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JIncTOBKA: HHPOPMAIIHSA 34 ﬂﬂpp@ﬁgmg 6 c(d’z l7 | 23 -11- 2023

CUEDOMUE No v/

Kapaatykcaun 10 mg tl)HJIMHpaHLﬂ
Kardatuxan 10 mg film-coated tablets

pueapoxkcadaH (rivaroxaban)

poueTeTe BHUMATEIHO AJIATA JHCTOBKA, TIPEAH 2 3aNl0UHETE XA MPHEMATE TOBA JIEKapCTBO, THH

KaTO T ChABPXA BaXHA 3a Bac nHpopManus.

- 3amaszere Ta3M JUCTOBKA. Moxe Aa ce HaJIoXKH Ja g IPOoYETeTe OTHOBO.

- AKO ¥MaTe HAKAKBH IOITbJIHHTEIHHE BEOPOCH, NONHTAlTe Balims aexap UiaH (papMauesT.

- Tora nekapcTBO € npeanucano THYHO Ha Bac. He ro npeorcrbnBaiite Ha Jpyru xopa. To Moxe na
UM HABPEAM, HE3aBHCHMO Y€ NMPH3HALMTE Ha TAXHOTO 3a00/1sBaHe ca cbIUTE KaTo Baumure.

- AKO TIONTyYHTE HAKAKBM HEXENaHW peakiuu, yBeaomere Bawus nexap unu dapmauent. Tosa
BKJIIOYB2 M BCHUYKH BL3MOXHY HEXKENAHH PEaKIMHM, HEOMMCAHH B Ta3u JIucToBKa. Bukre Touka 4.

KakBo cHABPXKA TA3H JIHCTOBKA:

Kakso npeacraenssa KapaatykcaH o 3a KakBo ¢€ U3MOI3BA
KaxBo Tpa6Ba na 3naete npeau aa npuemere KapnarykcaH
Kak na npuemarte Kapnarykcad

Bb3MOXHH HexeNlaHH peakiuu

Kak na chxpangsare Kapaarykcad

CobabppikaHUE Ha ONAKOBKATA W JOMBIHHTENHA HHPOPMALIMA

AN S e

1. Kaxso npeacraBassa KapaaTykcaH H 3a KAKBO ¢e H3II0JI3BA

KapaaTtykcaH cbAbpia aKTHBHOTO BEIUECTBO pHBapoKcadaH U ce U3NoJ3Ba NPH Bb3PacTHH 3a

- nNpeana3BaHe OT 00pa3yBaHe Ha ChCHPELIM BbB BEHUTE CJIE OMepauus 3a CTABHO NPOTE3MpaHe Ha
TazobepeHaTa UK Ha KoldHHaTta crasa. Bamuar nexap By € npeanucan ToBa JEeKapcTBO, IOHEKE
CJIe]] ONCpALHATA HMATE IMOBUIUEH PHCK OT NOSABA HA CLCHPELIH,

- Tie4eHHe HA ChCHPEIH BbB BEHUTE Ha KpakaTa Bu (1bn100Kka BeHO3HA Tpom003a) H B KPBBOHOCHUTE
ChAOBE Ha benute Bu npobose (benoapobeH eMO0MIBEM) U 34 NIPpEANA3BaHe OT MOBTOPHOTO UM
o0pa3yBaHe B KPLBOHOCHHTE ChJIOBE Ha KpakaTa u/uaM B benute apodose.

KapnatykcaH npHHajIekKH KbM IpyIa JeKapcTBa, Hape4eHH aHTHTPOMOO3HH cpeAcTBa. Upes AeHCTBHETO
cH Toit Gnokupa exuH pakTop Ha KpHBOCHCHpBaHE (PakTop Xa) U No TO3M HAYHH HAMANIABA CNOCODHOCTTA
Ha KPbBTa Aa 00pa3yBa ChCHPELM,

2. Kakpo 1padBa aa 3naere npeau Aa npueMere Kapaatykcan

He npuemaiite Kapaatyxcan

- aKo CTe ajJepruvuHy KbM pUBApoKcabaH WK KbM HAKOS OT OCTAHAIMTE ChCTABKH HA T
(130poenHH B Touka 6)

- aKoO MMATEe CHIHO KbPBEHE




- aKko UMate 3abonsBaHe HIH ChCTOSIHHE HA OPraH B OPraHM3Ma, KoeTo MOBHILIABA PUCKA 33 CEPHO3HO
KbpPBEHE (Hallp. CTOMaIIIHA A3Ba, HAPAHABAHE HJIH KPhBOM3IKB B MOIBKA, CKOPOILIHA ONlepalHs Ha
MOIBKA WITH OUUTe)

- aKo MpUeMare JIEKapCTBa 3a Npeana3Baie oT o0pasysaHe Ha CheHpeld (Hanp. BapdapHH,
naburarpaH, anukcabaH HITY XEMAPUH), OCBEH KOTATO MPOMEHATE aHTHKOAryJaHTHOTO JEYECHHE HIIH
JIOKATO NMOJIYyUYaBare XemapuH Npes3 BEHO3EH UK apTEPHATIEH KATETHP, 33 Jia o NoAAbpKaTe
OTBOpEH

- aKo cTpajarte ot YepHOoApOOHO 3a00NMABaHE, KOSTO BOJHU JI0 NMOBHILEH PHCK OT KbPBEHE

- aKo cre OpeMeHHa U KbPMHUTE.

He npuemaiiTe Kapaatykcan u undopmupaiite Bamus jekap, ako HIKOE OT TE3H 00CTOATENCTBA CE

oTHacH 3a Bac.

Ilpeaynpexaenust H NpPeANaA3ZHA MEPKH
['oBopere ¢ Bawusa nekap uin ¢dapmaliierT, npeliu Aa npuemete Kapaarykcad.

OO0BbpHETE CRERHAJINO BHHMAHHE NpH ynoTpebaTa Ha KapaaTykcan
- aK0O WMATE TIORULLICH PHCK OT KbPBEHE, KAKBBTO MOXE 71a ObJie ciyyasT, HAaMpUMED, NPH:
- YMEPEHO HIIH Texko Op0pedHo 3abonssane, noHexe 6n0peunHara Bu gpyHkug Moxe na
NOBJMUAE Ha KOJHYECTBOTO OT JIEKapCTBOTO, KOETO AcHCTBA B OpraHu3Ma Bu
- axo mpHeMaTe APYrH JeKApCTBa 3a Npeja3Bane oT o0pa3yBaHeTO Ha ChbCHPELH (Hanp.
BapdapuH, gaburaTpaH, anukcabaH HiIH XenapHuH), KOraTo NPOMEHATE AHTHKOATYJIAHTHOTO
JICYEHHE UK JOKATO NOJYYaBaTe XENapyuH Npe3 BEHO3EH UM apTCPHANICH KATeThp, 3a Ja ro
noagbpxKaTe OTBOpeH (BX. Touka “J{pyru nekapcrBa H Kapaarykcan™)
- HapyICHUA Ha KPLBOCHCHPBAHETO
- MHOT'O BHCOKO KPBBHO HAJIATaHe, HEOBAAASHO ¢ MEJUKAMEHTO3HO JICUEHHE
- 3a00NABaHHA HA CTOMAaXa WK YEPBaTa, KOUTO MOXE Jla JOBESAAT A0 KbPBEHE, HAID.
BB3MAJSHHE Ha CTOMAXA WITA YEPBATA HIIH Bh3NAJICHUE HA XPAaHONPOBOA, Ib/DKALI0 CC Ha
Hamp. Ha racTpo-e3odareanHa pediykcHa 6onect (3abongBade, 1IPH KOETO CTOMAaLIHATA
KHCENMHA OTHBA HArope B XpaHOMPOBOA), HAH TYMOPH, PA3NOJIOKECHH B CTOMAaxa UMK
4YEpBaTa, UM TEHUTAJIHHSA TPAKT, HIIM YPHWHAPHUA TPAKT
- npodieM ¢ KPHLBOHOCHUTE ChAOBE HA OYHUTE JbHa (PeTHHONATHA)
- OenoapobHo 3abonaBase, npH KoeTo bponxuTe BH ca pastIvpeHd U U3IIBITHEHH € THOH
(OpoHXHEKTa3uH) WK KbpBeHe OT Oenust Apo6 B MUHAJIOTO
—  aKO MMarTe Chbp/leYHa KJafHa lipoTe3a
- aKo 3HaeTe, 4ye uMarte 3aboisiBaHe, HapeueHo aHTHGOCPHOIUNMAEeH CHHAPOM (HapylieHHE Ha
HMYHHATA CHCTEMA, KOETO MPHYHHABA NIOBULIEH PHCK OT 00pa3yBaHe Ha KPbBHH ChCHPELIH), KOKETE
Ha Baius nexap, KOUTO Hie B3EME pelieH e 32 HeobXoaNMOCTTa OT NPOMAHA Ha JICUCHHETO.
—  axko Bawmsat nexap ycTaHOBH, Y€ KpbBHOTO BU HansraHe € HecTaOWJIHO, HH C€ ILIaHHpa JpyTo
NeYeHHE HIH XHPYPriuyHa Mpoueaypa 3a OTCTpaHaBane Ha CheHpek oT Genute Bu Apobose.

AKoO HAIKOe OT Te3H CLCTOSHHAA ¢ 0THacH 32 Bac, roroperte ¢ Bamna nexap, Ipeid Ja NpUCMETe
KapnatykcaH. BamusT nexap mie peitd aand na Bu nekysa ¢ ToBa 1exapcTBo H TpAOBa ik 1a 6baeTe
HabMmoagaBaHu NO-BHAMATETHO.

Ako BH npeacron onepanus
- MHoro e BaxHo Ja npueMare KapaaTtykcan npeau u ciej onepanusara To4HO B
onpeaeacHo or Bamua nexkap.
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- AKO NaHUpaHaTa XMPYPruyHa ofepalus, Npernoiaraiia nocTapsaHe Ha KaTeThp WK HHKCKIINS B
rpeOHayHus By kaHan (Hanp. 3a enuaypaiHa K CHHAJIHA aHECTe3MA HIIH 33 HaMajsaBaHe Ha
Oonkara):

- MHOT0 € BaXHO /12 IpueMete KapaaTykcaHn TOYHO B 4aca, npeanucad Bu ot Bamus nekap

- HHpopMupaiiTe Bawng Aekap BelHAara, ako OYyBCTBATE H3TPLIIBAHE UM CNaboCT B KpaKara
WK po0JIEMH ¢ 1epBaTa WiIH MHKOYHHA MEXyp CIIC Kpas Ha aHeCTe3HNATa, MIOHEKE Ca
HEOOXOAMMH CTIEILIHH MEPKH,

Jlema 1 10HOIIH
Tabnerxkure Kapaarykcan 10 mg He ce npenopbYBaT 34 JIHOA Ha Bh3pacT nod 18 roaunu. HiaMa
AOCTATH4YHO HH(pOpMauHs 3a ynorpebara UM IIpH AeLA U IOHOLLY.

Apyrd aekapersa ¥ Kapaarykcan
Tpadsa na kaxkere Ha Bamua nexap wiu dapmaliesT, ako IpHeMare, HaCKOpO CTE IPHEMATIH MK €
BBIMOXKHO 114 MpHeMare JIPyTrH JeKapCcTBa, BKITIOYHTENHO JIEKApCTBa, OTHyckaHy Oe3 peuenta.
- AKO TIpueMare
- HSAKOU JieKapcTBa 3a reOuyHy uHeKunn (Hanp. QIyKOHa30J1, UTPaKoHAa30J, BOPUKOHA3O0I,
NOCAKOHa30.1), OCBEH aKO He ¢a CaMo 33 KOXKHO NPHIOKEHHE
- KE€TOKOHA30J TabNeTKH (M3MON3BaHU 3a JIeUeHHe HAa CHHIpoM Ha KYHIHHr - KOrato
OPraHHU3MBT NPOH3BEXKAA UIJIHIIIBK OT KOPTH30)
- HSIKOH JIeKapcTBa 34 OakTepHaaHd HHPEKLUM (HaNpHMED KIapUTPOMHLUHH, €PHTPOMHLIHH)
- HAKOH NPOTHBOBHPYCHH Jekapctsa 3a XHB / CITHH (nwanp. patoHaBhp)
- ApYr¥ NeKapcTsa 38 HaMaJIBAHE HAa ChCHPBAHETO HAa KPBHBTA (Hanp. €HOKCAIlapHH,
KJIOTUOTPE HIH AHTATOHHCTH Ha BHTaMHH K, KaTo BapgapHH W aueHOKyMapoa)
- POTHBOBB3NAIMTENHK H 001KOYCNOKOABaLK NCKapCcTRa (HaNp. HATIPOKCEH HIIH
aUETHICATHIMAOBA KHCEIMHA)

- APOHEAAPOH, JEKApPCTBO 38 JICHCHUS Ha HETIPAaBUJICH CbPACHECH PHTHM.
- HAKON JICKApCTBa 3a JICUCHHUC Ha ACTIPECHA (CEI[EKTHBHH HHXHﬁHTOpH Ha Oﬁp-ﬂTH(}T O

3axBalllaHe Ha cepoToHrHa (SSRI) n nExHOHTOPH Ha 00paTHOTO 3aXBalllaHe HA CCPOTOHKHA
H HopennHedprHa (SNRI))

AKO HIKOE 0T Te3H obcroaTescTBa ce oTHAcH 3a Bac, ungopmupaiiTe Bamuna nekap, npead 1a
npuemete Kapaaryxcan, nonexe edexrnT Ha Kapaatykcan Moxe Aa Obie 3acuiicH. Baluuar aekap we
peuny aany Aa Bu jiekyBa ¢ TOBA N€KApCTBO U TpAOBA MM Ja ObAeTe HabmogaBaHH MO-BHUMATECITHO.
Axo Baumsr nekap CMATa, 4ye HMAaTe MOBUILEH PHCK 33 PA3BHTHUE Ha CTOMAIIHY MJIM YPEBHH A3BH, TOH
MOXeE A3 HA3HAYH MPOPHIAKTHYHO JIEYEHHE 3a A3BH.

- AKO npueMare

- HSIKOH JIEKApCTBA 32 JieuyeHHe Ha enuiuencus (penntoud, kapbamasenut, ¢peHodapourTan)
. KBAT Kawtapuon (Hypericum perforatum), (pacTUTeIeH NPOAYKT, H3MOI3BAH 33 JETIPECH),
- pHpaMnuLKH (AHTHOHOTHK)

AKO HAKOE OT Te3H 00CTOATEICTBA ce 0THAcH 332 Bac, nndopmupaiiTe Bamuns fekap, npeau na
npuemete Kapnarykcan, noHexxe eexTsT Ha Kapaatykcan Moxe aa Obac HamasieH. B

BHHMATCTHO.




BpeMeHHOCT H KbpMeHe
He npuemaiite KapnatykcaH, ako ¢cte OpeMeHHa WM KbPMHTE. AKO HMa BEPOSTHOCT J1a 3a0PEMEHEETE,
M3MOM3BAHTE HA/ISHKAHO KOHTPALENTHBHO CPEICTBO, A0KaTo npueMare Kapnatykcan. Axo 3abpemMcHeeTe,

JIOKaTo MpUEMaTe TOBA JIEKApCTBO, MHGOpMHpaliTe Balns nekap He3abaBHo, KOITO 1€ PELH Kak TpsiOBa
Ja Obaere neKyBaHa.

Illo¢upane n pabora ¢ MAUEHHA

Kapaatykcad MOXe Ja MPUUMHH 3aMasHOCT (YeCTa HEKeJlaHa peakiisa) HiIH MPUNaabK (HedecTa
HexenaHa peakius) (sixre touka 4, ,,BeaMoxnn Hexxenanu peakuun™). He wodmpaiite, He kapare
KOJIENO H He H3NO0N3BAHTE HUKAKBH HHCTPYMEHTH WU MALUUHH, aKO HMATe Te3H CHMITTOMM.

KapaaryxkcaH cbabpiKa JJAKT032 H HATPHIA

Axo Baumar nexap BH e kazan, ue MMaTe HENOHOCHMOCT KbM HAKOH 3aXdpH, IOCHBETBAHTE CC € HETO,
IIpedH fa IPUEMETE TO3H JIEKApPCTBEH IPOAYKT.

ToBa aekapcTBO ChABPXKA NO-MANIKO OT | mmol Hatpwrit (23 mg) Ha TabneTka, KOETO 10 ChINECTBO
03HA4aBa, Ye ,,He ChABPKA HATPHKH“.

3. Kak ga npuemate KapaaTykcan

Bunaru npuemaite TOBa IekapcTBO TOYHO KakTO Bu ¢ kazan Bawmust nekap. AKO He CT€ CUTYPHH B
HELo, nonuTakte Bawus nexkap unu GapMaueBr.

Kaksa fo3a aa npuemarte

- IIpennassase OoT 00pa3yBaHe HA ChCHPEIH BLB BEHUTE CJIC] OMEpaLlMs 3a CTABHO NPOTC3UPAHE Ha
tas3obepeHaTa WiH Ha KOJBIHHATA CTaBa
IIpenoprunTennara no3a e eqna tabnerka Kapaarykcad ot 10 mg eguH nsT AHEBHO.

- Jleyenne Ha chbecHpelld BLB BEHHTE Ha KpakaTa Bu ¥ Ha chbecUpeliH B KPBLBOHOCHHTE ChAORE HA
Denute By 1poboBe 1 3a npeana3eaHe OT NOBTOPHO 0Opa3yBaHe HA ChbCUPELIH.
Cnen Hal-MaJKO 6-MeCEYHO JICYEHHE Ha ChLCHPELIH NPenOpPLUHTENHATA 1034 € HIIH €/1Ha TadJIeTka
ot 10 mg eiMH MbT AHEBHO, WK eHA Tabnerka ot 20 mg eaAnH 06T AHeBHO. Bamsar nekap Bu ¢
npeanucan Kapaarykcan 10 mg BeRubk JTHEBHO.

TlormeLuaitte TabnerkaTa 3a mpeAnoYHTaHE ¢ BOAA.
Kapnatykcan Moxe J1a ce mpHeMa cbe M Oe3 xpaHa.

AKO ce 3aTpyAHABaTe Aa norbiHeTe Tabnerkara usia, nonuTaiite Bamus nekap 3a Apyrd HAaYHHW Jia
npuemare Kapaatykcan. Tabnetkata Moxe a ce pa3TpOLIM M Pa3MECH € BOAA KM AOBJIKOBO MOpe
HEeNOCPEICTBEHO MPEAH JIa s IpHeMeTe.

Axo e HeoOxoaumo, BamusT nekap Moxke 1a BH Jafe pasTpolueHa tabierka KapaaTykcan CbIllo H Ipe3
CTOMALLIHA COHJIA.

Kora na npuemate KapaaTrykcan
ITlpuemaiite TabneTkata Bceku AeH, JokaTo Bamust nekap B kaxe na copere.

[Tocrapaitte ce aa npuemare TabneTkara no €IHO H ChUIO BpEME BCEKH JIeH — TOBa LIE
3abpapare. | (




Bammsar jrekap 1wie pelud Koako Abjiro TpsdBa fa npoAb/KaBa ICUeHHETO.

3a npeamaseane OT 00pa3yBaHe Ha CbCHPELM BbB BEHUTE CJIE]] ONEepauus 3a CTABHO NPOTE3HPaHe Ha
Tazo0eIpeHaTa UM HAa KOJIAHHATA CT4Ba:

Biemere mppBara Tabiierka 6-10 yaca cnen onepaiusta.

AKoO cTe OHIH MOJJIOKEHH Ha IoJIsIMa onepalus Ha Ta300epeHaTa cTaBa, 00HKHOBEHO e NPHEMATE
TAONETKUTE B MPOABbNKECHHE HA 5 CEMHUIIH.

AKO cTe OMJTH IOJJIOKEHH Ha roJifMa Onepalis Ha KOJISHOTO, OOHKHOBEHO LLE ITpUeMate TabIeTKUTe B
MPOABIDKEHHUE HA 2 CEAMMUITH.

AKo cTe npHeaH nosede oT HeoO0xogumarta g1o03a Kapaatykean

HesabaBHo ce cepprkere ¢ Bamms nekap, ako cte npuenu nopede tabnerku Kapaatykcad or
Heo0xoauMoTo. [IpHeMbT Ha noseye Tabnetkd Kapaarykcad oT HeoOXOANMOTO MOBHIIABA PHCKA OT
KBPBEHE.

AKO cTe NpomycHann na npaemMere Kapaarykcan

Axo cTe IIPOIyCHalK €1Ha 1033, pUeMeTe 5 BeHara oM ce cetute. [lpueMere caeapamarta TabneTka
Ha CJICABALLMS JAeH U CIIE] TOBA NPOALIKETE J1a MpUeMaTe no e44a radieTka eJuH I6T ZHEBHO, KaKTo
0OMKHOBEHO.

He Baemalirte qBo¥iHa 1034, 33 Aa KOMIIEHCHpATeE NpoMycHaTaTa Tabierka.

Axo cTe cnipesn npHemMa Ha Kapaatykcan
He cnvpaiite npuema Ha Kapnatykcan, 6e3 aa cre ce nockBeTBanin ¢ Bauus nexap, nonexe KappatykcaH
MpeanasBa oT Ppa3BHTHETO Ha €JHO CEpHO3HO 3a00JIABAHE.

AKO UMaTe HAKAKBH ACITBAHUTENHH BBIIPOCH, CBBP3aHH ¢ yroTpedara Ha TOBa JIEKAPCTBO, MONHTAHTE
Baimsa exap uin dapMauesr.

4. Bu3MoXKHE HEXETAHH DEAKIHA

KakT0 BCHUKH JIEKAPCTBA, TOBA JIEKAPCTBO MOKE /12 NIPEAH3BUKA HEXENaHU peaKIiH, BBIIPEKH Y€ HE
BCEKM M NIOJyUaBa.

Kato npyru nopoOHH nekapcTBa 3a HamansisaHe oOpa3yBaHeTo HA KPbBHU cheupeln, Kapaatykcal MOKe
J1a JOBEJE 10 KPHBOM3IIMB, KOHTO Aa € MOTEHIHATHO KHUBOTO3acTpalnasail. MHOro CHJIHOTO KbpBEHE
MOYe CBIIO TaKa Ja J0BeZE A0 PA3KO ClaflaHe Ha KPBBHOTO HauAraHe (iok). B Haxou ciyyau
KPBBOU3JIMBLT MOXKE [1a HE € BHAHM,

Huagopmupaiite Batins jJekap HezabapHo, ako NpH Bac ce IposBH HAKONA OT CIACAHHTE HEXKeJIAHH
PeAKIHH:
- HpH3nanu Ha KbpBeHe
- KPbBOH3IHME B MO3bKA HJIH B Yepena (CHMITOMHTE MOraT Ja BKJIIOUBAT IIaBoboIHe,
eAHOCTPaHHa ¢1aboCT, NOBpbILAaHe, M'EPUOBE, HAMAICHO HHBO HA CH3IHAHHETO H

HezabaBHO!)
- APOABIKUTEIIHO HIIH MHOTO CHJIHO KbPBEHE



- cHiHa cnaboct, yMopa, Gl1e/IHOCT, 3aMadgHOCT, raBodoane, HeOOACHUM OTOK, 3alyX, 00JiKa B
TBPJUTE UITH CTCHOKAPIHSI.
BawusaT nexap Moxe ja pemu ga Bu HaGnioaaBa no-BHUMATEIHO HAH A2 IPOMEHH JICUEHHETO.

IIpA3HalH HA TEKKH KOKHH pPeaKIHH

- pasnpocTpaHABalLl, C€ HHTEH3HBEH KOXKEH O0pUB, MEXYPH HIIH 53BH ITO JHraBHIaTa, Hamnp. fo
ycraTta Hiu ounte (CHHAPOM Ha CTHBBHC-JDKOHCHH/TOKCHYHA eMUACPMANIHA HEKPOJIN3a).

- NEKapCTBEHA peakliis, KOSTO NPHYHHsBa OOpHUB, NOBHLICHA TEMINIEPATyPa, Bh3[IAJIEHHE HA
BbTPEILHUTE OpPraHH, OTKIIOHEHHS B KPBBHHTE MOKa3aTe/ii M cHcTeMHO 3abonsasane (DRESS
CUHJIpOM).

HecToTaTa Ha TE3H HEXENAHH peaKkiii € MHOro peaky (no 1 Ha 10 000 ayws).

HpH3HAIH HA TEKKH AJTICPrHIHH PeaAKIHH

. NIOJYBaHe Ha JJMIIETO, YCTHUTE, YCTATa, €3UKa WM FLPIOTO; 3aTPYAHEHO NPeribLIIaHe;
YPTUKaPHA ¥ 3aTPYJAHEHO AUILIAHE; BHE3AMHO CNIA[AAHE Ha KPBBHOTO HAMSAraHe.

YecToTaTa Ha TEXKHTE anepriHyHH PeakKilHH € ,,MHOro peaAKH” (aHAQUIaKTHYHH peaKkuHH,

BKJIIOMHTEIHO aHAGHIAKTHYEH LIOK, MOXe Aa 3acerHat Ao 1 ra 10 000 ayuim) v

»HEUECTH (AaHTHOEIEM M anepruyueH OToK, Moxe Aa 3acerHar Ao 1 Ha 100 qyum).

O000111eH CIUCHLK HA BL3MOXKHUTE HEXKeJIAHH PEAKIHH
YeeTw (Morar aa 3acernar go 1 Ha 10 gyum):

HeyecTn (Morat aa 3acernar o 1 wa 100 gynm):

HaMaJleHHE Ha Opos Ha 4ePBEeHHTE KPLBHH KJIETKH, B PE3YJITAT HA KOETO KoxkaTa BH MoxKe a cTane
Onena M Aa aoBede a0 cnaboct UK 3amyx

KbPBEHE B CTOMAaXa KJIM YepBaTa, KbPBEHE OT MUKOUYO-IIONOBUTE OPraHH (BKIHOYHTEIHO KPBB B
YpHHATa H OOHIIHO MEHCTPYAJIHO KbPBEHE), KBPBEHE OT HOCA , KbPBEHE OT BEHLHTE

KbPBEHE B OKOTO { BKJIIOYHTEJIHO KbpBeHe OT OAN0TO Ha OUUTE)

KbPBEHE B TbKAH HJIH KyX¥Ha Ha TAN0TO (KPBBOHACIAGHH S, CHHHHH )

KbpPBAaBY XpauKH

KbPBEHE OT KOXKATa WM NOJ KoXKara

KbPBEHE CIEA ONEpalus

ChA3ALIO KEPBEHE WK U3THYAHE Ha TCYHOCT OT XHPYpPru4saTa paHa

OTOLUH 10 KpaAHHULMTE

6onka B KpalHHLIMTE

HapylleHa ObOpeyHa QyHKIua (MOXe 1A C€ YCTAHOBH NPH U3CNEABaHUs, Ha3HAYCHH OT Baiins
neKap)

BHCOKA TEMINepaTypa

OonkH B cTOMAaxa, HapyLUEHO XpaHOCMHUJIAHE, I'aficHe U MOBPBLLUAHE, 3anekK, AHapus

HHCKO KPBBHO HANSraHe (ChbC CHMNTOMM, KaTO YCEIaHe 3a 3aMadsHOCT WK NPUMalABaHe IIPH
U3IIPABSHE)

HaMaJIeHa 0o0Iua cuna U eHepruuHoct (ciiaboct, yMopa), rnasobonue, 3aMasHOCT, MPUNAAbLH
o0puB, cepbex No koxara

U3CJEABAHUATA Ha KpbBTa MOFaT Jla MOKAXKAT [IOBUILABAHE HA HAKOH YEPHOJPODOHH EH3MMH

KPHEOH3JIHB B MO3BKA RITM B Uepena (BuXTe no-rope, [IpM3Haliy HA KbPBEHE)
KPBLBOU3IHB B CTaBa, KoHTO aa npean3BHKea 60J1Ka HIH OTOK




- TpoMOOLHTONeHns (HHCHK Opoit TpoMOOIIMTH; TOBA Ca KJIETKH, KOMTO IOMAraT ChCHPBAHETO Ha
KPBBTA)

- a/ICPTHYHH PEaKLUH, BKITIOUHTENHO KOXHH AflepriyHy peakuuy

- HapylueHa yepHoApoOHa GyHKuMs (MOXeE Ja ce YCTAaHOBH, ako JieKapaT BH HasHauH H3CeaBaius)

- M3CJICBaHUsATA Ha KPBBTa MOXKE J1a TIOKAXKAT [IOBHIIIaBAaHE Ha OUAMPYOHHA, HA HAKOH
MAHKPEATHYHH UJIH YEPHOAPOOHH €H3HMHA WK Ha Opos Ha TPOMOOLIHTHTE

- NPHNATBK

- ODIL0 HEPAZOIOKEHHE

- YCKOPEH ChpACYEH MYJIC

- CyXOTa B ycTara

- ypTHKapus

Peaxs (Morat za 3acerHar ao 1 Ha 1 000 aywm):

- KbPBEHE B MyCKY.JI

- XOJNECTa3a (HaMaIeHO OT/JENIAHE Ha XJTbYKATA), XENATUT BEJI. XENATOUENYIAPHO YBPEXKIaHe
(BB3MANEH YepeH Apob, BKIFOUHTERHO YEPHOAPOOHO YBPEXKAAHE)

- MOXXBJTABAHE Ha KOXKATA H OUYUTE (KBITCHHULIA)

- JIOKAJIU3HPAHHW OTOLH

- ChOMpaHe Ha KpbB (XEMaTOM) B CIaOHHMTE KaTO YCAOKHEHHE OT ChpAEYHA NMPOLEAYPA, IPH KOATO
€ MOCTaBEH KATETHP B apTepHd B Kpaka Bu (ncesaoaHeBpusma)

Mmuoro peakn (Morar ga 3acersart go 1 Ha 10 000 gywn):
- HaTpyNBaHE HA eO3HHOGMUNH (rPAHYIOLKATH ), BHA O€IH KPBBHU KJAETKH, KOHTO ITPHYMHABAT
BL3naneHue B benure Apobose (€03WHOMGUAHE NHEBMOHUA)

C HeusBecTHA YecTOTA (OT HANMUHHUTE JAHHH He MOXe Aa ObJe HarpaBeHa OLEHKA 33 YECTOTATa)

. O0b0pedHa HeNOCTATEYHOCT ClIE] TEXKKO KbpBEHe

- HapylIeHHe Ha ObOpeyHaTa (PpYHKIMA, Bb3HHKBALLO [MPY AHTHKOATryJIAHTHO JICYEHHE, NOHAKOra C
HAJIHYHE Ha KPbLE B YpHHaTa (HedponaThsa, CBbp3aHa ¢ aHTHKOATYJIAHTH )

- MOBHIUEHO HaNpPeXeHHE B MYCKYJIHTE Ha KPaKaTa HiH PbLUETE CNell KbPBEHE, KOETO BOAH 10 DOJIKH,

OTOK, IIPOMEHEHA YYBCTBHTEIHOCT, M3TPLNBAHE HIIH Mapajin3a (KOMIAPTMEHT CHHPOM CJIE]]
KbpPBECHE)

CrobiaBane HA HeXeJIAHH PeaxKiHH
AKO IOy YHTE HAKAKBH HEXENAHHM JIEKAPCTBEHH PEaKLMy, yBeaoMeTe Bamua nekap wid papManesT.
ToBa BKJIIOYB2 BCHYKH Bh3MOMHH, HEONIHCAHH B Ta3H JIHCTOBKA HeXellaH! peakuuu. MoxeTe cpmio aa

CHOOLIMTE HEXENaHH PeaKLUWK AMPEKTHO Ype3 HaHOHAITHATA CHCTEMA 3a ChoOIlaBaHe KbM
HM3nbHHTEHATa areHU|s 10 JeKapcTBara, yi. ,,JlamsaH I'pyes” Ne 8, 1303 Codms, Ten.: +35928903417,

yebcaiT: www.bda.bg. Kato crobiaBarte nexelaHH peakiiu, MOXKeTE Jia JaJeTe CBOA IIPHHOC 3a
noJly4aBaHe Ha noBeye HHGOpPMallia OTHOCHO O€30MacHOCTTa Ha TOBA JICKapPCTRO.

5. Kak aa chxpanasare KapaaTykcan

Ha ce chbxpaHaBa Ha MACTO, HEOOCTRITHO 34 ACla.




He u3non3eaiTe ToBa JIEKapCTBO CNEA CPOKA Ha FOAHOCT, OTOENA3aH BbPXY KapTOHEHATa ONaKOBKa cel
»1 OA€H 10:" ¥ BEPXY BCekH bauctep caen ,,EXP“. CpokbT Ha FOZHOCT OTTOBaps HA NOCHEAHUS JEH OT
MOCOYCHHUS Mecell.

Topa JAEKAPCTBO HE H3UCKBA CTICIIHAIHY YCNOBHA HA CbXPAHCHHE.

PazrpotieHU TabieTku
Pazarpoiienure TabneTku ca cTabUNHK BB BoAa H A0BLAKOBO Mope A0 4 vaca.

He w3xBbpasiiTe nexkapcTrata B KaHTM3AIMATA HITH B KOHTeHHepa 3a JOMAalIH| oTnaabuy. [lonutaiTe
Baiwus dapmanerT kax a H3XBBPIATE JIEKAPCTBATA, KOUTO BeUe HE H3MoN3eare. Te3u MEPKH LIS
CITOMOTHAT 34 ONa3BaHE Ha OKOJIHATA CPEAa.

6. CunabpkaHue HA OIAKOBKATA H JONBLJIHATEIHA HAGOpPMALHA
KakBo ceanpxa KapaaTykcan

- AKTHBHO BelLeCTBO: puBapokcabaH. Beska Tabnetka chaspika 10 mg pusapokcadan.

. pYyrH CbCTABKH;
Anpo Ha TabneTkaTa: MUKPOKPHCTANHA HEyao3a, KPOCKapMeno3a HaTpHid, 1aKkTo3a MOHOXHIaT,
XHMIIPOMEN03a, HATPUEB JIay PUICYJihaT, MarHe3ueB creapat. Bukre Touka 2 ,,KapgarykcaH
ChAbPXKA AAKTO3a M HATPHH .
Dunmoro noxkputhe: makporos PEG 4000 (E 1521), xunpoMenosa, TutaHoB guokcuy (E 171),
JIAKTO3a MOHOXHIpAT, XKeneseH okcH, yepseH (E 172), TpuaneTus.

Kak m3rnexga KapaarykcaH H KaKBO CBALPXKA ONAKOBKATA

dunmupanute Tabnerku Kapaarykcan 10 mg ca cBeTIOpo30BH, KPbIiH, ABOHHOU3ITbKHAIH (JHAMETHP
OKOJIO 3,3 mm), ¢ o3HayeHue “D1” ot exqHara cTpaHa.

OnakoBaHH ca

- B OAKCTEPH B KapTOHEHH OMAaKoBKu o 3, 10, 14, 28, 30, 56, 90, 98, wii 100 bunMupanu Tabnerku
HJIH

- B €AHO030BY OIUCTEPH B KapTroHeHn onakoekd mo 10 x 1, 30 x 1, 90 x 1 uau 100 x 1 ¢unimMupany
TabJIeTKH.

bnucrepure cuaepxat 5, 10 unu 14 ¢paaMupann t1abneTku.

He BcH4KH BHAOBE ONIakOBKH MOraT Aa ObJaT NyCHaTH B npojaxsa.
IIpuTexarTen Ha pa3pellieHHETO 3a ynoTpeGa

Gedeon Richter Plc.

H-1103 Budapest

Gyomrdt it 19-21.

YHrapus

IpouzBoanTesN

GEDEON RICHTER POLSKA Sp. z o.0.




ul. Ks. J. Poniatowskiego 5
05-825 Grodzisk Mazowiecki
[Tonma

To3n NPOOYKT € PA3peilieH 3a ynm'peﬁa B CTPAHHTC-YJICHKH Ha EBpDHBﬁCKﬁTﬂ HKOHOMHAYECCKO
NpoCTPAHCTBO ChC CJIEAHATE HMCHA .

bbnrapus: KAPJATYKCAH 2,5 mg, 10 mg, 15 mg, 20 mg ¢puamupadu TabieTku
Yexus: KARDATUXAN

EcTronus: KARDATUXAN

YHrapus: KARDATUXAN 2,5 mg, 10 mg, 15 mg, 20 mg filmtabletta

JluTBa: KARDATUXAN 2,5 mg, 10 mg, 15 mg, 20 mg plévele dengtos tabletes
JlaTBua: KARDATUXAN 2,5 mg, 10 mg, 15 mg, 20 mg apvalkotas tabletes
[Tomnua: KARDATUXAN

PyMbHuS: KARDATUXAN 2,5 mg, 10 mg, 15 mg, 20 mg comprimate filmate

CnoBakus: KARDATUXAN 2,5 mg, 10 mg, 15 mg, 20 mg filmom obalené tablety

JaTta Ha DocjIexHO Npepasraexaane na gucropkara: 09/2023




