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Kapusanan 6,25 mg/S mg unmupann 1abaerki>" //7 j//h o }/6(7 ,C

Kapasanan 6,25 mg/7,5 mg ¢pnamMapans TabneTk | 1 5 ﬂﬁ m
Kapupanan 12,5 mg/S mg pnamupasm eabiersn ool
Kapapanan 12,5 mg/7,5 mg ¢uamuapann Tabaerkn
Kapusaaan 25 mg/S mg pnamEpann TaGAeTKA
Kaprsanan 25 mg/7,5 mg paamupann tadaerkn

Carivalan 6.25 mg/5 mg film-coated tablets
Carivalan 6.25 mg/7.5 mg film-coated tablets
Carivalan 12.5 mg/5 mg film-coated tablets
Carivalan 12.5 mg/7.5 mg film-coated tablets
Carivalan 25 mg/5 mg film-coated tablets
Carivalan 25 mg/7.5 mg film-coated tablets

Kapreawion/usadpanms
Carvedilol/ivabradine

IlpovereTe BREAMATENHO NAIATA JACTOBKA HPEAH A3 3au09HeTe 12 HPHEMATE TOBA JIEKAPCTBO, ThH
KATO T4 ¢ChABPKA BAXKHA 32 Bac angopmauns,

e 3anasere Ta3M MHCTOBKA. MoXe aa ce HAJIOXM 1a A npoqewre OTHOBO.
*  AXO MMATe HIKaKBH AOIBHWTENHN BRIPOCH, nonuTalite Bammus nexap unn ¢gapManesT.

e ToBa sekapcTBO € NMpeRNMMcaHo THYHO Ha Bac. He ro npeorcrbnBaiite Ha ApyrH xopa. To Moxke Aa uM
HaBpenH, HE3aBHCHMO e IPHIHALMTE HA TAXHOTO 3abongpane ca ChUIMTE KaTo Bauire.

¢ AKO MMONyYHTE HAKAKBH HEXEAHH IEKAPCTBEHH peakunH, ypegoMere Bamua nexap unu papMaliesr.
ToBa BKIIOYBa BCHYKH B3MOXKHH HEOIMCAHHU B TA3M JIMCTOBKA HeXeIaHH peakiiii. Biokre Touxa 4.

Kaxkpo chIbpxa TA3H JECTOBKA

Kakso npeacrabissa KapupanaH H 33 KakBO ce H3MON3Ba
Kaxso TpsaOea na 3Haere, npeay aa npueMete KapupanaH
Kak na npuemare Kapupanau

B13MOKHHM HeXKelaHH peakUHH

Kax na cexpansaeare Kapusanan

CouObpKaHHe Ha OTIAKOBKATA H AOITBIIHHTEIHA HHPOPMaLHA

SNl i A S

1. Kakso mpeacragasBa KapapaJjan H 33 KAKBO ¢€ H3MO0/I3BA

KapupanaH ce H3non3pa NpH Bb3PacTHH NALMEHTH 3a JICUCHHE Ha:
* CHMITOMATHUYHA CTabWiiHA CTEHOKApANA {KOATO IpeNW3BHKBA rpbaHa O0iIKka).
¢ XpOHHYH2 CHpAEeYHA HEAOCTATHYHOCT.

BMecTo Ja mpHeMaTe KapBeXiion H HeabpaHH B OTACTHH TaONCTKH, 111¢ B3eMaTe eHa Taﬁnma
KapuBanaH, KOATO CbALPKA H ABETE CHCTABKH B CHIIOTO KOIHYECTBO.

Kapnsanan ¢ xkomOuBaius OT JiBe aKTHBHH ChCTABKYM — Kapseawnon u neabpamun. Kapeseawion e bera-
6nokep. bera-0nokepHre 3abaBaT CHpACYHATA YECTOTa, HAMAIABAT CHJIATA HA CBHBAHE HA CbpACYHHA
MYCKYA ¥ HAMAQIABAT CBMBAHETO HA KPBBOHOCHHATE CHAOBE B ChPLIETO, MO3BKA H 1A/10TO T410. ViBabpaaun
AeiicTBA IJIABHO YpE3 HAMAIIBAHE Ha CHPASYHATA 4ECTOTA C HAKOJIKO YAapa Ha MHHYTa. ToBa HaManaBa
HYXAMTe Ha CBPLETO OT KMCIIOPoA, 0co0eHo B CHTYaIMKTE, NPH KOWTO € N10-BEPOATHO Ja CE NOABH npnc'rm

HAa aHTUHOIHITE npnmnu.

2. Kaxso Tpadsa aa 3RaeTe, npean Aa npaemere Kapapanan

1




He npaemaiiTe Kapasajian

aKO CTE aJIepTMYHH KbM KapBeIH/Io), HBaOpaauH Wil KbM HAKOS OT OCTAHAINTE ChCTaBKH HA TOBA
nexapcTBo {(M30poeHn B ToUKa 6), WK KbM ApYTH OeTa-ONOKEPH,

aKo HMAaTe TEXKH YEPHOAPOOHH NpodneMHu,

aKo OTCKOPO CTPaJaTe OT ChpAedYHa HEAOCTATHYHOCT, 4KO ChPAEYHATA HEEOCTATBRHOCT He € CTabHIHO
KOHTPOJIMpaHa WM HACKOPO CE € BJAOLIHJIA,

aKo cTpajare oT HecTaOMNMHA aHTMHA NEKTOPHC (Texka opMa Ha CTEHOKPAZUATA, IPH KOATO IPbAHNTe
OONKM HACTBIBAT MHOTO YECTO CHC WIH 63 PH3HYCCKH YCHITHA),

aKo cTpajaTe oT aHrHia Ha Prinzmetal (rpsanuTe 60iKkH HacTBIBAT B MOKOH M LIMKJIHYHO),

aKO CTPAAATE OT HAPYIUeHUS HA CHPACIHMA PHTHM,

ako chpaeyHara Bu decrtora e TRBbpae 6aBHa (roa S0 ynapa B MuHyTa2) HIH ako YyBCTBate cnabocT,
MMATe HaMAaJIeHO HUBO HA CBE3HaHMe, HEAOCTHN HA BB3AYX, XHNOTOHHA WK IphHa Oomnka (nopanu
CHMIITOMATHYHA WK Texka Opagmkapnus)

aKo NoJIy4YaBaTe MHOKapACH HH(apKT,

aKO CTPAJaTe OT KapAHOTeHeH LIOK (CEPHO3HO CHPAECHYHO CHCTOSHHE, IMPHYHHEHO OT MHOMO HHUCKO
KPBBHO Hansrale, KOETo ce IeKyBa B OOHANg),

aKoO ChpAeyHHAT BH PHTEM ce Peryinpa H3LsIo OT NEHCMEHKED,

aKO HMATe MHOTO TEKKO HapylileHHe Ha KPBBOHOCHHTE ChJ0oBe (Hanmpumep denomeH Ha Raynaud)
aK0 HMAaTe MPEKOMEPHO HUCKC KPBBHO HANATaHe,

ako cTpajare oT xponuuHa ofcrpykrusHa Genoapobia Gonect wim XOBB (Gonect Ha 6enus apod ¢
OMIAKBAHHA KaTo CBHPKAINO AMIOAHE, 32TPYAHSCHO AHLIAHS H XPOHHYHA KallIHLa),

aKO0 Be4e CTE UMAJIH TIPodJIEMH ¢ AMIIZHETO KATO HANPHMEP aCTMA HTH OpOHXOCTIA3bM (3aTpYAHEHO

THIIaHE NMOpaiy CTECHABAHE Ha JAMXATENHHTE MbTHINA),

aKo MMAaTe TBhpAE MoJIeMH KOJTHIECTBA KHCENTHHA B KpBBTa (MeTabo/IWTHa alHI03a),

aKO MMATE BUCOKO KPBBHO HAJATaHE MopaaH TyMop B obnactra Ha 61L6peka (HenekypaH

heoxpomonmTomM),

aKoO BaeMare:

- JIeKapcTBa, H3MON3BAHH 33 JieYeHHe Ha MEOHYHM HH(EKLMH (KaTO KETOKOHa30]1, HMTPAKOHAa301lM),

- aHTHOMOTHLIM, M3TION3BAHM 3a JieueHHe Ha Gakrepuanam nHgeKuHH (KaTo HanpHMep
KIAPHTPOMHULMH, EPUTPOMHLIMH, MPHEMAH NEPOPAITHO, HO3aMHLIMH H TEJIHTPOMHLIHH),

- JIeKapcTBa, HAPEYeHH NMpOTeasHH HHXMOUTOPH, H3noa3eaHH 3a neyeHue Ha HIV (xaro HenguHasup,
PHUTOHABHD),

- He(pazo0H (J1€KAPCTRO 32 JIeUEHHE Ha JEeNpecHs),

- OWITHA3eM WM BepanaMiUl: IeKApPCTBa, HANOI3BaHH 33 JICYEHHE HA BUCOKO KPBBHO HAIAraHe MIIH
CTEHOKApAMA,

aKo CTe KeHa, KoATo OH Morjia fa 3abpeMeHee W He U3MI0N3BAaTe HAAEKHA KOHTPALCTILIHA,

aKo cTe OpeMeHHa WK ce ONUTBaTe Ja 3abpeMeHeere,

aKO KbPMUTE.

Ilpenynpexnenas A NpeANA3HA MEPKH
I'oBopete c Baumas nexap wid ¢apMariesT, npeaH 1a npemere KapusanaH.

TpaGea ga undopmupare Baitivg jiexap, akO HMaTe WK CT€ HMaIM HAKOH OT CIICOHATE CHCTOAHMA:

aKo CTpajaTe oT HapylleHHA HA ChPAECYHHA PHTHM (KaTO HEPaBHOMEpHA ChbpAcYHA ACHHOCT,
chplUeOHeHe, YCWIBaHe Ha TpbAHUTE GOJIKH), TOCTOAHHO NPEICHPAHO MEKACHE (BHA HEpaBHOMEpHa
ChpcuHa AEHHOCT) Wi oTKIIOHeHMe B Kapauorpamata (EKID), koeto ce napusa ,.CHHAPOM Ha
yasipkeHua QT uHTepBan®,

aKO CTpajaTe OT TeXKa ChpAeYHAa HeJOCTATBIHOCT WIH OT ChpAEYHA HEAOCTATEYHOCT ¢
HapedeHa ,.,0eapeH 610k ',

aKo CTpajaTe OT ChpJAcYHA HEAOCTATHHYHOCT ¢ HEBBIMOMKHOCT 14 H3BhPLIBATS
aeitHocT Oe3 auckoMPopT (CUMITOMHTE MOKE 2 Ce [OABAT B NOKOH U PU3HYE
auckoMopra),

ipaMiaHa B EKT,
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axo cTpaJare OT CHMITTOMH Ha NPEeACHPAHO MBXKIeHE (HeoOHYaifHO BHCOKA YeCTOTa Ha MyJica B NIOKOH
(ran 110 yaapa 8 MEHYTA) HIH HEpaBHOMEPHA YECTOTa, KOSTO ce mosBapa 6e3 ocobena npHUHHa U ce
H3MEpPBa TPYAHO),

4KO CTpa/jaTe OT HEKOHTPONHPAHO KPELBHO HalIATaHe, 0coBeHo cnell MPOMSHA HA aHTHXHIIEPTEHIUBHOTO
By neuenne,

aKo CTpajiaTe OT ChPAcYHa HEQOCTATHLYHOCT ¢ TONIAMA TABHOCT €JHOBPEMEHHO C. HHCKO KPBBHO
Hasisrane (< 100 mmHg), unu cepaeuHo 3abongaBane, IPHYHHEHO OT HaMaJleH KPBBOTOK B
KPBBOHOCHHUTE ChAOBE Ha CHPAEYUHHs MYCKYJ, HITH CBCTOAHHE € YBPEAKJAHE HA FOJIEMH H/HIH MAJTKH
KPBBOHOCHH CBHAOBE, HITH Npodnemu ¢ Ou0penmre,

aKO MMAaTe CHMITTOMH, KATO HAIIPUMED YMOPAa, 3aMagHOCT WIH HEOOCTHT HA BB3AYX (koeTo 6H MOTTIO Ja
3Ha'H, e BamaTa cppleyHa 9ecToTa ¢¢ 3abaBs TBEpAE MHOTO, Hanpumep oA S0 yaapa B MHRyTa),

ako Bu npeACTOH Aa ce NOIOKHTE Ha KapAMOBEP3HO (MCAMLMHCKA MPOLEAYP&, KOSATO MOKE Ja
BB3CTAHOBH YCKOPEH WITH HETpPaBUIEH ChPAEYEH PHTHM A0 HOPMAJICH CHPCUCH PHTEM),

aKO HACKOPO CTe Npexapany MOIbUEH MHCYNT (Hepedpasien NpucTHl),

aK0O HMaTe HUCKO KPBBHO HAJIATaHe,

aKO HMaTe BHE3alHH H NOBTAPIIIM ce NPOMEHH Ha KPBBHO HAILATAHE,

aKO0 HMAaTe BHCOKO KPBBHC HANLATAHE, MPUYHHEHO OT IPYTo ChCTOAHHE,

aKO HMaTe CriafaHe Ha KPBBHOTO HANMraHe, KOraTo CTOHTE H3MPaBeHH,

4KO MMaTe BB3MAJeHHE Ha CHPACHHHA MYCKYJl, CTECHCHHE HA ChpACYHHTE KNAMH, KOCTO BANAE HA
KpBBOTOKa, TEPMHHAJIECH CTafiuil Ha LAPKYJIATOPHO CHCTOSHHME, MPH KOSTO CTECHEHHTE apTEePHH BOJAT 10
HaMAaJICHO KpbBOCHabasBaHe Ha KpaiiHHIMTe BH,

aKo Beye TpHeMaTe ¢ 1-pelenToper aHTaArOHHCT MK G.2-pEeLeNTOpeH aroHucT,

aKo CTpajare OT XpOHHYMHA 60JIECT Ha peTHHATAa HAa OKOTO WIH aKo 3peHHeTO B ce BholH,

aKo UMare auader,

aKo HMaTe mpobieMH ¢ KpbBOOOpaleHHETO, KATO HanpuMep CHHApoM Ha Raynaud (koiiro 0OHKHOBEHO
3acAra MPLCTHTE HA puileTe), uau nepudeprochaosa 0oecT, KOATO NPHYHHABA CTYASHN PhHIIC U
CTYACHH KpaKa HWIH MpaBy4KaHe,

ak0 BH npeacTon XHpyprudHa onepaiui, ipH KOATO C€ Hallara ITb/IHa ynoiika (0011a aHecTe3Hs),

aKO MMaTe CBPbXAKTHBHA IHTOBM/IHA %UIe3a (CHMITTOMHTE ca Tpenepene, YCKOpeHa ChpieyHa ASHHOCT,
H3MTOTABAHE WK 3arydba Ha Terso),

aKO HOCHTE KOHTAKTHH JISHIH,

aKO HMaTe AaHHH 33 PeaKLMM HA CBPBXYYBCTBHUTEIHOCT B MUHAIIOTO MJTH aKkO ITPOBEKAATe JICHCHHE 3a
NeCEHCUTH3ALMA,

aKoO CTPagaTe OT ACOPHA3ZHC (TEKHM KOKHH 0OpHBH),

aKkO MMaTe MITH Ce IPEANoIara, ¢ HMaTe TyMOp Ha HaaOLOpedHara jure3a (PeoXpOMOLITOM).

AKO HAKO€ OT FTOPHHTE CHCTOAHMA ce OTHacA 3a Bac, HezabaBHo roBopere ¢ Balilks siekap, npenM Aa
3anoyHeTe Na B3eMaTe HIH J0Karo B3emare Kapusanan.

He npekncBaiiTe psaszko npueMa Ha Kapusajial, ThH KaTo TOBAa MOXKe J1a NPHYHHH TE)KKH H3MCHCHHN B
PHTBMA M YeCTOTATA HA ChpleuHaTa By eiHOCT 1 Aa NOBHIIM pHCKa OT HHPapKT HA MHOKAp/a.

Hdena B I0OHOIHA
KapuanaH He € npejiHa3HAYeH 3a H3NO/I3BaHe NPH AeLia H NOJAPACTBAIIH HA BB3PACT noa 18 roanHw.

JApyra aexkapcrsa B Kapasanan
HudopMupaiite Bainns nekap wnm dapmMaueBpT, ako pHeMaTe, HACKOPO €Te MPHEMANH HIIH € BB3MOXKHO Ja
MpHEMATE APYTH JIEKAPCTEA.

BEHHMaHHC,

diykoHa30 (M3N0JI3BaH 33 JieueHHe Ha FbONYHA HH(EKIMH),
pHdaMIUIAH (H3N0I3BaH 34 JIeYCHHE Ha HHPEKLIMH),
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¢ IeKapcTBa, KoMTo yabokasaT QT HHTepBana, 3a I€YeHHETO HA PHTHMHH HAPYIIEHHA HIH APYTH
CHCTOAHHA:
- XYHWHY, AUSOIMPAMAN, COTANON, ROYTHINA, AMHOAAPOH (NEKapCTBa, H3NOA3BAHH 32 JeUSHNe Ha
npoGieMH ¢ pHTEMA Ha ChPLETO), |
- Genpuaun (M3MOJI3BaH 3a JIEYeHUE Ha rPbAHA 60JIKa, CRbp3aHa ChC CTCHOKAPIHA),
- TIHMO3WJ, UHOPA3HACH, CEPTHHAON (M3NION3BAHMA 3a JIEUEHHE Ha TPEBOKHOCT, IUH30PPEeHHA HIH

OPYTH NICUXO3H),
- MmedmokHH H xanodanTpuH (H3N0I3BAHY 3a JEYEHAE Ha Manapu),

-  WMHTPaBEHO3CH EPUTPOMMLMH (AHTHOMOTHK),
-  nNeHTaMHMAMH (M3MOA3RAH 32 JTe4eHHE Ha Napa3suTHR HHPEKLHH),
- nu3anpuz (H3NOM3BAH 34 JIeUeHHe HA XPaHOCMIUIATEITHH podieMu).
s KJIOHMOMH (H3MON3BaH 32 JIeYeHHEe HA BHCOKO KPBBHO HANIATAHE),
AUXUAPONHAPUAMHHA (ICKapcTBa, H3NON3BaHH 32 JICUeHWe Ha BUCOKO KPBBHO HaJIMraHe, rpbaHa OoNka,
CBBp3aHa Ch¢ CTEHOKapAus Wid peHoMeH Ha Raynaud),
® HIKOHM BHIOBE AMYPETHLH, KOMTO MOraT Aa IPHYHHAT HaMaisaBaHe Ha HUBOTO Ha KaJlid B KPBETa, KaToO
dyposemMul, XHAPOXIOPOTHAZMA, HHAANAMHA (HeCTO H3NOI3BAHH 33 ICYEHHE HA BHCOKO KPBBHO
HaJIATAHE, OTOK M ChPACHHA HEAOCTATEHHOCT),
APYTH JICKAPCTBA, ABMON3BAHH 34 JIE4CHHE HAa BHCOKO KPBBHO HaJIAraHe,
HMTPATH (M3MOJI3BAH 34 JIEYCHHE Ha TppaHa OoiKa, CBBpP3aHa ChC CTEHOKapaHi),
® CUMMATUKOMUMESTHIIM (HATPUMEDP NeKapCTBa 32 NOBKINIARAHE HA KPBBHOTO HANATAHE WK ChpACYHATa
4ecToTa WM pa3liHpaBaHe Ha BL3AYXOHOCHHTE ITHTHINA, KaTO eNHHE(PHH, H3NON3BaH NPH JICYEHHETO
Ha TEXKKM AEPTHYHH PeakiiHy, U GeTa-2-arOHMCTH, H3NOJ3BAHH 34 JICUCHHE HA aCTMAa),
e WHTPaBEHO3HM AaHTHAPHTMIYHHM cpeAcTBa oT Kiac 1A u IC (u3non3pany 3a edenHe Ha npobremy ¢
PHTBMA Ha CHPUETO),
OapOUTYpaTH (M3MNON3BAHM 32 JISUeHHE Ha eMWICNICHS WK 3aTpYAHEHUs ChC ChHA),
(eHHUTOHH (M3IMOJI3BaH NIPH ENHACNCHA),
IMMETHAKMH (M3NON38aH NPH KHCENHMHM B CTOMaXa B CTOMAaHIHN A3BK),
(IyOKCETHH (M3TION3BaH 34 NEYECHHE Ha AECTIPECHA),
Hypericum perforatum Wny XbIT KAaHTapHOH (GIJIKOBO JIEKAPCTBO, HATION3BAHO NMPH ACNPECHA),
pe3eprHH, FBaHETHIHH, METHIAONA, r'yaHQalHH H HHXHOHTOPH Ha MOHOAMMHOOKCHAA3aTa (H3NI0A3BaHH
3a JICUCHHE HA ACNPECHA H TAPKHMHCOHOBA H0RECT),
JMFOKCHH H JUTHTOKCHH (H3M0JI3BaHH 34 JICYEHHE Ha ChpACYHH 3a00J1BaHHA),
HHKJIOCNIOPHH (M3MOM3BAH ¢lie]] TPAHCILIAHTAlMA Ha OpraHH),
HHCYMH ¥ anTHAnaGeTHH cpeacTea (M3MON3BaHH 3a eYECHHe Ha Auaber),
MYCKYJIHM PEeNaKCaHTH, H3MO/I3BaHH ITPH aHECTE3HA WM aHecTeTHw (Tpadea na vadopmupare Bamms
AeKap npeAH XMpypra4Ha onepanms),
HeTa-arOHHCTH ¢ GPOHXOAWIATHPALRO AcHCTBHE (M3MI0I3BAHM 33 JIEUEHHE Ha ACTMA),
HeCTePORAHK NPOTHROBLINANMTENHW anThpeBMaTyny cpeactsa (HCIIBC) (usnonspanu 3a
HAMAJIABAHE HA Bh3NaJieHWe, BUCOKA TeMIleparypa i 00nka),
ECTPOreHH (KEHCKH XOPMOHH, M3IIO3BAHH 38 KOHTpaLeNiHa WiH XOPMOHO3aMECTHTE/IHA Tepanud),
KOPTHKOCTEPOHAH (M3ION3BaHH 32 JIEYCHHE Ha pasiiMHH GoecTy KaTo aCTMA, KOXKEH NEPMATHT, H JAp.),
eproraMiH (H3MOI3BaH 33 NEUSHHE HA MHIPEHa),
apyru Oera-6nokepn (o ¢opMara Ha KalkH 3a OYH).

Veenomere Banms nexap, ue npuemare Kapmpanan, ako B npeacton onepaums, nipa kofTo € Heobxoauma
YNOHKA.

Kapupajan ¢ Xpana B HANHTKA
HM36arsaiite KOHCYMAaIMATa Ha COK OT rpeiingpyT no Bpeme Ha nedeHuero ¢ Kapusanas.

bpeMeRHOCT H KhLpMene
Axo cte GpeMeHHa HITH KPMHTE, CMATATE, Ye MOKE Ja ¢Te OpeMEeHHA HiTH Nasupa 1
noceBeTRaiiTe ce ¢ Bamusg nexap win gapManesT npean ynorpebara Ha T0OBa JIEKaf
Ako cte 6pemerna 1 cre npuenu Kapusanas, rosopete ¢ Bauiua nexap.
He npuemaiite Kapunanan, ako MMa BE3MOXHOCT fa 3abpeMeHeeTe, OCBCH aKO He
KOHTpalleTTABHH cpeacTBa (Bwikre ,He npuemaitre Kapusanan®).
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He npireMaiite KapuBanas, ako xspmuTe (BikTe , He npuemaiite Kapusanan®). I'osopere ¢ Baurus nexap,
aKO KBPMHTE WK BE3HaMEPABAaTe Aa KBPMHTE, Thil KaTO KbpPMEHETO Tpa0Ba Aa ce cnpe, ako NpHeMaTe
KapupanaH.

Hobdapane H paboTa ¢ MAIIHHAH

Kapusanan Moxe fia IPHYHHH BPEMEHHH CBETIIHHHH 3PHTENHH (PeHOMEHH (NPeXo/iHa YeeNUUeHA SPKOCT B
3PHTENHOTO M0JI€, BIXKTE ,,BE3MOXKHM HEXENaHH PeakiHH ). AKC TOBa ¢& CIy4H, ObaeTe BHUMATEIHH [TPH
modupane nian paboTa ¢ MAIMHH B MOMEHTHTE, KOraTo OMXa MOI/IM /1a BB3HHKHAT BHE3ANHH ITPOMCHH B
HHTEH3UBHOCTTA Ha CBETJIHHATA, 0COOEHO NPH HOLWIHO WIOgHpaHe.

Heobxoaumo e sa 6paere BHUMATENHH, kKoraTto nmpHeMare Kapupanas efHOBpEMEHHO ¢ aKOXO HIH NpH
NPoOMAHA ¢ NPEMHHABAHE Ha APYTO JIEKAPCTBO, Thil KATO ToBa OH MOIUIO Ja 3acerHe cnocodHocTTa By 3a
mo¢HpaHe A paboTa ¢ MaLIHHH.

AkoO Tabnerkure BM kapat fa ce UyBCTBATE 3aMasHH WIH yMOpeHH Wix ako BH npHukHABar riapobonue, He
wodnpaiite ¥ ve padoTeTe C MaIHHM.

KapaBajaH CbABPAKR JIAKTO34

Axo Bammst nexap Bu e Kazai, ue MMaTe HEMOHOCAMOCT KbM HAKOH 3aXAPH, OOBPHETE C€ KbM HETO, Mpeu
Ila 3an0YHeTe Ja IPHeMarTe TOBa JEKapCTBO. AKO CTpanaTe 0T HacaeACTBEHH MmpobieMH Ha HENOHOCHMOCT
KbM rajakTosa, Lapp JlaxTazHa HeAOCTaTBHHOCT HIH [IOKO30-TaNakTo3Ha Matabcopbimsa, He TpaOBa na
NpUeMaTe TORA JICKAPCTRO.

3. Kak za upuemare Kapusanad

Buuarn npuemaiite ToBa JISK4pCTBO TOYHO KakTO BH e kazan Bammar nexap wnn gpapMmanest. AKO He CTe
CHTYpPEH B Helno, noruraiite Bamuy nexap unu dbapMauesrt.

Tpsbea na ce npHeMa o enHa TabneTKa ABa MHTH JHEBHO — €1HA CYTPHH H €/lHa BeYep O BpeMe Ha
XpaHEeHe. |

AKO cTe IpHe N HoBede OT HeolXxoaaMaTa 7033 Kapusanan

Axo cTe Aapyenn nosede TabneTky, oTkonkoTo Bu e nmpenmicano, caspxere ce ¢ Hal-6maskoro ao Bac
CIelllHO OTAeIeHNe Win He3abapno ungopMupatite Bamus nexap. Hali-BepoaTHuTe €)CKTH Ca 3aMaHBaHC,
IpHMaABaHe, YMOpPa M 3aTpyAHEHO Aulliane nopand 3abapaHe HA ChPOCYHATA YESCTOTA.

AKO cTe npouycHa/H A3 npaeMeTe KapaBanan
Axo nponycHeTe nageH npHeM Ha KapHpanaH, B3eMeTe ciefiBamata Jo3a no obmuaiiHoto ppeme. He
ApueMaiTe ABOHHA 11034, 34 Ja KOMIICHCHPATE MPOIYCHATATA.

Axo cTe cupenn npuema Ba Kapasanan

Toif KaTo Ne4eHHETO Ha CTEHOKAPAMA HNH XpOHHYHA ChpAeYHA HeAOCTATHYHOCT OOHKHOBEHO NMPOIB/KABA
npe3 LeJng KHBOT, TPA0BA Ja ce noceeeTsate ¢ Bamua nexap, npesy Aa CripeTe JEUSHHETO CH € TOBA
ACKAPCTRO.

He cnnpaiire ps3xo npuema Ha Kapusanan, TeH KaT0 TOBa MOXKE J1a MPUYMHH TeXKH W3MCHEHHA B PHTHMA
M 4eCTOTATA Ha cuEpicunara Bu gefinocT u Na NOBUINNM pHcka OT MH(pApPKT Ha MHOkapaa. Moxe na
NPOMEHHTE A03aTa WIH Ja CTIPETE JISUSHUETO caMo clie] KoHCyTauma ¢ Bauus nekap.

Ako cmaTare, ue edexTsT Ha KapuBanas € npexaieso cineH Win npeKkancHo ¢inab, ropopere ¢ Bamms nexap
KHiu papMaLCBT.

Bauus nexap unu dapmaltient.

4. Bb3MOXHEHA HeKeJIAHN PEAKNHH
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KakTo BcHUKH JIeKapcTBa, TOBA JICKAPCTBO MOMKE 1a NPSAMIBUKA HEXKENAHH Peakive, BHIIPEKH Y€ HE BCEKHM
'M NOMTy4aga.

Mpuoro vecTn (MoXe 1a 3acerHat nosedye ot 1 Ha 10 qymm).

CBET/IMHHH 3pHTEIHH SBIeHHUA (KPAaTKOTpaliHiH MOMEHTH Ha NOBHIIEHA APKOCT, HaH-4yeCTo NMPHIHHEHA OT
BHE3AMHK MPOMEHH B MHTEH3MTETA Ha CBETNMHATA). Te MOTaT Chio Aa ObAAT ONMCaHM KATO Opeon,
[IBETHH NpoOJISCBaHKA, pa3najaHe Ha H3oOpakeHneTo WiH ABoiiHO BikaaHe. OOHKHOBEHO CE MOABABAT
npe3 DBPBUTE ABA MECELIA OT JIEYEHHETO, CIE KOSTO MOraT MOBTOPHO Aa ¢ MOSABAT M Aa OTIIYMAT IO
BpeMe Ha WITH Cllejl JISUEHHETO.

riiaBobonue,

zaMaltiBaHe,

ChpACUHH IpolieMH, KOUTO MOraT N1a MPUYHHABAT HEZOCTHT HAa BR3AYX HIH NOAYBaHE HA KpakaTa WK
CTBNAIATA MOPaJM HATPYNBAHE HA TEUHOCTH (ChPACYHA HEAOCTATHYHOCT),

HHMCKO KpbBHO Hajsirane (MpH3HALIMTE BKAKOYBAT YyBCTBO Ha 3amaliBaHe WM yHeceHocT), obina cnaboct,
4yBCTBO HA YMOpa.

YecTH (MOke Aa 3acerHar o 1 wa 10 xywm):

® ® & O @ 9

Hewectn (Moxe na 3acerHar ao 1 wa 100 xymm):

SenonpoOHH HITH rpbAHH HHPEKIIUH, KaTO OPOHXHUT HIH ITHEBMOHHS H HHPEKIMH Ha FOPHHTE
AUXATENHY IThTHIIA,

HHPEKLHA Ha IMKOYHHTE ITFTHINA,

HamaJleH Opoi YepBeHM KPHBHH KNEeTKH (MPU3HALMTE BKTIIOUBAT YYBCTBO Ha yMOpa, 61ena Koxa,
THPXALIO YYBCTBO B ChpAcuHaTa o6nacT (ChpuedHene) M HEXOCTHr Ha Bb3AYX MPH PH3HYECKO
HaTOBapBaHe),

MOBHIUCHH HHBA Ha XOJICCTEPOJI B KPLBTA,

MOBHUICHH HWBA HA KPBBHATA 3axap (fHader), 3ary0a Ha KOHTPO Ha KPLBHATA 3aXap IPH Xopa ¢
aHaber,

HaIaBaHE Ha TETNO,

CBCTOSHHE WIH YYBCTBO Ha JIETIPEeCHs,

HaMaCHO CIIB300TAENIgHE (CYX0 OKO), HApYIIEHO 3pEeHHe, Apa3HEeHE Ra O4YUTe, HCACHO BIDKIaHe
(3aMBIIICHO BHKAAHE),

3a7IphKKa Ha TEMHOCTH (PH3HAITHTE BIIIOYBAT 0OIO NOAYBaHe HA TANOTO, MOAYBAHE HA YaCTH OT
TANOTO, HAIIPHMEDP PHLETE, XOAMIATA, TJI€3eHHTE M DOAGSAPHIHTE M NOBHIUABaHE Ha 00eMa Ha KPBBTa B
opraHuiMa Bu),

cu0HpaHe Ha TeYHOCT B Oenure qpodose,

npoMeHn B HaUMHA Ha paora Ha ChpueTo (CHMNTOMHTE ca 3a0aBiHe Ha ChpACYHATa YECTOTa),
ChpaedeH 00K (HepaBHOMEPHH CHPASYHU YAAPH),

HeNnpaBWIHH Obp3u CBUBAHHA Ha CHPLETO,

YYBCTBO Ha 3aMaliBaHE, YHECEHOCT H/IH NIPHMAIABaHE NPH 6Hp30 M PA3KO H3IIPAaBAHE WIH CAHAAHE,
1po0seMH ¢ KpBBOODPRIEHHETO KATO CTYZICHH PBIIE H kpaka, 3anylllBaHe Ha TOJISMH APTEPHH B PHLICTE
HJIH KpaKaTa, BiolaBaie Ha CHMITTOMHTE TIpM naieHTH ¢ 6onecrra Ha Raynaud (M3rphnBane
NpoMeHY B 1peTa (nofenapane, NOCHHABAHE Y CfIe] TOBA 3a4ePBABAHE) HA MPHCTHTE HA PBLETE H
KPaKATa NPH UTATAHETO HM Ha CTYA) HIH KyLiaHe (0ONKH B KpakaTa, KOMTO C€ BNOLIABAT IIPH XOACHE),
HEKOHTPOJIMPAHO KPBBHO HaJIAraHe,

HEAOCTHT Ha BB3JyX, aCTMa,

rajgeHe (MyBCTBO Ha rafieHe), CTOMAIUHH §0JIKH, JIOLIO XpAHOCMHIIAHE, HAPHA, MOBPBIIaHE

GOJIKA B KpalHHLIHTE,

6onect ¢ Bone3HeHH, TOLYTH CTABH, IPHUHHCHH OT [MKOYHA KHCETHHA Ha KPHCTAH (Moarpa),
npoGneMy ¢ SE0peUTe, BRITIOUHTEIHO 3alI0UBaHe, MPOTHYAHE U CIHPAHE HA YPHHUPAHETO H IIPOMEHECHA
4ecTOTa HA ypuHHupane,
GoNKH.

[HOBHMIICHH HUBA HA HAKOHU 6N KPBLBHH KIIETKH,
MOBHINICHH HHBA Ha MHKOYHATA KHCEIHHA B KPBBTA,
HapyHIeHHA Ha CHHYA, BKTIOYHTENHO KOIIMAPHHU CHHHLIA, OOBPKAHOCT,
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® [OpHNaaeK (CHHKOI), YHECEHOCT, MyCKYNHA ¢abocT, 3aMBITIEHO 3peHHE M YYBCTBO Ha MpAMANIABAHE
(Tpe-CHHKOIT), MPABYUKAHE MK U3TPBNEBAHE HA PHUCTE U KpakaTa,

e JBOifHO BHDKJIaHe, YYBCTBO 33 BLPTEHE (CBETORBPTEXK),

e Donka wiH HeKOMDOPTHO yCelllaHe B IPhAHHA KO, ChpLieOHeHe, NPOMEHH B ChpAEYHATa YECTOTA
(yckopeHa, 3a0aBena WIH HEpHTMHYHA),

® HHCKO KPBBHO HaisraHe (BEpOATHO CBLp3aHa chbe 3a0aBeHa ChpAeYHa YECTOTA),

& 3aneK,
HAKOH KOJKHH PEakiiiy (KaTO HAIpHUMep KoxkeH 00pHB, KONPHBHA Tpecka, CEpOeX, MoBHILIEHD
M3II0TABAHE, [ICOPHATHYHH HTH MOJA00HH Ha JIMXEH IUTAHYC KOXHH JE3HH),

®  KOCOMAaf,
NOAYBaHE Ha JIHIIETO, YCTHHTE, €3HKa WIIH bPIOTO, KOWTO MOTaT 4a NPHYHHAT 33TPYHHEHO JUIIaHe HITH
npernsiane (aHrHoenem), obpus,

® MYCKYJHH CNa3sMH,

* NOBHIIEHO HHBO HAa KPCaTHHHHA B KPBBTa ([IPOAYKT OT MYCKyJleH pa3nan), aHomaniu EKI sarmuch,
CeKeyana AMCHYHKIMA/MMNOTEHTHOCT (HeCNoCOOHOCT Ja ce NOMYYH WIH NOAALPIKA EPEKLHA).

Peaxkn (Moxe na 3acerHar zo 1 Ha 1000 gymmu):

® IO-IECHO OT OOMYAHHOTO BE3HUMKBAHE HA KPLBOHITHBH MK KPbBOHACAZAHUA (CHHUHK) (HamaneH Gpoid
Ha TpOMOOLMTHTE B KPHBTA),

3aNyLIEH HOC, CBHPKAINO JHIAHE,

Cyxa ycra,

3a4YepBABaHE HA KOXKATA,

YYBCTBO HA HEPA3NONOKCHHME,

Muoro peakn (Moxke aa 3acerHar ao 1 na 10 000 xywmn):
HamasieH Opoii Ha HAKOH O€TH KpBEBHH KICTKH,

¢ AHOMAJIHH YePHOAPOOHH H3cCHeABaHMA,

® ajepruuHa peakiui (NOAYBaHE HA YCTHHTE, JTHIETO HITH LIMATA, OBE/IH Ja CHIIHO 3aTPYAHCHO JHINAHE,
KOeH oOpHB MM KOTIPHBHA Tpecka),

e npobiemH ¢ Baiiua chbpAcueH pUTEM (2TPHOBEHTPHKYJIAPEH OIOK BTOpA WM TpeTa CTeneH, CHHAPOM Ha
O0NHHA CHHYCOR Bb3en),

® TEXKH KOXHH PCaKLHH;
- OKPBIJICHH, HEIIPABWIHH YEPBEHH METHA N0 KOXATa Ha JUNIAHHTE H NpeMULLHHLIMTE (epHTeMa

MynaTHdopme),

TexKa PopMa Ha koXkKeH OOpHEB CHC 3a4epBABaHE, BHCOKA TEMIIEPATYpa, MEXYPH HITH S3BH (CHHAPOM Ha
Stevens Johnson), TexKbK 0GpHE, BKIIIOYBALLL, 2a4€PBABane, 00eNBaHe H NOAYBAHE HA KOXKaTa, KOeTO
HamoA00ABa TEKKO H3rapAHe (TOKCHYHA eNHASPMATHA HEKPOJTH3a),

* HecnocoOHOCT 32 KOHTPOIMpaHe Ha YPHHHPAHETO NPH KEHH.

CrolmaBane HA HEXKENAHH JIEKAPCTBEHH PeaAKOHH

AKO NONYUHTE HAKAKBH HEXENAaHH JICKapCTBEeHH peakuuH, yeenomere Bauusa nexap uma ¢papmauest. Tosa
BKUTIOYBA BCHYKH Bb3MOKHHM HEOTIMCAHH B Ta3H JMCTOBKA HEXKEaHH peakuuH. Mosere chilo A8 ChoOmHKTe
HEKENAHHN PeaKiiM AHPEKTHO (Ha NocoueHMs TI0-ROMY afpec). Karo cpobiasaTe He/KeNaHH peaKLHy,
MOJKETE Ja AaJeTe CBOA MPHHOC 3a NoJiyyaBaHe Ha roseve HHGopMaLua OTHOCHO 6€30MacHOCTTa Ha TOBA
JIEKapCTRO.

Bearapuas

Hanmnnntesina arelims no jiekapereara (MAJT)
yn. ,.Jlamas ['pyes” Ne 8

1303, rp. Codns

Ten.: +359 2 8903 417

yebcaifT: www.bda.bg
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5. Kaxk aa cexpanssare Kapasaaan
Ja ce cbXpaHaBa Ha MACTO, HEAOCTBITHO 33 JeLa.

He usmonssaiite ToBa JISKapCcTBO CJIeM CPOKA Ha FTOAHOCT, OTOENA3aH BhPXY KapToHEHaTa KyTHA. CpOKbT Ha
POAHOCT OTIOBAPA Ha NOCHEAHNA ACH OT NOCOUCHMA Mecel,

ToBa neKkapcTBO HEe H3HCKBA CIICLMATTHH YCIIOBHS Ha ChbXpaHeHHE.

He H3xsbpdiiTe AeKapCTBaTa B KAHATM3AIHWATA MM B KOHTeliHepa 3a foManH otnianbiy. [lonuraiire
Bamus ¢gapmMalieBT KaK Aa H3XBBLPJIATE JIEKAPCTBATA, KOHTO BEYe He H3NoN3Bare. Te3n MEpKH e CIIOMOrHAT
33 ONA3RaHEe HA OKOTHATA Cpefa.

6. CoabpxaHne Ha OIRKOBKATA H JONBIAHTEAHa HHPOpMANUA
Kakxpo cuappxa Kapusajian

* AKTHBHHATe BemECTBA ¢4 KapBeIHI0] H HBAOpaauH (KaTo XHAPOXNOPHA):

- KapuBanan 6,25 mg/5 mg: enna ¢puimupana tabnerka cbabpxa 6,25 mg KapBeawIon 4 5 mg
uBabpamiH (CHOTBETCTBALOM Ha 5,390 mg uBabpaauH KaTo XHAPOXJIOPHI).

- KapuBanan 6,25 mg/7,5 mg: eana ¢wimMupaHa Tabnetka ceaspka 6,25 mg kapsegwion v 7,5 mg
uBa6paauH (croTBeTCTBaM Ha 8,085 mg usabpanuH KaTo XHAPOXIOPHA).

- Kapupanan 12,5 mg/5 mg: enna gpumupana tabnerka chabpxka 12,5 mg xapseaAunon 1 5 mg
uBabpaguH (CLOTBETCTBAINM HA 5,390 mg uBabpamuy KaTo XUAPOXIOPHA).

- Kapupanan 12,5 mg/7,5 mg: eqna ¢unmupata tabnetka chappka 12,5 mg xapsequion 1 7,5 mg
ueabpaaus (choTBeTcTRamM Ha 8,085 mg uBabGpaznr KaTo XMAPOXIOpPHI).

- Kapusanan 25 mg/5 mg: ezHa punmupaHa TabneTka ChabpiKa 25 mg KAPBEAUION ¥ 5 mg
upabpanus (¢csoTBeTcTBaINH HA 5,390 mg HBabpanHH KaTO XHAPOXIOPHA).

- Kapusanan 25 mg/7,5 mg: enHa $puiMmpana Tabierka ChALpKa 25 Mg KapBeunion u 7,5 mg
HBabpajgHH (croTBeTCTRaIMH HA 8,085 mg HBabpaauH KaTO XHAPOXIOPHA).

o [pyrare CLCTABKH CA:

- B chpuepHHaTa Ha Tabnerkara: HapeBHYHO HHINECTE, NpEKeNATHHH3HPAHO, JIAKT03a MOHOXH/IpAT,
[eTya032, MHKpokpHcTanHa (E460), kpockapmenosa Harpui (E468), ManToaekcTpHH, KonouaeH
cHnuumes quokeHy, Sessopen (E551) u marresues creapat (E470b).

- BB punmupamo nokpurHe Ha Tabnerkara: rauuepon (E422), xunpomenosa (E464), marnesnes
creapart (E470b), Tranos auokcun (E171), xcent xenesed okeuz (E172) (3a 6,25/7,5 mg, 12,5/7,5
mg u 25/7,5 mg) u makporon 6000 (E1521).

Kaxk m3ryiexna KapuBajial # KaKBO ChABPKS ONAKOBKATA
Bana, mectoprenHa, huaMepata tabnerka (6,25/5 mg), ¢ Haif-apasr AMaroHan 7,3 mm, ¢ rpaBHpaH HAAIMC

CI2 ot eanaTa cTpaHa 1 %2 oT apyraTa cTpaHa.
[XKbara, mecrosreisa, punmupana tabnerka (6,25/7,5 mg), ¢ Hali-Aprer AdaroHan 7,3 mm, ¢ rpaBupaH

napmue CI3 ot epHata cTpana H 35 or apyrara crpasa.]

[Bana, enmuncoBHana, ¢prwimupana Tadaerka (12, 5!5 mg) , 10,6 mm x 5,3 mm, ¢ rpasHpaH Hagnuc CI4 or
€JHATA CTPaHa U %" or IpyraTa cTpaHa.]

[ enra, enuncoruaua, druaMupana tabnerka (12,5/7,5 mg) , 10,6 mm x 5,3 mm, ¢ rpasupan nagnue CIS ot
€/IHATA CTPaHa H S OT ApyTaTa CTpaHa.]

[Bana, ocMOBIEIHA, DHIMHpaHa TabnieTka (25/5 mg) , ¢ auameTsp 7,8 mm, ¢ rpasupaH Hagnuc CI6 ot eanara

CTpaHa B &~ ot AipyraTa cTpana.]
[P)K®aTa, OcMOBIBIHA, PwiMHpaHa Tabnerka (25/7,5 mg) , ¢ AuaMeTsp 7,8 mm, ¢ rpps

e/IHATA CTPaHa U 5 OT APyraTa cTpaHa.]

112 Tabnetkm.
He Bcyuxs BMIOBE ONIAXOBKM MOTAT Ja ObaaT nycHaTH B npoaaxia.

58



IIpuTexaTe)1 HA pa3pemIeHHETO 32 YNoTpeda H NPOH3BOAHTE/

IlpuTexaTes HA paspelieHHETO 32 ynorpeba
Les Laboratoires Servier

50, rue Carnot

02284 Suresnes cedex

®paHuus

Ilpon3BoauTe.

Les Laboratoires Servier Industrie
905, route de Saran

45520 Gidy

OpaHuus
H

Servier (Ireland) Industries Ltd
Gorey Road
Arklow - Co. Wicklow — Upnanaus

ANPHARM Przedsiebiorstwo Farmaceutyczne S.A.
ul. Annopol 6B —03-236 Warszawa — [lonua

To3m JekapcTBeH NPOAYKT € paspeiieH B Abp:kaBaTe-4wieHKH Ha EMO noj ciieanuTe HMeHa:

ABCTpHS Carivalan, Filmtabletten

bbarapus Kapupanas, punmMupanu tabiieTku

Yemka penybnuka  Prescoriel, potahované tablety

Kunbp Carivalan, emaAvppéva pe Aentd vPEVIO O10Ki0
Hanus Carivalan

['epmanus Carivalan, filmtabletten

[bprus Stovadis, emkoAvppéve pe Aertd vpEVIO drokio
YHrapus Carivalan, Filmtabletta

HUranus Carivalan, rivestite con film

JlatBus Carivalan, apvalkotas tabletes

JlutBa Carivalan, plévele dengtos tabletés

Manra Carivalan, film-coated tablets

Hunepnanaus Carivalan, filmomhulde tabletten

Hopgerus Carivalan, tabletter filmdrasjerte

[lona Carivalan

[Topryranus Carivalan

PyMbHUS Carivalan, comprimate filmate

CnoBakus Carivalan, filmom obalen¢ tablety

CnoBeHus Carivalan, filmsko obloZene tablete

Ucnauus Carevalan, comprimidos recubiertos con pelicula

IIEITR Ha NOCJICAHO npepasrje’kKIaHe HA JIHCTOBKATA.

[Tonpo6Ha uHdOpMaLKs 32 TO3H JIEKAPCTBEH NMPOAYKT € MpeocTaBeHa Ha yebc
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