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Sevelamer Sandoz 800 mg film-coated tablets
Cesenamep kapbonar (Sevelamer carbonate)

IIpoveTeTe BHAMATEIHO NEJIATA JTHCTOBKA, IPeAH AA 3aI0YHETE Aa NPAEMATE TOBA JEKAPCTBO, THH

KaTo T4 ¢hAbpxa BaxkHa 32 Bac aadopmanna.

- 3ara3sere TaszH JIMCTOBKA. Moske fa ce HaNOXKH Ja A IPOtETETE OTHOBO.

- AKO MMaTe HAKAKRH JOIMBIHKUTEIHH BLIIPOCH, nonuTaiite Bamus nekap wiM gpapmanesr.

- Tosa nekapcTBO € NMpeANHCAHO SAHHCTBEHO U THYHO Ha Bac. He ro nipeorcThIBaiTe Ha APYTH XOpa.
To MoXke 42 HM HaBpeOH, HE3aBHCHMO 1€ IIPH3HALIMTE HAa TAXHOTO 3a00JIBaHE Ca CBHIIKTE KaToO
Bauure.

- AKO NOMy4YHTe HIKAKBH HEXEIaHH IEKAPCTBEHH peakiMK,yBeoMere Bamud ekap. Toba BKIIOYBA H
BCHUYKH BH3MOXKHH HEXENaHH peakliH, He OIHCAaHM B Ta3H JIMCTOBKA. BibkTe Touka 4.

KakBo cbAbpka TA3A JACTOBKA

Kakso npeacrarnapa Cepenmamep Canmos 4 3a KaKBO C€ H3IT0N13BA
Kakso TpsbBa ga 3Haete, npeau na npueMere Cepenamep Cannos
Kak na npueMare Cepenamep CaHnos

B13MoxHHM HexeJTaHH PeaKIHH

Kak na cwxpansapare Cesenamep Cannos mg

ChappKaHUe Ha ONAKOBKATA M AOITRIHHTENHA HHpOpMallHs

O s e

1. Kaxso npeacrasiaaBa Ceseaamep CaHI03 B 338 KAKBO Ce H3MOJI3Ba

Cepenamep CaHao3s cpabpiKa ceBenaMep KapOoHaT Karo akTHBHO BemecTso. Toit ce cBbp3Ba ¢ docdara ot
XpaHaTa B XpPaHOCMIJIATEIHHA TPAKT H 110 TO3M HaYKMH NMOHWKABA HHUBATa Ha CEpYMHHA ¢octhop B KPBLBTA.

INanuerTHTe, YuKUTO OBLOpELM HE PYHKUMOHUPAT NPABAIHO, HE MOTAT Ja KOHTPOJAHPAT HUBOTO Ha CCPYMHHA
¢ocdop B KpeBTa. B TO3H ciy4al konudecTBOTO Ha pocdara ce noeumasa (BaumaT ekap e U3Mo03Ba
TepMHHa xunepdocharemun). [loenmenure HuBa Ha cepyMuna ¢ocdop Morart Ja AoBenar a0 obpasysane
Ha TBBLPAHY OTAAraHWA B TAJIOTO, HapedyeHH Kanuudukary. Te3u oTyiaraHua Morar Ja ,,BTBBPAAT
KPBBOHOCHHMTE ChAOBE W Jla 3aTPYAHAT H3TIACKBAHETO Ha KPHEBTa B TAUIOTO. [IOBHIIEHHAT cepyMeH dochop
MOJKe Z1a AOBEJE U 00 ChpOeXK Mo KoXKaTa, 3a4cpBIBaHe Ha OUHTE, KOCTHA O0NKa H KOCTHH CUYNBaHHA.

2, Kaxkso rpafBa ga 3naere, npeas Aa npuemere Cepenamep Cannos

He npuemaiite Cepenamep Cangoa:

° ako MMaTe HECKH HABA Ha ¢docdar B KpbBTa (Bamuar nexap 11e npoBepH JalH TOBA € Taka),
° aKQ HMaTe YpeBHA HEIPOXOAHMOCT;
¢ aKo CTE AJePrudHH KbM AKTHBHOTO BEIECTBO H/IH KbM HEKOH OT OCTAHAJHTE ChHCTABKH Ha

TOBANCKapCTBO (M30pOEHH B TOYKA 6).

[IpenynpeikieHAs ¥ UPpeATAIHE MEpKH
['oBopere ¢ Baiud nexap npenu na npuemere Cesenamep CaHnos, ako HIKOE OT CIIEIH
Bac:

npo0JIeMH C I'bJATAHETO
1pobeMH ¢ MOTHJIHTETA (CNOCOGHOCTTA 32 CHOHTAHHO ABHXXEHHE) HA CTOMAXA
. YECTO MOBpPbIIAHE



J AKTHBHO Bb3NaJIcHHE HA TepBaTa
J M3BBpLIcHA BH € cepro3na onepanud Ha CTOMaxa WIH YepBarta.

besonacHocTTa M edHKacHocTTa Ha CeBeslaMep CaHIoO3 He ca YCTAHOBEHH INPH Aelia (Ha BB3pacT non 18

FOJHHH).
Ilopanu ToBa He ce npenopbuBa ynorpedara Ha Cepenamep Canyios npH Jena.

Honwanumennu nevenun.
IMopaau Bawero 660peuno 3abongaeane Wiv AManu3HOoTO BH NeveHue, Moxe aa:

. pa3BHeTe ChCTOAHHE ¢ HHCKH MITH BUCOKHM HHMBA Ha Kaiauuii B KpbBTa. Thif kaTo Cesenamep Canzos He
ChABPKAKAILIH, Bammuar iekap Moxe Aa Npeanuine JOIbIHHTEIHH KaIHeBH TaDIEeTKH.

- HMaTe MaidKoO KonHuecTBo BUTaMHH D B KphBTa. ETO 32110 BawmaT nekap MOXe aa cieqH HHUBaTa
HaBHTaMiH D B KphETa BH H, ako € Heo6X0AuMO, Aa NMpeAnHile AOMBJIHHTEIHO BUTaMHH D. Ako He
NpyHeMaTe MyJTTHBHTAMHHHH NOOABKH, MOXKETE a pa3BHETE B ChCTOAHHE C HUCKK HUBA Ha
BuTaMHHHA, E, K 1 donuepa kuceniiHa B KpbBTa, opagy KOeTo Baluar nekap MOXKe Ja CIEIH TE3H
HHMBA H JanpeAnHilie BATAMHHHH 100aBKH, aKo € Heo0X0oauMo.

Creyuanna 3abenexcKa 3a nayueHmu Ra@ ORATN3A.

Mosxe aa pasBHere NepHTOHHT (MHGEKIIHI HA TEUHOCTTA B KOpeMa), CBBp3aH ¢ Bamata nepuToHeanHa
apanuza. To3u pHCK MOXe J1a ObZie HaMalIeH Ype3 BHUMATEHO MPUALPIKAHE KBM CTEPHIHMTE TEXHHKH NPH
CMsiHa Ha TopOuuxara. TpaGsa He3abasno Ja yBegomMuTe Bamusg jeKkap, aKko MOJIYYHTEe HOBH NPHA3HAINH
HJIH CEMOTOMH HA CTOMAINEH AHCKOMQOPT, HoAyBaHe HA KopeMa, 00J1Ka B KopeMa, YYBCTBHTEIHOCT
B KOPeMHATA 00/1aCT HJIH TBbPA KOpPEM, 3a1eK, NOBHIICHA TeMIIEpaATYpAa, BTPHCaHe, FaleRe HIH
noepbmane. Tpabra na ouakeate aa 6naeTe HabMOAaBaHHU NO-BHEMATEIHO 3a [TpobeMy ¢ HECKH HEBA Ha
ButaMuHH A, D, E, K 1 donuena xucenuua.

JApyra nekapcTBa #H Cesenamep Cangos
Hnadopmupatite Balus nexap, ako NPpHEMATE, HACKOPO CTE NPHUEMAIHA HIH € BE3MOXKHO Ja IPHEMETE IPYTH
NEeKapCTBa.

Cesenamep Cannos He TpaOBa Ja ce IpHeMa NoO eJHO0 ¥ Chilio BpeMe ¢ BEnpodrorcanun (AaHTHOMOTHK).

AKO npHeMaTe JeKapcTBa 3a ChpACYHE PATHLMHH Opob/ieMH HIH 32 enHIencHs, TpaOBa Ja ce
KOHCyITHpaTte ¢ Baluud gekap, korato npuemare Cesenamep CaHios.

EgekTHTe Ha JIeKapCTBa KATO HUKJIOCTIOPHH, MHKOQEHONAT MOGeTHII U TAKPOIHMYC (IipenapaTH,
H3NOJI3BAHH 33 NOTHCKAHE HA HMYHHATA CHCTeMA) Moxe Ja ce HaMaaT oT Cesenamep Cannos. Bammar
nekap me Bu name CBBET, aKo IpUeMaTe Te3H JICKapCTBa.

HepocTursT Ha THPEOWIACH XOPMOH MOXe Aa c¢ Habnoaasa paaKo NPH ONpEAE/ICHH JIMLA, NPHEMALIH
JEBOTHPOKCHH (M3MOI3BaH 3a JIeUeHHe Ha HUCKH HHABA Ha THpeonacH XopMoH) H Cesenamep Canpos.
Ilopaan ToBa Bamuar iekap MOXe a CiieaH IO-BHHUMATE/IHO HUBATa HA THPCOHAHHUA CTHMYJTHpaL XOpMOH
B KpbBTa BH.

BauuaT nexkap Moke Aa IpOBepsBa PeIOBHO 3a B3auMoeiicTeug Mexay Cesenamep Canno3 ¥ IpyTrH
NEeKapCTBEHH MPOXYKTH.

Cepenamep Cangol ¢ XpaHa H HAIHTKH
Tpadra na npuemate Tabnerkure Cepenamep CaHao3 no BpeMe Ha XpaHEHE.

PeprranTeT, OpeMERHOCT H KbPMEHE




AKko cre OpeMeHHa MITH KbPMHTE, CMATATe, Ye MOoXKe Aa cte 6peMeHHA WIH IJIaHBpaTe OpeMEeHHOCT,
NochBETBaNTE ce ¢ Bamua nekap npexnu ynorpedara Ha ToBa nexapctso. He ¢ u3BecTHo ganu Cepenamep
Canno3 uMa eeKT BpXY IUIONA.

Hndopmupaiire Bammns nexap, ako HcKate aa kbpMuTe Bamero 6¢6e. He e u3sectHo nanmu Cepenamep
Canpo3 MOXe¢ Ja IpeMMHE B KbPMaTa M a OKaXke BIHAHHE BbpXYy Bameto aere.

[ToceBeTRaiite ce ¢ Bammd nekap MK (papMALICET OpeaM yroTpebara Ha KOETO U Aa € IEKapCTBO.

Ilopurpane 1 paboTa ¢ MAMHHNE
He ca npoBexxnaHu Mpoy4BaHHA 3a edeKkruTe BEPXY CIIOCOOHOCTTA 3a modupate H pabora ¢ MaIMHH. AKO
criocobHocTHTe BH ca 3acernary, He wodupaiTe ¥ He H3NOM3BAHTE HHCTPYMEHTH HIIH MAIIHHH.

Cesenamep CaHao3 cuabpka JaKT03a

Cepenamep Canj03 TabJeTKH ChABPXKA JaKkT03a (Myic4Ha 3axap). [lauyenTuTe, KOHTO ca ¢ HENOHOCHMOCT
KBbM JIAKTO3a IHIH HMaT PEIKH HacleACTBeHH 3a00I9BaHMA KaTO ralakTo3Ha HEMOHOCHMOCT, Lapp
NakTa3eH AeGuuMT WM rIOKO30-ranakTo3ya ManabcopOuus He TpAOBa a IPAESMAT TOBA JICKAPCTBO.

3. Kak ga npaemarte CeBenamep Cango3s

Brnaru npuemMaitre CepentaMep CaHmos TouHO KakTo Bu ¢ kaszan BammsaT nekap. Bamyar iekap me
OmnpeAe/H A03aTa Bh3 OCHORA HA HABOTO Ha cepyMmHud ¢ocdop.

IlpenopbueaHata crapropa A03a Cesenamep CaHa03 TabneTky 3a BB3PACTHH M /M3 B HaNpeaHala Bb3pacT
(> 65 rogunH) € eaaA Ao ABe TAbJeTKH ot 800 mg ¢ Besiko XpaHeHe, 3 ILTH JHEBHO.

TabJieTkuTe TPpAOBA Ja Ceé I'bJTAT BeJaH. He crpuBaiiTe, AbBYCTE HWIH CUYINBaHTE Ha Mapyera.

B Hakomr cinyuau, xoraTo Cesenamep Canno3 TpabBa Ja ce npHEMA N0 CHIIOTO BPEME KATO APYro
JekapcTBo, BamuaT sekap Moxe aa Bu riochBeTBa Aa NMpHEMAaTEe TOBA JIEKapCTBO 1 Yac IIpeIH WM 3 Jaca
cinen npueMa Ha Cepenamep CaHno03, HiIH MOXKE 1a TOMHCIIH 32 HaOIOeHHe Ha HUBATa HA TOBA JICKAPCTBO
B KPBBETA.

BammAT JeKap e NpoBepsABa EpHORMYHO HUBATa Ha ocdopa B KpbBTa B M MOXE 1a KOPHIHpa A034Ta
Ha Cepenamep CaHgo3, KOTAaTO € HeOOXOQHMO 3a AOCTHTaHe Ha MOAXOAAII0 HHBO Ha docdara.

AKoO cTe DpHeJH nopeue oT HeobxoaamaTa K032 Cepenamep Cannos
Hsama cro0meHns 3a npeao3upane NpH NalMeHTH.
B cmyuaii Ha BeposTHO npenosupane Tpabea Aa ce cBBp:KeTe He3abaBHO ¢ Bamua nekap.

Ako cTe nponycaaan aa npuemere Cesenamep Canaos

AKO cTe NpoIyCHaNH eHAa 1032, Ta3H Jo3a TpA0Ba Aa ce M3MyCHE M ClieABallaTa 4o3a TpAOBa Aa ce npHeMe
o obuuaitHoTO BpeMe ¢ XpaHa. He B3eMaiite ABOKHHA 1034, 32 Na KOMIEHCHpaTe NpOMyCHATaTa A03a.

4. B13MOKHE HeKeJIAHH PEAKIHH

KaxTo BCHYKH JIeKapCTBa, TOBA JIEKAPCTBO MOXKE Aa NPeIU3BHKA HEXXENaHH pPeakili, BBIIPES
' [0JTy4aBa.

CnenuuTe HeXeNaHH peakliMH ca choOIleHH NpH narHeHTH, npueMaind Cesenamep Cang



Muoro wecT (MOXKE Za 3acerHart noeeve ot 1 Ha 10 gymm): noBpeiaHe * 3aneK * 60Jka B rOpHaTa 4acT Ha
KOpeMa * raeHe

Yectd (Moxke aa 3acerHar Ao 1 ot 10 qyum): nHapus * xopemHa G0JIKa * ToINO XpaHOCMMIIAHE * CbOHpaHe
Ha ra3oBe

Ilpn xnurpyHaTa ynorpeda ca cboOINEHH ¢iTyyan Ha CbpOexk, 00pHB, 3ab0aBeH MOTHIHTET (ABHXKCHHE) Ha
yepBata/ 3alymBsaHe Ha MepBara H nepdopanus Ha UpeBHATa CTEHA.

Toii KATO 3aNMEeKsT MOXKE 13 € paHEeH CUMITOM Ha Gnoxupane Ha Yyepeara, Mons uHbopMmupaiite Baumg
nexap WM ¢apMaleBT.

Cro0maBane HA HEXKEJIARH PEAKIHA

AKO NONyYHTe HAKAKBH HEXENaHH JIEKapCTBEHH peakiii yeeaoMere Bamuma nekap. Tosa BKIIIOYBa BCHUKHY
BB3MOXHH HE OMUCAHH B Ta3H JIUCTOBKA HEXKEJNAHH peakii, MoxeTe CBIIo Aa ChoOIMTE HEXKETaHH
peaKiWy JHPEKTHO upe3 MampIHUTEHA areHIHA 110 JieKapeTBarTa, yiL. ,,Jlaman I'pyee” Ne 8, 1303 Codus
Ten.: +359 2 8903417, yebcait: www.bda.bg. Karo ¢ch001UaBaTE HEXKENAHH peaKI[HH, MOXKETe Oa RaAcTe
CBOsl IPMHOC 3a NI0yYaBaHe Ha NTOBeYe HH(OpPMaLlisi OTHOCHO Oe30nacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak ga cpxpanssare Cesesiamep Cannos
Ha ce cexpaHsBa Ha MACTO, HEJOCTEITHO 33 AcLia.

He H3monspaiiTe TOBa 1I€KapCTBO CIel CPOKa HA TOOHOCT, OTOCIA3aH BEpXY OYTIWIKAaTa M BTOPHYHATA
OonaxkoBka ¢nen “TogeH go:”.

To3n nekapcTBeH MPOAYKT HE H3HCKBA OCOOEHH YCIOBHA 33 CHXPAaHCHHE.

He u3xpupngiiTe nexkapcTBaTa B KAaHAJIM3ALMATA WIH B KOHTeHHepa 3a AoMaliHH otnaAsluH. [lonuraiite

Baumusa fpapmMaiiesT Kak Ja UsXBbPIALTE JIEKAPCTBATA, KOWTO BEYE HE H3MOM3BATE. 1€3H MEPKH L€ CIIOMOrHar

3a OMA3BaHE Ha OKONHATA Cpeja.

6. Cerabpxande HA ONAKOBKATA H JONBLJHHTENHA HRpoOpMaANHSI

Kakgo cuanpka Cesenamep Canpos

- AKTHBHOTO BEILIECTBO €: ceBeslamMep KapOoHaT. Beska rabnetka coappxa 800 mg Ha ceBenamep
KapOoHar.

- Jpyrure ¢bCTaBKH ca: JIaKTO3a MOHOXHIPAT, CWIHLHER JHOKCH, KOJOHIEH Oe3B0eH, IIHHKOB
cTeapaT. QHJIMOBO MTOKPHUTHE ChABPIKa XHITpoMenosa (E464), nuaneTmiTHpaHH MOHOTJTHICPHIH.

Kax mriaexaa Cesenamep Cangoi H KAKBO CEABPAKA ONAKOBKATA

Cerenamep Cannos ca oBatHa, 64712 A0 MoyTH 6enr GrIMHpaHH TabeTku ¢ BUTEOHATO penedHo
o3zHadyeHHe 'SVL' oT eaHara crpaHa.

HDPE OyTiiky ¢ NOMUMpONIAISHOBA KanavkKa.
Bceaka 6yrunka ceabpxka 180, 200 wan 210 Tabnetkn.
CHCTaBHH ONAKOBKH, ChABbPXKAIIHM 1, 2 Win 3 OYyTIWIKM ca Ha pa3NoIOXKECHHE.

HDPE 6ytunku cpabpxar cymuren. He usBaxknaidre T034 cyludTes oT OyTHIKATA.

He BcHukH BHOOBE ONAKOBKH MOTaT Ja ObJAT [IYCHATH B Npoaaxkoa.




IpuTexaTeN HA paspemeHHeTO 3a ynorpeda H IPOAIBOXATEI

IpHTexaTen Ha pa3pellieHHETO 3a ynorpeda
Kiron Pharmaceutica B.V,

Sterreschansweg 79
6522 GM NIJMEGEN
HunepnanmHa

IIpoH3BOANTEN
Synthon Hispania S.L.

Castello, 1
Poligono Las Salinas
(08830 Sant Boi de Llobregat

Henanus

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben,
I'epMaHus

To3n AeKAPCTBEH NPOAYKT € paspemen 3a ynorpeda B crpanuTe - 4ienkH ua EMO cse careannTe
HMeHa:

Hanus Sevelamer Sandoz

ABcTpHA Sevelamer Sandoz 800 mg Filmtabletten

benarua Sevelamer carbonate Sandoz 800 mg filmomhulde tabletten

XnbpBaTcka Sevelamer Sandoz 800 mg filmom obloZene tablete

Kumsp Sevelamer Carbonate Sandoz

Brarapus Cesenamep Cannos 300 mg punmupann tabnerku
Sevelamer Sandoz 800 mg film-coated tablets

Yexus Sevelamer Carbonate Sandoz 800 mg

QuHIAHINA Sevelamer Sandoz 800 mg tabletti, kalvopiiillysteinen

Opanuun SEVELAMER SANDOZ 800 mg, comprimé pelliculéIreland

Hpnanpus Sevelamer carbonate Rowex 800 mg Film-coated tablets

JiaTeua Sevelamer Sandoz

JlutBa Sevelamer Sandoz 800 mg plévele dengtos tabletés

JrokcemMOypr Sevelamer Sandoz 800 mg comprimés pelliculés

Xonangua Sevelameercarbonaat Sandoz 800 mg, filmomhulde tabletten

Hopeerus Sevelamer Sandoz 800 mg filmdrasjerte tabletter

ITomma Sevelamer carbonate Sandoz

PymbHUS Carbonat de sevelamer Sandoz 800 mg comprimate filmate

CnoBakus Sevelamer carbonate Sandoz 800mg

CroBenus Sevelamer Lek 800 mg filmsko oblozene tablete

HIsenya Sevelamer Sandoz 800 mg filmdragerade tabletter

JlaTa Ha HOCJICAHO NPepa3IIekAaHe HA THCTOBKATA
MMATIT




