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PAGOQUIBHUEB NE ooersesenss crressasnannes
lancus SR 8 mg kancynu ¢ yankero ocspboxasane, TRLPIH 1 2 10 1022
lancus SR 16 mg kancynu ¢ yabkeHo oceSBORNERY, vaspayw - v
Tancus SR 24 mg kancynu ¢ yaskeHo ocBoboXKIaBaHE, TRBPAN

rajJaHTaMuH

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

IIpoueTeTe BARMATETHO UAJIATA JIHCTOBKA HPeXH /12 3AN0YMHETE A2 IPHEMATE TOBA JIEKAPCTRO,

Thil KATO T8 CLALPXA BAKHA 32 Bac nagopmanns.

- 3anasere Tas3k IMCTOBKA. Moske 1A C€ HANIOKM ]2 1 MPOUETETE OTHORO.

- AKO HMaTe HAKAKBH JOTBL/IHHTEIHH BEAPOCH, NoNuTaliTe Bauikg nexap win dgapmauesT.

- Tora niekapcTro € ipearnucano anyHo Ha Bac. He ro npeorcToigaiite Ha npyru xopa. To Moxke
Aa UM HABPEOH, HEIABHCHUMO YE MIPH3IHALIKMTE HA TAXHOTO 3aboNaBane ca chiluTe kato Bamure.

- AKO nojIyuHTe HAKAKBH HEXKENaHH JIEKAPCTBEHH PEakLHu, yReaomMeTe Bamua nexap win
dapmaniesT. ToBa BKAKOUBA H BCHYKH BB3MOXKHH HEXKENAHH PEaKLHH, HEOMHCAHH B Ta3u
nucrosxa. Buicre Touka 4.

KaxBo cbaBpxa TA3H JHCTOBKA!

Kaxeo npeacrasassa I'ancug SR 4 33 xaKBO ce H3M0/13Ba
Kakso Tpabsa j1a 3HaeTe, npeau na npuemere Fancus SR
Kax na npuemare [ancus SR

Bb3MOXKHM HeIKENAHH peakluu

Kax na cexpanssate [ancua SR

CrabpxaHHe Ha ONMAKOBKATA U AOMBIHHTENHA nH(opMaLna

LA o i e

1. Kaxpo npeacrasaspa Fancasa SR 1 3a kakBo ce u3noa3sa

Tancas SR ¢babpxa eKapCTREHOTO BELIECTBO ,, FATAHTAMMH®, KOETO € 1eKAPCTBO CPELLy JEMEHLHA.
To ce u3n0138a 3a IeHEHHE HA CHMITOMUTE HA NEK2 10 YMEPEHO TekKa BoTecT Ha Anuxaiimep, B
JEMeHUNs, KOATO NPOMEHA DYHKLIHHTE HA MO3bKA.

bonectra Ha Anuxaiimep npeayaBHKBa 3acuieHa 3aryba Ha nameTra, obpPKBaHe M IPOMAHA HA
NIOBEASHHETO, KOETO MMA 3aPE3yNTAT BCE NO-TPYAHO /14 C& M3RBPLUBAT HOPMAIHH €XKeIHEBHH
JeHHOCTH.

CwmsTa ce, ue Te3u eeKTH Ce Nb/KAT HA JTMIICATA HA AUETHNXOMMH, BELUECTRO, OTTOBOPHO 3a
H3MPAILAKE HA CLOGLIEHNA MEXTY MO3BYHNTE KiaeTkh. I'ancus SR yBenuuasa konuuectpoTo Ha
AUETHIXO/THH B MO3bKA H TaKa MOJME Ja IOBIHAS Ha pu3HaumTe Ha 3aboaasaneTo.

Kancynure ca HanpaseHu noa gopmara Ha "yab/keno ocsobmkaasane”. Tosa 03navasa, U
0cBOOOKAABAHETO HA AEKAPCTBOTO CTABA NO-0ABHO,

z Kaxso Tpsbsa 1a snaere, npean na npuemere I'ancaa SR e

He npuemaiite I'ancaa SR




- 8KO CTE ACPruydHY KbM MANAHTAMHH WIH KbM HAKOR OT OCTRHAIUTE CBCTABKM HA TOBA
AexapcTBo (M36poeHu B Touka 6),
- aKo UMaTe TeXKO 4epHOAPOOHO M Texwkko OnOpetno 3aboanBane.

Hpexynpexnetnn H NpeanaIHe MEPKH

['oBopete ¢ Bawms nexkap win dapmauesT, npean aa npuemere aacun SR,

Toea nekapcrpo Tpadea 1a ce w3non3ra caMo npy GoecTTa Ha AnuxaiiMep | He ce NPeropbYBa 1a ¢e
M3MO0JI3BA TIPH APYTH BHAOBE Ha 3ary0a Ha MameTTa W o0bpKBAHE.

CepHo3HH HeKelaHH PeaAKIEH

lancus SR mMoxke na npeanssyKa CEpHO3HN KOKHH PEakLMy, ChpaevHH NPOGaeMH, NPHIaabLH
(rbpuose). Tpabea na ObaeTe HAACHO C TE3H HEKENAHM peaklUMu, 10kaTo npreMare [ancus SR.
Bmxkre "BurMapaifTe 3a cepHO3HH HEXENAHW peakuuu" B TOuKa 4.

Iipenn na npuemere Fancnn SR, Bawnat nexap TpaGea 1a 3xae, ako CTPagaTe OT WM CT€ CTpajany-

B MMHA/IOTO OT:

- yepHoapoOHH WK 6uOpeunn npobaemu

- chpaeqHo 3ab01aBaHe (Hanp. AMCKOMMOPT B MBPAHTE, YECTO NPHUMHEH OT dH3uuecka
aKTMBHOCT, WHHAPKT, ChPEYHA HEOCTATHLYHOCT, 3a0aBEH WM HEPABHOMEPEH IYJIC, YIbIDKEH
QTc nurepnan)

- NPOMAHA B HWBATA Ha ,.eJIeKTPOIHTHTE (ECTECTREHO HATUUHM BEIIECTBA B KPbETA, HAMPHMED
KaJTKii)

- NeNTHYHa A3Ba (Ha ¢cTOMaxa)

- f10KMpaHa MPOXOIUMOCT HA CTOMAxa Wi Yepsara (3anywmBaHe)

- Pa3scTpONCTBO Ha HEPBHATA CHCTEMA (HANP. ENHISNCHA WK IPodNeMu ¢ KOHTPONIMPAHeTO Ha
ABHXKEHHMATA HA TATIOTO MM KpaliHMLMTe (eKCTPaNmMpaMKMAHY HAPYLLIEHHA)

- pecnMpaTopHo 3ab019BaHE WIN MH(PEKLINA, KOATO NOBNMABA Ha AHINAHETO (HANp.acTMa,
obcTpykTHBHa Genoapobha GONECT WIH MHEBMOHYS)

- aKO MMaTe 3aTPYAHEHUA NIPH YPHHUpaHe.

Bawnar nexap me npeuehn nany fevennero ¢ lancus SR e noaxonsino 3a Bac vk ako nosata

TpAGBa A4 ce IPOMEHH.

Chmo Taxa, radopmupaiire Bawns nexap, AKo HACKOPO CTe NPETHPUEIA oNePaNEs Ha
CTOMAXaA, YEpBATA WIH NUKOYHMA MeXyp. Banar nexap moxe aa pey, ye lancua SR He e
noaxonAiia 3a Bac.

I'ancas SR moxke 1a poBede A0 3aryfa na Terno. Bawyar nexap nie nposepsipa peloBHO TEMIOTO
Bu, nokaro npuemare Iancua SR.

Jdena u roHomu
Fancus SR ne ce npenopbusa 3a fea K fOHOWH.

Jpyrn sexapcrsa u Cancua SR
Hudopmupaiite Bawms nexap wiv dapmatiesT, ako IpHEMATE, HACKOPO C& MIPHEMANH HIH € BE3MOXHO
Ja IPUEMETe APYTd NEKApCTRA.

I'ancua SR we Tpabsa Ja ce npunara eJHOBPEMEHHO ¢ NEKAPCTRA, KOWTO ASHCTBAT (10 NOA00EH HAUNH,

TE BKJIKOMBAT:

- NOHENE3UA KK PUBACTUIMUH (32 NeveHne Ha Gonecrra Ha Anuxaiimep)

- aMOEHOHHM, HEOCTHTMHH WK NHPHAOCTHIMKH (MPH TEXKA MYCKYJIHa ¢1a00cT)

- NHAOKAPNHH (NPH NEPOPATHO NPHIIOKEHHE, H3MOA3BAH 34 CYXOTa B YCTATA HITH CY
O4HTE).

ERLAT

.

Hakom nexapeTba MOraT na yBenu4at Opost Ha HeKenaHWTe AeKAPCTBEHU PeaKLIuy,
[ancus SR, re Brmousar:
- MAPOKCETHH Wik (ITYOKCETHH (aHTHIETIPECAHTH)



- XHHUOUH (K3M013Ba Ce NPH HEPABHOMEPEH ChPAEUHEH PHTHM)

- KETOKOHA30.1 (11POTUROIbOMYHO)

- EPUTPOMHULIMH (AaHTHOMOTHK)

- PHTOHABHP (MPH JIEYEHHE HA YOBELUKH UMYHOLe(ULMTEH BUPYC WK “HIV™)),

- HECTEPOMIHH MPOTHBOBBL3NANMTEIHH 00e300asBalM (kaTo HOynpoden), KoUTo MoraT Ja
NOBMLLAT pUCKa OT A3RA

- JIeKapcTBa 3a JICYeHHE Ha ChP/IEYHH CHCTOAHHS WM BUCOKO KPbBHO HajIsiraHe (Hanp. AMrOKCHH,
aMHOZIaPOH, aTporvH, 6eTa-0/10KepH WK KaILIMEBH aHTATOHUCTH). AKO NpUemare JeKkapeTsa 3a
HEpPaBHOMEPEH ChpaeyeH pUTLM , Balumar nekap moxke aa nposepu cbpaeyHara Bu nefinoct
upes enexktpokapavorpama (EKT)

- Jekaperea, noeaussawu QTc unTepeana.

Bawusat nexap moxe 1a Bu npeanuuue no-Hucka no3a [ancus SR, ako Cblo npueMarte HIKOE OT Te3H
NleKapcTsa.

["ancus SR moske na nossiMse Ha HAKOW aHecTeTHLM. AKo Bu npeactoun onepauus noa obiua ynoiika,
uHdopmupaiite Bawns nekap, ye npuemare ['ancus SR KOJIKOTO € BL3MOKHO M0-paHo.

AKO MMaTe HAKaKBH JOITbJIHUTEIHH BBIIPOCH, MonuTaiTe Bawiusa nekap unu (apmaliieBT 3a chBer.

bpemennoct, kbpMene u pepruanTer
AKO cTe OpeMeHHa HIIH KbPMHTE, CMATATe, Ye MOJKE Ja CTe OpeMEHHA WK MlaHupaTe GpeMeHHOCT,
nocweeTBaiTe ce ¢ Bams nexkap unm apmaueBT npeau ynorpebara Ha TOBa JIEKAPCTBO.

He tpsabea na kbpmure, nokaro npuemare ancus SR.

IHodupane u pabora ¢ MalIHHH

["ancus SR moske n1a By Hakapa 1a ce novyBcTBaTe 3aMasHi WK ChHIMBH, 0COGEHO Npe3 MbpBUTE
HAKOJIKO CE/IMMLIM OT JIEHEHHETO. AKO UMATe TE3U CUMNTOMH, He WodHpaiTe U He H3nosI3BaiiTe
HUKaKBH WHCTPYMEHTH WKW MALLIKMHM.

Ilasicus SR cbapxa HaTpuii
Tosa nekapcTBo chabpika no-manko ot 1 mmol Harpwii (23 mg) Ha kancyna ¢ yab/ikKeHo
0cBOOOK1aBAHE, T.€. MOXKE /1a Ce KaKe, Ye NPAKTHYECKH HE ChabpiKa HATPHIA.

3 Kak na npuemare I'asicna SR

BuHaru npuemaiite ToBa iekapcTBO TOUHO KakTo Bu e kazan Bauusat nekap. AKO He CTe CHIypHH B
Hewlo, nonuTaiTe Baiug nekap wiu dapmauesr.

AKO B MOMEHTA MpHEMATe rajlaHTaMuH TabNeTKH WK NEpopaieH pa3TBop H cte OWaH uHpopMUpaHH
ot Bawmus nekap, ye TpaOBa 1a NpeMHHETE KbM raJaHTaMHH Kancy/u ¢ YAb/KEHO 0CBODOMK/1aBaHe,
MPOYETETE BHUMATEIHO HHCTPYKIIMHUTE B TOYKA ..KaK Aa MPEMHHETE OT NpUEMa Ha rajlaHTraMuH
Tab/IeTKH WK NepopaieH pasTBop kbm [ancus SR kancy/iu ¢ yabmkeHo ocBoboXK1aBaHe?™

Koako na npuemare

Bue we 3anounere nevenne ¢ l'ancusa SR ot no-nucka noza. O6uuaiinata navanna no3a e 8 mg,
NpHEMaHa BEIHbXK AHEBHO. BallinaT ekap Moe NocTeneHHo /1a yBeinyasa 1o3ara Bu na Beekn 4
Ce/MHUM WIIH NOBeYe, J0KATO JOCTHIHETE 0 1033, KOATO € noaxo/awa 3a Bac. Makcum ra, 103
e 24 mg, ce npuemMa BeIHbK JIHEBHO.
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Baunat nekap we Bu 0bschu ¢ kakBa /103a 1a ce 3ano4He v Kora TpaGBa aa ce yBemﬁ i8 ;J,ma'ra AKO
He cTe curypnn KAKBO /1 11PaBHTE, WJIK MUCIUTE, Yye edekTbT Ha [asicus SR e Ts'bpue dnneﬁ ot
TBBpAE cnad, roeopete ¢ Bawiua aekap nan hapmanesr. ;




Bawmar nexap me tpadea na npocnenssa peaosHo cheToauneTo By, 3a na ce nposepu edexra Ha
TOBA JIEKAPCTBO U Aa ce O0CHIH KaK ce HyBCTBare.

B cayuaii ye umate npobaem ¢ Onbpesinre nis depran Apo6, Bawuar nexap moxe aa By aane no-
HHCKa no3a lancus SR, uimm Moxke [1a peurdt, Ye TOBA AE€KAPCTBO HE € NOAXOAALIO 32 Bac.

Kax 12 npeMuneTe 0T npHemMa Ha FAIaHTaMHA TableTKH HIH nepopasien pasTaop Kum I'aicus
SR kancyas ¢ yas/axeno ocBofoxiaBane?

AKO B MOMEHTA NIpHEMATE raiaHTaMiH TabneTkH HAH nepopasieH pa3Teop, Bawnst nekap Moxke na
peliu Aa MpeMHHETe Ha TeUEHHe C TaIAHTAMHH KafCy/IH ¢ YABKEeHO ocBobokaaBale. AKo ToBa ce
OTHaca 3a Bac:

. BiemeTe nocneanaTa 103a rataHTaMiH TabaeTky WiIH NepopasieH pasTBoOp BeYepTa.
. Ha cneagaitiata cytpHH, B3eMETE NbPBATA 4032 FANAHTAMHH KANCY,IH ¢ YABIKEHO
ocBoboKaaBaHe.

HE npaemaiite nogetde 0T eana xancyaa Ba aen. [JoKaTo npaeMaTe KANCY/TATE 33 eTHOKPATEH
fapueem raaantamid, HE npuemaiite raianramun 1abieTKn HJIH Nnepopaied pasrsop!

Kak xa npuemare [ajcan SR

Tancua SR kancynu Tpabea na ce norabulaT uesy, na HE ce anuar uam uynar. Ako cmarare, ye Bu
€ TPYAHO Aa NPErIbTHETE KANCYAATa, MOXKETE 114 U3CHIIETE KANCYNATa U A3 NOrb/HETE UATOTO
cbabpaante - HE npBuete uan uynere chabpkaHHeTo!

Ilpuemaiite no3ata na 'ancus SR BeliHbK AHEBHO CYTPHH C BOAA WM Apyry TeunocTn. OnuTaiiTe ce
na npuemare I'ancus SR ¢ xpauna. Tuiime MHOTO TeuHOCTH, HOKaTo Mpuemarte Fancua SR, 3a na
Bbaere nolpe xuapaTypaHu,

AKo0 cTe npHeJH NoBeve 0T HeoOxogumara qoza ancan SR

Ako cTe nipyenv Tebpae Muoro [ancus SR, ce cebpikeTe nezabarHO ¢ neKap wny Hail-Gvskara
6onqnua. Bsemere BeHuKH OcTaHANK Kancynu u onakoskara ¢ Bac. Tipusnaumte Ha npenosupatie
MOrar /ia BKTO4BAT:

. CWIHO raJieHe H NOBPLINAHE,

. MyCkynHa cnabocr, 3a6aBeH CbpAeues pUTHM, NPUMaLBLUH (KOHBY/ICHH) 1 3aryDa Ha ch3HaHke,

Ax0 cTe nponycHaan 1a npueMere Fancun SR

Ax0 ¢Te npofrycHaNK Ja npHeMeTe €1Ha 03, TipolyCHeTe 3a0paBeHaTa 1033 H IPUeMeTe ClieIBainaTa
Ao3a B ofuuaiinoto epeme. He B3emaiire gBoiina 1033, 3a 5a KOMIEHCHPATE IPONYCHATATA 1034,
AKoO cTe NpoITyCHAIH Jla NpHEMeTe NoBeue OT eHA A03a, TPAGBA aa ce cBbpiKeTe ¢ Bawus nexap.

Axo cre cnpenn npuema Ha Iancua SR
Tpabea 1a ce koucyTHpate ¢ Bawus nekap, npeau ga cnpere npuema Ha Iancua SR. Baxso ¢ pa
NpobIKHTE Aa [IPHEMATE TOBA NeKapCTBO 34 nevedue Ha BameTo 3abonasane.

AKO HMaTe HAKAKBH NONBLAHUTE/IHM BLIIPOCH, CRBP3aHU ¢ ynoTpelara Ha TOBa leKapeTBo, nonuTajite
Baiuwnsa nexap unu dapmaliesr.

4, BB3MOKuEH HEXeIAHH peaKkuHH
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KaxkTto BCcHUKH JIEXapCTea, TOBA JIEKAPCTRO MOXKE A3 MPeAM3BUKA HCXKENAHW peaKiivi
BCCKH 'd Mony4aea.

Crietere 32 cCePHO3HY HeXeIAHH PEAKIMM:




Cripere npnema na JJeKAPCTBOTO H OTHAETE 40 Hal-G/iA3KHA cneweH neRTHP Re3abaBHO, AKO
3aleseKHTe HAKOE OT CACOHHTE!

Koxun peakunn, BIUTIOYHTENHO:

. Texni 0OpuB ¢ MEXYPH W TOLEHE HA KOXKaTa, 0COBEHO OKONO YCTATA, HOCA, OYHTE M MOJIOBHTE
opraHH (CHHapoM Ha Stevens-Johnson),
. Yepaennkas 0GpHB ¢ MANKH MBJHK € THOM MOAYTHHH, KOMTO MOTAT Ja C& Pa3npocTPaHaT o

TAJIOTO, NOHAKOTA CHITPOBOAEH ¢ MOBHILEHA TeMnepaTypa (OCTpa reHepand3upana
€K3aHTEMATO3Ha MyCTyNno3a).
. OBpHE, MOXE H CBITPOBOJIEH C MEXYPH, C NETHA, KOMTO M3MMEMHIAT KATO ManKH MHLLEHH.
Te3u KOKHH peakuMH ca ey TIPM X0pa, IPUeMALllH ranaHTaMKH (MoraT fa 3acerHar 1o 1 Ha | 000
OYILH).

Ipo6aems b CLPUETO, BKIIOYHTENHO MPOMEHH B ChPASYHUA PUTHM (KATO 0aBeH ChPHSUEH PHTHM,
noBeYe YaapH) WK chpuebuede (myJIChT ce 4yBcTBa 6bP30 UM HepasHOMepHO). CbpaeuHu
npobaemu MoraT 1a ce NposBAT KaTo BeoOHYalHN u3MEHEHNs Ha eNekTpokaparorpama (EKT) u
morat 1a Gbaat o6y npu xopa, npuemaiiu Fanucs SR (Morar aa 3acersat ao 1 ua 10 aywnm).

Hpanaasnn (kosByacHn). Te ca paako senenue NpH xopa, npueMauy [ancus SR (morar aa
3acerHar go | va 100 gymu).

Tpabsa ga cnpere npuema na I'ajicua B 13 norbpenTe noMou He3abaBRo, ako 3a6eneKHTe HAKOA
OT H30POEHHTE peakluH.

,prfl! HEREJIAHATE PEAKIEH BKJIWYBAT:

MHoro uecTs HeXenaHK peaknHH (MOTAT Aa 3acer€ar nosede ot 1 ua 10 aymn):

- I'anene » noepninane.
Tlo-BepoATHO € Te3u HEIKENaHH peakuvH Ja Bb3HUKHAT M0 BPEME HA TbPBHMTE CEAMHLM OT
JIeHeHUETO UM NP TIOBMILIABAHE HA no3aTa. BepoATHO € Te Aa OTUIYMABAT IOCTENEHHO, Thil
KaTo OpraHu3MbT NPUBHKBA KBM JEYEHHETO N OOMKHOBEHO HE TPAAT NOBEYE OT HAKOMKO /IHH.
Ako nonyyuTe Te3u edexrn, Bammar nekap Moxe 1a npenopbya ia ce NUAT NOBEYE TEUHOCTH
¥ MOXe Aa Bu npeanuiue nekapeTeo, 3a 1a cnpete Ja ce YyBCTBaTe GONCH.

YecTH HexeNaHH peakuud (Morar Ja 3aceruat 2o 1 va 10 xymmu):
- 3ary0a Ha Terno, HaManeH aneTuT

- Bmwknane, ycemane nny YysaHe Ha Helld, KOWTO HE Ca TaM {XATIOUMHALIHH)
- Henpecua

- YyscTBO 3a BHEHE HA CBAT WY NPHNAILA

- Myckynnn TpeMopy unu cnazmn

- ['narcGonue

- HyBcTBO 33 ymopa, cnaGocT Wik oo HepasnoaoxeHne

- HyBCTBO 32 CHHIMBOCT M OTNAJHANOCT (AMNCA HA eHepris)

- Bucoko KpbBHO HaiAraHe

- Kopemna Gonka uiu auckomgopt

- Huapus

- Jlowro xpaHocMUnake

- [Manane

- Pann

HevecTn neskenann peaxnan: ( Morat aa 3acernar xo 1 #a 100 xymn):

- Anepratin peakuuy

- HenocTaTbuHo KOnKHYECTBO BOA B OpraHH3Ma (Aexuaparauus)

- HsrpunBane HIH NHNCa HA YyBCTBHTENHOCT HA koxaTa (yceliaHe 3a ,,Uriu 4
- [pomsaHa Ha BKYCOBHTe ycelllanus

- CHHNHBOCT Mpe3 AeHs




- [lpobemu ¢ KOHTPONUPAHETO Ha ABWKEHHSTA HA TANOTO WM KpaliHMLMTE (EKCTPanUPaMKIIHKU
HapYLIEHUs

- 3aMBrieHo 3peHne

- Lilym (38BH) B YUIHTE, KOUTO HE OTMHHABA (THHHTYC)

- Hucko kpbBHO Hanaraue

- 3aueppaBaHe Ha THLETO

- Ycewane 3a HeoOX0QMMOCT OT NOBpBIlaHe (NOBIHTaHE)

- [pexomepHo notene

- Myckynsa cnaGocr

- [ToBnLIEHN HHBA HA YePHOIPOOHH CHIUMH B KPbBTa

Peaxu Hexenanm peakini (Morar 3a 3acerdar o 1 na 1 000 yywn):
- Bn3namenne Ha uepHHs ApoG (xenaTur)

Crobuapane Ha HeXeIAHN PeAKLHH

AKO HAKOS OT HEKENAHHTE JIEKAPCTBEHH PEaKLIMM CTaHe CEPHO3HA, MK 3a0enexkuTe ApyrH, He
ONUCAHU B TA3W JIMCTOBKA, MO/ yBeaomeTe Batuus nekap unn gapmatieet. Moskere ¢oillo Ja
ChOOIIMTE HEXKENAHH PEAKLIMH QHUPEKTHO 4pes

H3mbnHuTENHA aresuMs No Aekapersara

yn. , Jlamau Upyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebceaiiT: www.bda.bg

Karo chobuiasaTe Hexenanum peakuii, Mo3KeTe a JajeTe CBOsS NIPUHOC 3a NOJIY4aBaHE HA NOBEYE
uH(opMalIHg OTHOCHO 6e30NaCHOCTTA HA TOBA J1EKAPCTBO.

5.  Kak na cuxpaunsare I'agcua SR
Jla ce CbXpaHaBa Ha MACTO, HEROCTLITHO 3a AcuA.

He usnonssalite ToBa ekapcTBO cjie]] CPOKA HA FOAHOCT, OTOENIA3aH BBPXY GIIMCTEpa U KapTOHEHATA
onakosxa cnen "T'ogen a0 ". CpokbT Ha FOAHOCT OTTOBAPA HA MOCASAHMA EH OT NOCOMEHUA MECEll,

Ha ce cuxpansea noa 30° C. Jla ce cbXpaHsBa B OPUTHHANHATA ONAKOBKA, 34 13 C& NPEANAsH OT Blara.

He usxabpasiiTe neKapcTBaTa B KaHANM3ALKATA WK B KOHTEHHEpa 32 AOMALIHY OTAgbLH.
lonmraiite Bamua dapmanesT kax 1a HU3XBHPIATE JEKapCTBATA, KOMTO BEUe He H3nomseate. Tesn
MEPKH 1€ CIOMOrHAT 3a Ona3BaHe Ha OKOIIHATa cpeaa.

6. Cpabpxanne H3 ONAKOBKATA H JONBJANHTEHA HEGOpMALHS

Kaxso ceabpxa Iancus SR

- AXTHBHOTO BeLECTBO € ranantaMmud (galantamine),
8 mg: Beaka kancyna ¢ yawmkeHo ocBoGoxkIaBase, TBLPAA Chabpka 8 mg rananraMun {Kato
xuapobpomua).
16 mg. Beska kancy:ia ¢ yab/DkeHo 0ceobOXK/1aBaHe, TRHPAA ChALPXKA |6 Mg rananTaMuH (kato
xuapoSpoMua).
24 mg: Beaka kancyna ¢ yamnmkeHo ocBoD0KIasaHe, TBbPAA ChAbpxa 24 Mg rajlaHTaMKH | (kaT
Xuapobpomuz). =

- Hpyrure CucTaBKH B TalNETHOTO SPO ¢ YARDKEHO 0cBOGOXK1aBaHe ca HATPHES
AMOHHER METAKpMNAaT Cbnonumep (THit b}, xunpoMenosa, kapGomep,
XHAPOKCHIIPONHILICTY/I038, MaTHE3MEB CTEApaT M Tank. Brkre Touka 2 T an

149

HaTpHi™.




- Jlpyrute cheTaBKHM B NpaszHaTa Kancyna ot 8 mg ca skenatus, tutanoB auokena (E171) u uepHo
MacTHJIO (LUe/1aK, MPOMHICH IIMKOJI, AMOHSAK, KOHLEHTPHPaH Pa3TBOP, YEPEH XKeJe3eH OKCHIL
(E172), kanueB XHapoKkcHa).

- Jlpyrure ¢beTaBKM B 1pa3zHaTa Kancysia ot 16 mg v 24 mg ca enaTuH, THTAHOB AHOKCHL
(E171), uepsen xeneszen okeua (E172), sbat xkenesen okena (E172) u yepHo mMacTuio
(Luesinak, NpONUIEH riMKo/, aMOHAK, KOHLIEHTPHPaH pasTBoOp, YepeH xkeneseH okeua (E172),
KaJIHEB XHPOKCH]L).

Kak n3raexna lN'ancns SR 1 KakBo cbabpika onakoBkaTa

& mg: benu kancyau ¢ pasmep 2 (abmkuHa Ha Kancynata: 17,6 — 18,4 mm) ¢ orneuarano G8 Ha
Kanaykara Ha karncyjara. CbabpKaHHETO Ha Karcy/ara e eaHa Osna, oBaiHa, TabieTka ¢ YAb/KEHO
ocBOOOK/1aBaHe.

16 mg: Po3oBu kancynu ¢ paszmep 1 (awikuHa Ha kancynata: 19,0 — 19.8 mm)c orneuarano G16 Ha
Kana4kara Ha kancysnara. CbabpKaHHETO Ha Karncy/lata ca aBe Oe/u, oBaaHH, TabNeTKH C yABIKEHO
ocBodOXk/1aBaHe

24 mg: OpaHxKaBo-po30BH Karicy.ii ¢ pasmep 0 (a1bkuHa Ha Kancynarta: 23.8 — 24,6 mm) ¢
orneyaraHo G24 na kanaukara Ha kancysaara. CbhAbpKaHHETO Ha KancyaaTa ca Tpu Oe/id, OBAJIHM,
TabNeTKH ¢ yAb/KEHO 0CBODOKIaBaHE.

Kancysure ca Hanuunm B kyTvu ¢ no 10, 14, 28, 30, 56, 60, 84, 90 1 100 kancy/ v ¢ yabiKeHO
ocBOOMKAaBaHe, TBbPAW B OJIMCTEPH.

He BcHuKkM BHIOBE ONAKOBKH MOraTt aa Obaar NyCHATH Ha nasapa.

IMpurexaren Ha paspemienneTo 3a ynorpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Ciosetus

ITponsBoauTe/N: .
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoeeHus
TAD Pharma GmbH, Heinz-Lohmann-StraBle 5, 27472 Cuxhaven, ['epmanus

Tosa sekapcTBo e paspeweno 3a ynorpeba B ibpkaBuTe — 4ieHKH HA EBponeiickoro
HKOHOMHYECKO NPOCTPAHCTEO NMOJ CIeIHHTE HMEHA:

Hme Ha cTpanaTa WieHKa Hme Ha JiekapcTBeHHs NPOAYKT
Buarapus I"ancua SR

Ectonus, Hpnauaus, Ionma, Cnoeainka Galsya SR

penybnuka, Cnoenus

Asctpus, /lanua, @unnanaus, Hopeerus, Galantamin Krka

LlIBeuus

[bpums Galantamine SR Krka

PyMbHus Galsya

JaTa Ha noc/ieAHO Mpepasriekiane HA JHCTOBKATA
18 Centemepu 2022

[Nonpo6GHa undopmaims 3a ToBa IEKapcTBO € NpefocTaBeHa Ha yebcaiita Ha HamennuTenna Aremma
no nekapcreara (MAJI) http://www.bda.bg. -




