n
MOraT aa 6baaT obuH npu xopa, npuemawy ['anuca SR (Morar na 3acernar 4o | Ha 10 ayuun).

Ipunaasun (koasyjacan). Te ca paako ABNEHHE NPH XOpa, NpHemMally ["ancusa SR (morar pa
zacerdat ao 1 Ha 100 nywn).

Tpalsa na cupete npaema na ['ajcas H Ja NOTLPCATE NoMOI nezabaBHO, ako 3a0enexuTe HAKOA
OT H30POCHUTE peaKH.

JIpyra HexeNaHATe peaKnHH BKIIOYBAT!

MHOr0 YecTH HEKeJAHH peaknuH (MOraT Aa 3acernar noseqe ot 1 Ha 10 ayma):

- ['aneHe H MOBpPBbUIAHE.
[To-BepOATHO € Te3W HEXENaHH PEaKUMK Ja Bb3HHKHAT M0 BPEME Ha ITHbPBHUTE CEAMHLM OT
fle4eHHETO WK MPH MOBHLIABAHE Ha 103aTa. BepoATHO € Te 1a OTWYMABAT NOCTENEHHO, Thi
KaTO OPraHH3MbT NPUBHKBA KbM JIEUEHHETO H OOHKHOBEHO HE TPaAT NOBEUE OT HAKOIKO LHH.
AKo nosty4uTe Te3u edextr, Balunar nekap Moxke Ja npenopsua Aa C¢ NUAT NOBEHE TEHHOCTH
n Moxce n1a Bu npeanuiie nexapcTro, 3a Aa CTIpeTe 1a ce YyBcTBaTe OoneH.

YecTn HeKeNaHH peaxnun (Morat Aa 3acernar xo 1 na 10 aymn):
- 3ary6a Ha Terno, HaManeH aneTUT

- BwxaaHe, yceliaHe Wik YyBaHe Ha Hella, KOUTO HE Ca TaM (XxanrouUHaLKMH)
- Henpecus

- YyBCcTBO 33 BHEHE Ha CBAT HJIH IPUBAALHA

- MycKy/IHH TPEMOPH HIIH CNa3MH

- [aapobonue

- UyBcTBO 332 YMOPa, c1aboCT WK 00LIO HEPa3NoaoKEHHE

- YyBCTBO 3a CHHIMBOCT H OTNAJHANOCT (JIMIICA HA EHEPris)

- Bucoko KpbBHO HaNAraHe

- Kopemua 6onka win ZHCKOMGOPT

- Huapus

- Jlonio xpaHOCMUIaHE

- [lapane

- Panu

HeuecTH nexxelaHH peaknun: ( morar aa 3acernar xo 1 Ha 100 aymm):

- AJlepruvHH peaKkLHi

- HenocTaTbuHO KOJAHYECTBO BOJA B OpraHu3ma (aexyuaparauus)

- HM3TpbnBaHe MK TMNCA HA YyBCTBHTENHOCT HA KOXaTa (yCelane 3a ,,UTu |
- [TpomaHa Ha BKYCOBHTE YCELIAHHA

- CBLHAWBOCT npes AeHA




- [TpoGneMu ¢ KOHTPOIMPAHETO HAa ABYXKEHHATA Ha TANOTO MM KPAaHHHLIUTE (€KCTPanHpaMUIHH
HapyLUEHHS

- 3aMbLIIIeHO 3PEHUE

“ [Liym (3BBbH) B YLIHTE, KOHTO HE OTMHHABA (THHHTYC)

- Hucko KpbBHO HanAraHe

- 3auepBsABaHE HA JIMLETO

- YcewaHe 3a HeoOX0AMMOCT OT NOBPBLIAHE (MOBAHIaHE)

- [IpekomepHO NoTEHE

- MyckynHa cnaboct

- [ToBHieHH HHBA Ha YEPHOAPOOHH €H3UMH B KPbBTA

- Kowmapu

Peaxu HeXke/1aHH peakuuu (Morat aa 3acernar 10 1 ma 1 000 ayurn):
- Bn3naneHune Ha dyepHua apod (xenaTHT)

Cro0maBaHe HA HeKeJIAHN PeaKIHH

AKO HAKOS OT HEXEJAHUTE NEKAPCTBEHH peakliHKi CTAHE CEPUO3HA, WK 3abenexxuTe ApyrH, He
OfKUCAaHH B Ta3H IKCTOBKA, MONA yYBeaoMeTe Bauiug nexap unu dapmauest. MoxeTe cbLo aa
CHLOOLIMTE HEXENAHH PeaKLIMH AUPEKTHO 4pe3

HanmenHMTeNHA areHuUKs no ieKapcTeara

yi. ,,JJaman ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

Karo cpobluasaTe HexeslaHH peakLHH, MOXETe Aa AaJeTe CBOA NIPHHOC 3a NOMY4YaBaHE Ha oBe4e
uHpopmMalla OTHOCHO He30nacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpanasare I ancas SR
Jla ce cbXpaHsaBa Ha MACTO, HEAOCTBIHO 3a JeLia.

He uanonssaiite TOBA JJEKapCTBO CJIER CPOKA HAa FOJQHOCT, OTOEAA3AH BbPXY ONHCTEpa U KapTOHEHATa
onakoska cael "['oaex o ". CpOKbT Ha TOAHOCT OTrOBapA Ha NMocC/eAHHS A€H OT NOCOYEHHSA MECEH.

Ha ce cuxpanasa non 30° C. Jla ce cpxpaHgaBa B OpuruHajiHaTa onakoBka, 3a a ce npeanasd ot ahara.

He u3xBbpisiiTe 1IeKapcTBaTa B KAHANU3ALMATA WIH B KOHTEHHepa 3a AOMALIHH OTTNaadbLH,
[Tonuraiite Baiuns dapManeBT KaKk Aa H3XBLPJISTE JIEKAPCTBATA, KOWTO BEYe HE U3MNon3pare. Tesu
MEPKH 1€ CMOMOrHAT 3a Ona3BaHe Ha OKOJIHATa cpeaa.

6. ChAbpKaHHe Ha ONAKOBKATA H JONB/JHHTEIHA AAQOpMaNHN

KaxBo coabpxka [ancus SR

- AKTHBHOTO BEILIECTBO € ralaHtaMuH (galantamine).
8 mg: Beaka Kancyna ¢ yabDkeHo ocBobox1aBaHe, TBbpAa ChAbpxka 8 mg ralaHTaMuH (KaTo
xuapobpomun).
16 mg: Beaka kancyna ¢ yanbkeHo ocBobokaasaHe, TBbpAa cbAbpxka 16 mg ranaHramus (karo
XHApodpOMHUI).
24 mg: Beaka kancyna ¢ yab/hkeHo ocBobo)kaaBaHe, TBbpAa ChAbpkA 24 mg I
xuapodpomun).

- JIpyrume chCTaBKH B TAONETHOTO AP0 € YABHKEHO OCBOOOKIABAHE ¢a HATP
aMOHHWEB MEeTaKpuaat cbnonumep (tTun b), xunpomenosa, kapdbomepm,
XUIPOKCUNIPOTHIILIENY 1033, MarHe3neB cTeapar H Tank. Buxre Touka 2 ,,I°
HaTPHA™.




- JIpyrute chCTaBKHM B Mpa3HarTa Kancy/a ot 8 mg ca xxenaTuH, TuTaHoB Anokeua (E171) u uepHo
MacTHJI0 (1LEeJ1J1aK, NPOMUIIEH IJIHKOJ1, AaMOHAK, KOHLEHTPHPAH pa3TBOp, YEPEH KeEJIE3€H OKCHIL
(E172), kaJilueB XHAPOKCHA).

- JIpyrure chCTaBKM B Npa3HaTta Karncysja ot 16 mg v 24 mg ca *eJ1aTHH, THTAaHOB IMOKCH/L
(E171), uepseH xkeneseH okeua (E172), sbat xkeneszeH okena (E1 72) 1 YEPHO MaCTHJ/IO
(LIe1aK, NPOTHMIEH IJIMKOJ, AMOHSK, KOHLIEHTPUPaH pa3TBop, YepeH xkesezeH okcna (E 72),
KaJIMeB XHUIPOKCHA).

Kak n3raexaa I'asicus SR 1 KakBO ¢bABpPKA ONAKOBKATA

8 mg: benu kancyau ¢ pasmep 2 (1b/DKMHA Ha Kancynarta: 17,6 — 18,4 mm) ¢ orneuarano G8 Ha
kanaukara Ha kancyinara. CbhIbpKaHHETO Ha KarncyJiara e e/iHa 0s1a, oBajiHa, TabseTKa ¢ yIb/DKEHO
O0CcBODOXK/1aBaHE.

16 mg: Po3oBu kancysu ¢ pasmep | (abmkuHa Ha kancynarta: 19,0 — 19,8 mm)c ornevararo G16 Ha
kanaukata Ha Kancyaara. CbIbpKaHHETO Ha Karicysiara ca e 0e/M, OBaJIHH, Ta0JIETKH C yIb/IKEHO
OCBODOK1aBaHE

24 mg: OpaHkaBo-po30BH Karicyin ¢ pazmep 0 (1b/kvHa Ha Kancynara: 23,8 — 24,6 mm) ¢
orneuyataHo G24 Ha kanauykara Ha kancyaaTta. CbabpKaHMETO Ha KarcyJiara ca TpH Oe/iu, OBaJIHH,
TabJIETKH C YABKEHO OCBOOOK/1aBaHE.

Kancynure ca Hanuunu B KyThu ¢ o 10, 14, 28, 30, 56, 60, 84, 90 n 100 kancyu1 ¢ y1b/KEHO
OCcBOOOK/1aBaHe, TBbPAU B OIUCTEPH.

He BcuukM BUOOBE ONAKOBKM MOraTt Ja ObAaT MyCcHaTH Ha nasapa.

[puTexaTe HA pa3pelIeHHETO 3a YNOTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CoBeHus

[Ipon3BoauTeN:
KRKA. d.d.. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus
TAD Pharma GmbH, Heinz-Lohmann-Stralle 5, 27472 Cuxhaven, ['epmaHus

ToBa JieKapcTBO € pa3pelieHo 3a ynorpeda B AbpKaBHTe — WieHKH HAa EBponelckoTo
HKOHOMHY€CKO NMPOCTPAHCTBO NMOJ C/Ie/JTHHTE HMEHA:

Hme Ha cTpaHaTa YWieHKA Hme Ha lekapcTBEeHHS NPOAYKT
bbarapusi ["anicus SR
Ecronus, Upnanaus, INomua, Cnosaiuka Galsya SR
penybauka, CiioBeHus
Ascrpus, lanus, @uHnanaus, Hopeerus, Galantamin Krka
LIseuns
[Mbpums Galantamine SR Krka
PyMbHHS Galsya

JlaTa Ha NOCJIe/HO NpepasrJiex/iaHe HAa JIHCTOBKATA
5 FOnu 2026

[Toapo6ua nHdopmaLms 3a TOBa IEKApCTBO € NpelocTaBeHa Ha yebcaiita Ha MambiiHuTenHa AreHuus
no nekapcteara (MAJI) http://www.bda.bg. s




