JIucToBka: nHpopManus 3a NoTpedHTENN j o /e /1

Kapidin 20 mg film-coated tablets =93 04 -03- 208
Kannaun 20 mg puamupann tabjieTkn J A 6 9 uZo

nepkaHuAMNUHOB Xxuapoxiaopua (lercanidipine hydrochloride)

IIpoyeTeTe BHHMATE/HO HAJIATA JINCTOBKA, NIPEAH /1a 3aMI04HETE 1a IPHEMAaTe TOBA JIEKapPCTBO,
ThH KATO TH ChAbPKA BaxkHa 3a Bac undopmanus.

i 3ana3ere Ta3M JIMCTOBKA. MOKe /1a ce HaJIOXKH J1a s Mpo4YeTeTe OTHOBO.

- AKO MMaTe HIKaKBH JIOITbJIHUTEIHH BBITPOCH, nonuTaiTe Bawius nekap wiu papmauesr.

% Tosa nekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrensaiite Ha aApyru xopa. To Moxe
J1a UM HaBpEaHW, HE3AaBUCUMO, Y€ MPHU3HALIMTE HA TAXHOTO 3a00/1ABaHe ca ChlMTE KaTo Bawure.

- AKO NOJIyYHTE HAKAKBU HEXKEJIaHH JIEKAaPCTBEHHW peakUMH, yBeaoMeTe Baiuus nekap wiu
¢apmaneBT. ToBa BKJIFOYBA U BCHYKH Bb3MOXHH HEXKEJIAHHU PEaKLMH, HEONUCAHH B Ta3H
nUCTOBKA. BHKTE TOYKa 4.

KakBo cbAbpxKa Ta3H JIHCTOBKA:

KakBo npeacrasnsea KanuauH U 3a KakBO ce H3I10J13Ba
KakBo Tpsa0Ba na 3Haere, npeau aa npuemere Kanuaux

Kak na npuemare Kanuaux

Bb3MOXHHM HEXEJIaHU peaKLuM

Kak na cbxpanssare Kanuaun

CbabpkaHHe Ha ONMAaKOBKATa M I0MbJIHUTEIHa HHpOpMaLIUs

N S Y ) e

1. KakBo npeacraBiasisa Kanuans 1 3a KaKBo ce H310.13Ba

KanuauH cnaja kbM rpyna jJiekapeTsa, HapeueHH 0JIOKepH Ha KaJIllHeBUTEe KaHaJIHu
(AMXUAPONUPUIMHOBH JE€PUBATH), KOUTO NMOHMKABAT KPbBHOTO HasraHe.

KanuauH ce u3nosn3ea 3a JeYeHUe Ha MOBUILIECHOTO KPbBHO HAJIATAHE, U3BECTHO ChHIO KATO
XMIIEPTOHHUSA NMPH Bb3PacTHHU HaJ |8 roauiuHa Bb3pacT (He ce rnpenopbyBa 3a jieua Ha Bb3pacrt noja 18
rOJINHH ).

2. Kakso TpsabBa aa 3naere, npean aa npuemere Kanuann

He npuemaiite Kannaun
e AKO CTe ajleprH4YHH KbM JIEPKAaHHAHUIHH WIH KbM HAKOS OT OCTAHAJIUTE CbCTABKH Ha TOBA
nekapcTBo (M36pOeHH B TOUKa 6).
e  AKO cTpajare OT HAKOM ChbpACYHH 3a00/1sBaHU:
- HeJIEKyBaHa Cbp/1€4Ha HEOCTATbYHOCT,
- OOCTpYKLMA (3anyllBaHe) Ha KPbBOTOKA OT CHPLETO,
- HecTaOWJIHA AaHI'MHA NEKTOPUC (JIMCKOMDOPT B rpbAUTE NPH NMOKOH WK NporpecHpaila
rpbaHa 0osika),
- aKO CT€ UMAJIM CbpJleyHa ataka (MH(DAPKT) Npeay no-Majako OT €1MH Mecell.
AKO UMaTe TEKKH YepHOAPOOHHU NnpobiieMH.
AKO umarte TeKKH ObOpedHH npobieMH WK CTe Ha JualiM3a.
AKO npuemare JIeKapcTBa, KOUTO ca MHXHOMTOpH Ha MeTaboJ/IM3Ma Ha YepHUs Apod
. NPOTHBOrbOMYHHM JIEKAapCTBa (KaTO KETOKOHA30J1 WM HTPAKOHA30]1),
. MaKpOJIMAHH aHTHOMOTHLIK (KaTO EPUTPOMMLIMH, TPOJICAHAOMHULIMH WU

- AHTHBHUPYCHH JIEKapcTBa (KaTo PUTOHABHP). &
® AKO MpHEMATe Apyro JICKApCTBO, HApCYCHO LIHKJIOCITIOPHH (anﬂara cC CJICA Tpchrf,g | _,
"--1 J. . ‘:1‘:1 {/
MPeAOTBpaTABAHE OTXBbPJISHETO Ha OpraHa). - \_® ;_,/

e C rpeindpyT UK cok OT rperngpyrT. . "o




IIpeaynpexnennas B OpeANa3HH MepKH

["'oBopere ¢ Bamua nexap win gapMaueBT npeau aa npueMere Kanuaux:
e  AKO MMare cupacveH npodnem.

e  Axko uMare npodieMH ¢ YepHua Jpod WiH ﬁbﬁpeume

Hudopmupaiite Bamuus nekap, ako cMaTare, 4e cre OpeMenHa (WM Moxe aa 3adpeMeHHeTe) WiH
KbpMHTe (BIDKTE TOUKA “BpeMEeHHOCT, KbpMEHE U (pepunuTeT)

lena B 10°OMIH
Be3zonacHocTTa 1 edHKacCHOCTTa Ha JIEPKAHWANWIIHH NMPHU AeLAa Ha Bb3pacT A0 18 roauHu He ca

YCTaHOBEHH.

HApyra nexapcrea 2 Kannann

Hudopmupaiite Bammng nekap unu ¢papmalesT, ako rMpHeMare, HaCKOpO CTe MPHEMaTH WIH €
Bb3MOXKHO Na MpUEMAaTe ApYry JeKapCTha.

Tora e Taka, 3a10TO KOraTto KanuauH ce npHeMa ¢ APYyTH JIEKapCTBA, eq;em'r Ha Kanuaug unu Ha
APYroTo TEeKaApCTBO MOXKE Ja ce NMPOMEHH WIH HAKOH CTPAHHYHH €(PEKTKH MOTraT Ja ce MOABSAT 10-
yecTo (BHX CblIO TOYKa 2 ,,He npuemaiire Kanuaun™

[To-cneunanno wHgopMupadte BamunsaT nekap aa 3Hae, aKkO Beue MpPHEMAaTe HAKOE OT CIEHUTE
JIeKapcTBa:
¢deHUTOHH, (henobapOuTan wnn kapbamMasenuH (JiexapcTsa, NMPHIArAHH NPY SNUNENCHA),
pudaMmMUKH (JIEKAPCTBO 33 JIEHCHHE Ha TyOepKyno3a),
acTeMM30/1 WK TepdeHanuH (1ekapcTsa, NPHUIaraHy npy aneprus),
AMHOAAPOH, XHHHAHWH WIH COTAJION (JIEKApPCTBa, NPWIAraHH MpH YYECTeHa ChpAeYHa ACHHOCT),
MH1a301aM (CBHOTBOPHO NEKapCTBO),
XHUTOKCHH (1€XapCTBO NPH CHPACYHH HAPYLLCHUA ),
Gera-Onokepy, Hanp. METONPONO (JIEKAPCTEO NP NOBHUICHO KPbBHO HAIATAHE, ChPACUHA
HEJOCTATEYHOCT ¥ HAPYLIEHHUA B CHPACYHHA PHTBEM),
e uumeTHIHH (noseve ot 800 mg, nekapcTBO NPH A3BH, HAPYLIEHO XPAHOCMHJIAHE WIH CTOMALLHH
KHMCEJMHH),
®  CHMBACTATHH (JICKAPCTBO NMPH BUCOKH CTOMHOCTH Ha XONECTEPOA),
OPYTH JIEKApCTBAa 32 JICYeHHe Ha BUCOKO KPbBHO HA/IAraHe.

Kannang ¢ Xpapa, HAOHTKY B 2JIKOXO0J

’ XpaHHTe ¢ BUCOKO ChIbPKaHHE HA MAa3HHHH 3HAYUTEJIHO YBEIHYABAT HHBOTO HA IEKAPCTBOTO B
KPBbBTa (BIDK TOUKA 3).
. AnkoxomsT MOXe aa ycunH edexra Ha KanuanH. He koHcymupaiite ankoxon no BpeMe Ha

neyeHvero ¢ Kanuaus.
. KanunuH He TpsOBa Ja ce npyueMa ¢ rpeiindpyT WM Cok ot rpeAndpyT (Te€ MOraT Aa 3acCHIAT
XHIOTCH3HBHMA edekxt). Bk Touka 2 ,,He npuemaiire Kanuoun”.

bpeMenROCT, KbpMeHe H PepTRIATET
KanuauH He ce npenopsysa o speMe Ha OPeMEeHHOCT, He TpA0OBa Ja ce H3N0/I3Ba M NO BpeMe Ha
KbpMEHe.

Hsama nanum 3a ynorpedara Ha Kannaun npu OpeMEHHH H KbPMavKH.

AKo cTe¢ OpeMEHHA WIH KBPMHTE, aKO HE H3MOI3BATE KOHTPALECNTUBHH MEPKH, CMATATE, Y€ MOXE 12
cre OpemMeHHa WK ylaHMpaTe 6peMeHHOCT, NnockBeTBalTe ce ¢ Baluna nekap unu ¢papma

ynorpedara Ha TOBA JICKAPCTBO

Hlogpapane u pabora ¢ MAIHEHHA
AKXO MouyBCTBaTE 3aMaiipaHe, c1adocT, WK ChHIHMBOCT MO BPEME Ha MPHEMA Ha TO
wiodupaiite u He paboTeTe C MalHHH.




KannanBe chHABPAKA JIAKTO38 MOHOXHAPAT H HATPHH
AKO JlexapsT BH € Ka3aJjl, 4e UMaTe HEMOHOCHUMOCT KbM HAKOH 3aXapH, CBhpxKeTe ce ¢ Bawma nexap

Nnpean Aa NPHEMETE TO3H JICKAPCTBEH NMPOAYKT.
ToBa nexapcTBo Chabpka no-Maiko or 1 mmol Barpuii (23 mg) Ha TabneTka, T.¢ Ha NPAKTHKA HE

ChIbPXKA HATPHH. |

3. Kak aa npuemate Kannann

BrHary npueMaiTe TOBa ICKAPCTBO TOYHO KakTo BH e ka3an Bauing nekap. AKO He CTe CHIYpHH B
HEILo, monuTaiire Balung nekap Wik ¢papMalieBT.

Bh3pacTHH .
[IpenopnyaHara ao3a e eaHa Kannaud 10 mg punmupasa tTabnerka AHEBHO NO €IHO H ChILIO BpeMe
HA AE€HA, 38 NPESANOUMTAaHE CYTPHR Hail-Mako 15 MHHYTH NpeaH 3aKycKa.

AKo e HeoOxoauMo Baummar nekap e By nocseTBa fa yeenvuvrTe aosara a0 ¢aHa Kanuaun 20 mg
¢unmupaHa Tabnerka AHEBHO.

3a NpEaAnoOYHTange € Tabnerkure na ce IBJITAT UC/IIH C BOAA. H&J’l HTCJTHATA 4CpTa € CaMo 3a YIICCHCHHC
Ha CUYINBAHETO, 3a NO-JICCHO NPETTBIIAHC, a HE 34 [1a CC pa3JC/I¥ Ha paBHH JO03H.

Jlena H IOHOIIA
Topa nekapcTBo He TpsAOBa Aa ce W3INoA3Ba NpH Aeua U I0HOIH noA 18 roaniiHa BB3pacr.

Crapuecka BB3pacT
He e HeoOxoaMMa KOPEKLIMA Ha THEBHATA 03a. Bunpekd ToRa, € HeoOX0AMMO MOBUHILCHO BHUMaHHE
NPH 3aMO4YBaHE Ha JICYEHUETO.

IIaneeBTH ¢ yepHOAPOOHH M OLOpeunn npobiiemMnu
HeobxoauMo e cnenyasHo BHUMaHUE NPH 3an0UBaHe Ha JICUSHHE NPH TE3H MALMEHTH H NOBHILABAHE
Ha nHepHaTa 703a A0 20 mg TpabpBa 1a ce npeanpHeMa BHUMATEITHO.

- AKO ¢Te mpHeJIB moBeve oT HeoOxoauMaTa N03a KanuauH

He Hapeuinasaiire npeanucaHaTta 103a. AKO CTe NpHENH Noseye ot NpeanucaHaTa 103a rOBOPeTe ¢
Baiuua nekap win otuaere HezabagHo B GonHuila. Baemere onakoBkara Ha IeKapcTBOTO Chbe cebe Ccu.

[IpesnuiasaleTo Ha NMpeANHCaHaTa 1038 MOXE Ja J0Be/E A0 NPEKOMEPHO NOHWKEHHE HA KPBBHOTO
HaJisraHe, HEPABHOMEPHA UITH YYeCcTeHa CbpAeyHa AeHHOCT.

AKO cTe NponycHAJIH Aa npuemere Kannann
AKO CTe NPOITYCHANH Ja NMpHeMETe eHa TabaeTka, MpOIMYCHETE Ta3H X034 U MPOABIKETE 10
obuuaiinua HauuH. He B3eMaiite ABOliHA 103a, 38 ia KOMIIEHCHpAaTe NMpPOITycHAaTaTa J03a.

AKO cTe cnpe.id npHeMa HR Kannans

Axo copere npHema Ha Kanuans, Bawero kpsBHO HangraHe MOXKE€ OTHOBO /14 C€ NMOBHLIM.
Koncyntupaiite ce ¢ Bainus nexap npeau Aa CNUPATE JIEYEHHETO.

AKO MMaTe HAKAKBH JOMBJIHHTENHH BBLIAPOCH, CBBP3aHH C JIEUEHKETO C TOBA JIEKAPCTBO, MO/

" nonuraite Baiuua nekap unH gapMaLeBT.

4. BpiMokHH HeXeNARH peaKlnH

KaxTo BcHUKH JCKAPCTBA, TOBA JICKapCTBO MOXKE Ja IIPCAH3BHKA HCXKC/IAHH PCAKLINA, B
BCCKH I'M NNOJTY4HaBa.
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Haxon HekeaHA peaKIHHE MOraT Aa 6uaaT cepHo3nn:

AK0 BL3HHKHE HSKOS OT T€3H HeXKeNAHH PeAKNHH, BeAHATA nEpopMupaliTe Bamua gexap:
Peaxr (MoraTt na 3acernar 10 1 Ha 1 000 ayms): aHrumda nexropuc (bonka B repasre nopaau
HaMalleH KPbBOTOK KbM CBHpUETO BH), anepruuHu peakuyy (CHMITOMHTE BKIIOYBAT ChpOex, oOpHB,

ypTHKapus ), NpHNagbLIH.
[TaumenTH ¢ NpellecTBallia AHM'UHA NIEKTOPHUC, MOXE [1a U3NMHTAT YUYECTABAHE HA ChPACYHHTE ATaKH,

MO-roIIMa NPOALDKUTENHOCT M TEKECT NPH MPHEM Ha JIEKApCTBa OT rpynara, KbM KOATO
npuHagiexu Kanuaun. HabnonasaHu ca HHUMAEHTHH CHPACYHH aTAKH.

HApyra Hexe/IaHH peaknng

Yecrn (MoraT aa 3acernar ao 1 na 10 aymn)

. rnasobonue,

° YCKOPEHa ChpaeuHa AeHHOCT, ycelllaHe 3a YCKOPEH HIH HepaBHOMEPEH ChpAeYeH PUTHM
(cbpuebuene),

o BHE3aITHO 3a4CPBABAHE HA JIHLIETO, LIMATA WM FOPHATA 4YacCT OT MbPAUTE,

* NOAYyBaHe Ha IrNie3eHuTe.

Heuectn (Morat as 3acernar a0 1 na 100 aymmn):
3aMagHOCT,
cnajaHe Ha KPLBHOTO HANATAHE,
" KHCEJIUHH,
raaeHe,
60nka B cTOMAaxa,
KOXKEH OOpHB, Chplex,
MYCKYJIHH 60NKR,
OTAENAHE Ha FOIIMO KOJIHYECTBA YPHHA,
4yBCTBO Ha cnabocT i ymopa.

Peaxn (Morar aa 3acernar Ao 1 na 1 000 xymn):
¢  CBHJIHBOCT,

NOBpbLIAHE, AHAPHS,

YPTHUKApHS,

OTACNIAHE HA YBEJTHYEHO KOMHHECTBO YPHHA,
Oonka B r'bpAMTE.

C Hen3BecTHA YecTOTA (MecTOTATA HEe MOXKe Aa Obae onpeaesieHa Bb3 OCHOBA HE HAJITMMHHTE

AAHHH)

¢ OXYBaHE HA BEHLIUTE,

® MPOMEHM BbB (PYHKIHMATA HA YepHUA Apod (YCTAaHOBEHH Upe3 U3CIIeIBAHUA Ha KPbBTA),

®  MBTCH AMANH3AT (IPKH M3BBPLIBAHE HA NEPHTOHEATHA AMAIH3A C TPHOHYKA NTpe3 KopeMa),

® NOAYBAHE Ha JINLETO, YCTHUTE, €3HKA WIH I'bPJIOTO, KOETO MOXKE [a PHUHHHK 3aTPYAHEHO
AULIAHE WIH ILIATAHE.

Cro0maBaHe HA HEKEJTAHH PCAKREA
AKO NOJyYHTE HAKAKBH HEXXENAHH IEKapCTBEHH PEakUMH, yBegoMmeTe Baluna nekap win dgpapMaleBT.
ToBa BKIIOUYBA BCHYKH Bb3MOXKHH HEOMHCAHH B Ta3H JIMCTOBKA HEXeNIaHK peakuHH. Moxere chino aa
chOOLINTE HeXKeNlaHH peaKLHH AHUPEKTHO 4Ype3 MambHuTeHa areHUM o Jekapereara yi. ,.Jlaman
I'pyeB” Ne 8, 1303 Cogmus, Ten.: +35 928903417, yebcadT: www.bda.bg.

KaTto ¢chofluaBate HexeNaHU peakiii, MOXKeTe 1a JafeTre CBOf MPHHOC 3a NOTy4aBaHe Ha
uHGOPMALIMA OTHOCHO D€30NaCHOCTTA HAa TOBA NEKAPCTRO.




5. Kak aa coxpanspate Kanuaun
Ja ce cpxpaHaBa Ha MACTO, HEAOCTHITHO 34 JeLa.

He w3non3saitre ToBa IeKapCcTBO ClieA CPOKA Ha FOAHOCT, OTOENA3aH BLPXY KAPTOHCHATa ONAKOBKA,
onucrepa win OyTunkara chea «l'oaen no:». CpoKsT Ha FOAHOCT OTrOBapA Ha MOCACIHHUA OCH OT
NOCOYEHHA MeCell.

Al/PVC/PVDC 6nycrepu: Jla ce cpxpanasa noa 25°C. Jla ce cbxpaHsapa B OpHIMHATHATA ONAKOBKA,
3a J1a ¢e MpeArasH oT Biara.

HDPE 6ymunku: [la ce coxpansiBa noa 25°C Jla ce cpXpaHfABa B OPUIrHHAIIHATA ONAKOBKA, TUIBTHO
3aTBOPEHA, 34 [Ia CE NPEANnasy OT Biara.

He n3xpopnsiiTe tekapcTBaTa B KAHANHU3ALMATA WIKH B KOHTEHHEpa 3a JOMALIHKW OTNabLM.
[TonuTakite Baiiug ¢papMaleBT Kak Aa H3XBBPNATE JICKAPCTBATA, KOHTO BEYE HE HINMON3BATE. T€3U

MEPKH LII€ CNIOMOTHAT 3a Ofla3BaHe HA OKOJIHATa cpeja.

6. CopabpkanHe BHA ONAKOBKATA H JOULJHATEIHA HHpOpMaNHg
Kakso coappxa Kannaun

- AKTHBHOTO BEHIECTBO € JIEPKAHHMAKWNMUHOB xuapoxnopua /lercanidipine hydrochloride/.
Enna 20 mg ¢unmupana Tabnerka coabpaka 20 mg nepkaHuAHIHH XUAPOXTIOPHA,
€KBHBAJICHTeH Ha 18,8 mg nepkaHUIHUITHH.

Hpyrure cbeTaBku ca: Tabremno 20po: MarHe3HeEB CTEapAaT, OBHAOH, HATPHEB HHULIECTEH
rnvxonar (Tun A), nakTo3za MOHOXHUAPAT, MHKPOKPHCTANIHA LIETYN03a.

Puimoso noxpumue 20 mg mabaemxu: MaKporoj, NONUBUHHWIOB aJIKOXO0J (YACTUHHO
XUAPONH3HPpaH), TalK, THTAHOB auokcua (E 171), sxenesex okeua, xwat (E 172), xenesex
okcu, yepeeH (E 172).

Kaxk marsiexaa Kanians H KAKBO ChIBP*A ONAKOBKATA

Kanuaux 20 mg Tabnerxku ca po30BH, KPLIJIM, ABOHHOWIMBKHANH ¢ AHaMeTsp 8,5 mm |
dbunMupaHy TabseTKH, ¢ ICJIMTENHE YepTa OT €AHaTa CTpaHa, ¢ HaaANnKuC 'L’ oT apyrara crpaHa.

JenuTenHaTa yepra € CaMo 3a YIECHABaHE Ha CYYNBAHETO, 3a NO-JIECHO NOTTHUIAHE, a He 33 Ja
pasaens Ha paBHH JIO3H.

OnaxkoBkn:
Al/PVC/PVDC 6nucrepu:
Kanuaun 20 mg dunmupanu tabnerxu: 28, 30 50, 56, 84, 100 dunmupanu Tabnerku

HDPE 6ymunku:
Kannauu 20 mg drunmupanu tabnerkn: 100 punmupann tabnetku

He BcHukHM BHAOBE ONAKOBKU Morat Aa 6baarT mycHaTd B npoaaxoa.

IpaTexkaTen HA pa3pelIeHHETO 3a YNOTpeda
Zentiva, k.s.,
U kabelovny 130

102 37 Prague 10
Yewka permybnunka




IIpon3BOAHTEIH
Zentiva k.s.

U kabelovny 130,
Dolni Mécholupy
102 37, Prague 10

Yewika permybnvka

Actavis Ltd

BLB016

Bulebel Industrial Estate
Zejtun ZTN 3000

Manra

bankaH¢papMa — dynauua Al
yn. CaMOKOBCKO oce 3

2600 lynuuiia
bwiarapus

To3u nexapcTReH MPOAYKT € paspeiileH 3a ynorpeda B cTpaHuTe-uneHkH Ha EM3 nop crennvre
UMEHA:

buarapus: Kanuaun 20 mg ¢prunmupann Tabnerku

Hranus: Lercanidipina Zentiva, 20 mg compresse rivestite con film

[Topryranua: Lercanidipina Zentiva -

HaTa Ha MOCIEAHO NPEPA3IIekKIAHe HA JIRCTOBKATA
09.02.2026 r.




