JlucTopka: HH(pOpMALHY 32 NALHEHTA

POCPEHOJ 1000 mg tabneTku 3a AbBUEHE
FOSRENOL 1000 mg chewable tablets

nanTay (lanthanum)

IIpoueTeTe BHUMATEIHO HAJIATA JIICTOBKA, NPENH 12 3aNI04HETe 1a NPHEMaTe TOBA JIeKapcTBO,
Thii KATO TH CHABLPKA BaxkHa 3a Bac undopmanns.

- 3amaseTe Ta3u MUCTORKA. Moxe 1a ce HAJIOKM /1A 4 POYETETE OTHOBD.

- AKo0 ¥MaTe HAKAKBH JONBIHUTE/IHH BPEOPOCH, onuTaliTe Bamug nekap uan (papManert.

- Topa 1eKapCTBO & MPEANHCcaHo AyYHo HA Bac. He ro npeotcrenBaiite Ha apyru xopa. To Moxe
Ila M HaBpeH, HEIABHCHMO Y¢ TIPHM3HALINTE Ha TAXHOTO 3a00NgBaHe ca ChillUTe KaTo Bamure.

- AKO NoNy4uTe HAKAKBH HEXENaHH JICKAPCTREHH PeakunH, yeeioMeTe Baums nexap wiy
tpapmanenT. ToBa BKOYBA H BCHYKH BB3MOXKHH HEKEIAHH PeakItnH, HEONHCAHH B TA3H
NnucTOBKA. Bikre Touka 4.

Kaxpo ChALP#a TA3H JHCTORKA:

Kakso npezcrasnasa GocpeHon 1 32 KaKBO Ce H3NOM3Ba W3MBJHUTENHA ATEHUWS NO NEKAPCTBATA
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DocpeHon ce U3N0/3Ba 3a NOHNKABaHe Ha HUBOTO Ha (GochaTH B KpbBTa IPH BE3PACTHH MALAEHTH C
XpoHH4Ha OBOpeYHa HENOCTATHYHOCT.

[Nauuentrre, unuto 6u6pely He PYAKUMOHHPAT NPABH/HO, HE ¢4 B ChCTOAHHE A KOHTPOIUPAT
HHBOTO Ha ocdaT B KpbRTa. Torasa KOJIMUECTBOTO Ha (ocdaTy B KPBBTA ¢e yReMHyara (Bamuar
JeKap Mke Ja Hapede ToBa xunepdochareMns).

OCPeHON € JIEKAPCTBO, KOETO HaMANiBa YCBOABAKETO Ha (ocdarure oT XpaHaTa, Karo ¢e CREP3Ba ¢

TAX B XpanocMmuiatennns Tpaxt. Pocarute, ceppzann ¢ GocpeHo, He MOTAT 112 (BAAT YCBOSHH Tpes3

ypeBHATa CTeHa.

2, Kakso TpalBa aa 3naete, npeau aa npuemete Oocpenon

He npuemaiire ®ocpenon

" AKO CTE aNepriYHH KM JAHTAHOB KapOGOHAT XMAPAT WA KbM HAKOS OT OCTAHAINTE ChCTABKH Ha
TOBA JIEKAPCTRO (H30POSHH B TOYKa 6).

= apo HMaTe HHCKO HHBO Ha (ocdary B kpbBTa (xMnohocharemus).

Tlpeaynpexnenns u NpeANa3HA MEPKH

I'osopere ¢ Bamua nexap win dapManest, npean na npueMere QocpeHo, ako HMaTe WIH CTE HMAIH
HAKOH OT CIICAHUTE:

. PaK Ha cTOMaxa HIH Yepsata
. BB3[IAJTUTENHO 3a00/MBaHE HA YepBATa, BKIIOYHTRITHO YIILIEPOIEH KOTUT

1




KOpeMHA Oniepalist Wi HH(EKIIHA W Bh3NaJieHHe Ha KopeMa/ueprara (MepHTOHNT)
4383 Ha CTOMAaXxa HIM Ha JepBaTa

. 3anyITBaHe Ha yepBara MiTH 3a0apeHo JBHKEHHE B Yepeara (IepHCTANTHKA) (HapUMep, 3anek
H CTOMAIHKE YCIHOKHEHHA, IbDKALM ce Ha nuabeT)

. HamaneHa QyHKIHS Aa yepHus Apol uiu OnOpennTe.

Meuoro e sawuo Tabnerkute DocpeHON fa ce CABBKBAT HATLINO, 2 HE 4 CE I'BIITAT 1IENH WiH
HefpoOpe casekand. Topa e HaMamH PUCKA 0T HeXeNaHu CTOMANIHO-YPEBHH YCIOXKHEHHS KaTo
pPa3KbCBAaHE HA YPeBHATa CTEHA, 3alfyllBaHe Ha Yeprara, 3anex (BKTe TOuKa 4).

Axo umare HamaneHa 6p0peuna GyHKiHa, Bamuar iexkap Moxe na pel NepuoInvHO Ja IPORepABa
HHBOTO Ha KILMH B kpbBTa Bu. Axo HMaTe TBbpIAe Mako kanumii, Moxe aa Bu 6b1e nanen
JONBIHATENHO.

AKO ce HYK[]aeTe OT DEHITEHOBA JMATHOCTHKS, MO 1a HHpopmupaTe Bamrmg nekap, ue nprHeMate
DocpeHon, ThH KaTO TOBA MOXKE @ TIOBJHAE HA Pe3yNTATHTE.

Axoce HY¥}nacTe 0T SHROCKONCKO H3CHCABANL Ha CTOMAMHNO-YPCBENA TPAKT, MOJiH,
undopMupaiite Bawms nexap, ye npueMare docpenon (1aHTaH), Thil Kato

CTEMHAIUCTDT, KOHTO U3BbPLIBA EHIOCKONUATA, MOKe 13 YCTAHORH OTNATAHMA HA JIAHTAH B
XPpaHOCMHMNATEIHHA TPaKT.

JApyru nexapetea u Gocpenon

Hudopmupaitre Baums nexap uny gapManesT, ako IpHEMaTe, HAaCKOPO CTe NPUEMANH WM €
Bh3MOKHO A2 MPHEMeTe APYTH JIEKAPCTRA.

PocpeHON MoKeE Ja OKaXKe BIHAHME BEPXY HauHHA HA YCBOABAHE HA ONPEe/IeHHU JIeKapeTBa OT
XPaHOCMUINATENHHA TPAKT. AKO NPUEMATe XITOPOKBHH (chloroquine) (Cpelily peBMATHIbM M Manaprs),
keTokoHason (ketoconazole) (cpemry re6M4HH HHEKIMH), AHTHOWOTHIM TETPALHKITHH HIH
JOKCHUMKIINH, Te He TpAGBA Aa ce MPHeMaT B paMKHTE Ha 2 Haca nipeqy uiM cref apueMua GocpeHon.

He ce npenoprysa 1a npreMare opanHH GIOKCALUHHORN aHTHOHOTHIIM (BKIIOUHTEHO
LUNPOIOKCALHH) B paMKHTe Ha 2 9aca NIPed WK 4 daca cel npueM Ha MocpeHon.

AKO NpHemaTe TEEOTHPOKCHH (TIOpajiv IOHHXKEHA AKTHBHOCT Ha IIMTOBKIIHATE #ie3a), ToMH He Tpabsa
Jla ce IpueMa I10-Majko oT 2 Yaca npean Win cnef PocpeHon. Bamuar Nekap MOXe [ia OHCKA 1a
TpocieId no-oTOIH30 KphBHHTE HHBA Ha THPeOCTHMYMHpani xopmoH (TSH).

@ocpeHo ¢ XpaHa M HATIMTKY

DocpeHou TpalEa Jla ce IIpUeMa 10 BpeMe Ha WIH HETIOCPEACTBEHO CIEH XpaneHe. Brskre Touka 3 3a
HHCTPYKLHK OTHOCHO TOBa Kak Ja c¢ npuemMa docpedon.

BpeMeHHOCT H KLpPMeHe

docpeHon He TpadBa Aa ce IpHEMa 1O BpeMe Ha OPeMEeHHOCT. AKO ¢Te 6peMeHHa HITH KbpPMHTE,
cMsATaTe, Y€ MOXE Jia cTe OpeMeHHa WK IUTahupare OpeMeHHOCT, NoChBeTBaiiTe ce ¢ Baims nekap win
(hapmavierT Mpean ynorpebara Ha TORA JIEKapCTRO.

TbH KaTo He € MIBECTHO [JaH JIEKAapCTBOTO MPEMUHARA B ASTETO Upe3 KbpMaTa, Bue ue 1psbea na
KBPMHTE, JOKaTo npHeMare PocpeHoll. Ako KbPMHTE, KOHCyITHpaiTe ce ¢ Baius nexap nin
(apmanerT npeau ynotpedara Ha KOETO H J1a € JIeKapCTBO.

Wopupane u paGoTa ¢ mamnnu

3amMasgHOCT M CBETORBPTEXK (yCellaHe 3a 3amMaliBaHe UIH , BbPTeHe™) ¢a PANKO ¢
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peaxiny, choOlaRaHl OT NAMEHTH, pHeMaInH PocpeHoNn. AKO NOYYBCTBATE HAKOA OT TE3H
HexelaHH peakiiii, TOBa MOXE Ja NOB/IMAE Ha cniocoGHocTTa B 22 wodupase u paGoTa ¢ Maruumi.

docpenoa cHILPKa TIHK032

Axo Baimaar nexap B e kazaj, ue MMaTe HEMOHOCHMOCT KBbM HAKOH 3axapH, [IOChBETBAlTE Ce ¢ HEro,
nipean Ia BieMeTe TOZU NeKapCTReH NPOIYKT.

3.  Kaxk na npuemare ®ocpenon

Bunaru npHeMatiTe ToBa NekapcTee To4HO KakTo B e kazan BawmaT nexap wiu dapMalieBr. AKo He
CTE CHFYPHM B HellO, NonHTaiTe Bawna nexap umi apMangBr.

Tpadea na npueMate POCPEHOI N0 BpeMe Ha XpaHeHe WIH HENOCPeACTBEHO cel ToBa. Hakou
HEXENaHH PeakUMH KaTo rafleHe H [OBPbILAHE ca N0-BePOSTHH, ake mpueMarte GocpeHon npean
XpaHeHe.

TaGnetkre TpAGBa 1a ce CABBKRAT HAITEJIHO, a He 1A Ce MOMIBILIAT LENH. 3a yNecHsIBaHe Ha
CABBKEAaHETO TabaeTkHTe Morar aa ce cHykar. He e HeoGXomauMo JOMBIHUTENHOTO IPHEMaHe Ha
TEIHOCTH. AK0 BH € Tpyauo na apsyere TabnetknTe, ropoperte ¢ Bauma nekap, Teii kaTo T0Ba
NeKapCTBO CE IMpesjiara H KkaTo NepopaseH npax.

BainasaT nexap me Bu uAdopMApa konko tabnerku TpaGBa 1a NpHeMare ¢ BCAKO XpaHene (Bamuara
JAEBHA N03a Wwe OhAe pa3feneHa Mexay XpaHeHHATa). BpoaT Ha TablieTkHTe KOMTO npHeMare uie
3dBHCH OT:

. Bamrara reTa (K0IH4ecTBOTO Ha (ocdaTi B xpaHara, KOATO NpHEMATe)
. Huroto va gocdati B xpekra Bu.

Iepronavanuo, nHesHaTa M03a Gocpenon e obuknopero 1 TabaeTka ¢ Beako xpaneHe {3 TalneTky Ha
Aet).

Ha Bcexn 2-3 ceqmuuu BamusT nekap wie npoBepsABa HABOTO Ha (ochaTuTe B KPHETA Bu H MoXe na
yeenuun Bawrata o33, Aokaro HUBOTO Ha (ochaTHTe JOCTUTHE NPHEMITHBH TPAHHHH.

QocpeHon AeHCTBa KaTo ce CBbP3Ba ¢ $hocdaTHTe OT XpaHara B CTOMAIIHO-UpeBHHA TpakT. MHoTO
BRKHO € N4 Opremare GOCPEHON DY BCAKO XpaHeHe. AKO IPOMEHHATe JHETaTa CU, CBBPXKETE ¢ ©
Bauma nexap, Twif KaTo MOKe Aa HMaTe HYXJa OT QOIBIHATEIHO kKonvecTro Qocpenon, Bamdst
niekap e By uHgopMupa kakBo TpAGBa 1a HAIPABHTE B TO3H Cly4ail.

AKo cTe npHe/TH NI0BetHe 0T HeoGxonuMarTa A03a Pocpenon

AKO CT¢ PHENM TBbPIAL MHOTO TabNeTKH, CRbpkeTe ce ¢ Bamug jiexap, kolTo Aa npeLeHd pHcka H 1a
B mane ceeer, CUMNTOMHTE Ha MpeAo3dpaHe MOTAT O3 GbaT raieHe U rraBodonie.

AKo cTe nponycHa H Aa npHemere Gocperon

Baxno e na mpuemate GocpeHoN NpH BCAKO XPaHeHe,

AKO ¢Te NIpormyCHan# 1a npremeTe Bamunte 1adbnetkn ®ocpeHo, BieMeTe CNenBallaTa 1033 IpH

CIEABaLIOTO XpaHeHe. He p3emaliTe apofiHa /103a, 3a Ja KOMTIGHCHpATe IPONRYCHATATA 034,

4, Bh3MOXHH HEXKeNaHH pPeaKlun

KakTo BCHUKH ACKaPCTBA, TORA JSKAPCTBO MOXKE Ja MPENU3BHKA HeXeNauu peaKiiy
BCEKH I'H TONy4ara.



HAkon HeXeAAHH PeAKUME MOTAT aa GLAAT CCPHOIRH, AKO HOAYUNTE HAKOA OT CICAHKTE
HEXKEJAHH peAKIHH, MOTHPCETE He3afaBHO MEAHIIHHCKA MTOMOIIL:

. PasxpcBaHe HA YpeBHATa cTeHa (TIPH3HALMTE BKIIIOYBAT: CHIIHA cToMalHa GoJika, CTYHREHH
TPBIIKH, TPECKE, FaTeHe, IOBpbIaHe WK GonesHer KopeM). ToBa e paaKa HexXenaHa peaknus
(Mosxe fia sacerde no 1 na 1 000 gymm).

. 3anylmpsaHe Ha YepBaTa (TpA3HALMTE BRITIOYBAT: CHJIHO TIOAYBAHE HA KOPEMA; KopeMHa Ooka,
OTUUAHE WK cTa3MK; Texka opma ma 3anex). ToBa ¢ HedecTa HeKenaHa peaxnus (Moxe aa
3acerte no 1 wa 100 gyum},

. Obanere ce Ha Bammms 1exap, ako NONYyWHUTE 3afek MK 3aMeKET CTaHE TeXhE, TOBa MOWKE 13
f'ble paHeH NPH3HAK Ha 3aITyIIBaHe Ha YepBaTa. 3aneKbT € yecTa HeXkelana peakuus (Moxe 12
3acerde 1 Ha 10 qynm).

AE!I‘H NO-MAJIKO CEPHO3IHH HEXE/TAHH PEAKIHH BKIWYUBAT CACAHHTE:

MHOro 4ecTH HexXenaHH peaknH {(MOTaT Aa 3aCErHaT noeeye oT 1 Ha 10 ayluu)
. I'azeHe, moBpbIane, VapuA, croMailing onky, riasobonue, copbex, obpus.

YecTu HekenaHH peakuuu (Morar Ia 3acerdar no | wa 10 mymrm):

. Kuceminn, rasose.

] Xunokanuuemus (TEbPIE HUCKO HHBO Ha KANIHil B KPBBTA) € ChIO YECTO CPeliaHa HexXenaHa
peaxiiys; CHMITTOMHTE Ha KOATO MOTAT Ja BKJIIOYAT H3TPBIIBAHE HA PHIETE U CThNATATA,
MYCKYJIHM ¥ KODEMHM KpaMmIiii, HiH CTIA3MH Ha JIMIEBHTE MyCKY/Id WK MyCKyJIHTe Ha KpaKkara.

Hedectn HexxenaHu peaktyH (Morar ga zacernat jo 1 Ha 100 gyum):

. YMopa; YyBCTBO Ha JHckoMGopT; rpbaHa Gonka; cnabocT; OTOLM HA IIAHUTE H XOTKHIATA,
GONKH B TANOTO; 3aMasHOCT; CBETOBBPTEIK; OPUIBaHe; Bb3NancHHe HA CTOMAXA U 9EpRATA
{racTpoeHTepHT); TOMO0 XPaHOCMINAHE; CHHIPOM Ha pa3fipa3HeHoTo Aebelio YepBo; CyX0Ta B
yeTata; npoblemMH cbve 350UTE; Bb3alcHUe Ha XPaHONPOBOIa MITH yCTaTa; PpascTpoiicTro;
UOBMINARAHE HA ONpPEAL/IeHH YePHOAPOOHH EH3NMN, NAapaTHPOUTHMA XOPMOH; aNTYMHHUA,
KanuMii | rII0K03a B KPbBTA; YBEIMYEHO HIIH HaMalleHO HHBo Ha (ocdaty B KpbBTa; KaKIa;
HamanABaHe Ha TeaecHOTO Tero; GONKH B CTARHTE, GONKH B MYCKYIUTE, ¢cnafocT H HATLHARAHS
Ha KOCTHTE (OCTEOMOpo3a); IHICA Ha HITH TIOBHULIEH AIIETUT; BB3NAJICHUE HA JTAPHHKCA;
KOCONa; 3aCHIEHO MOTEHe; NPOMEHEH BKYC H YBenu4eH Opoit Ra 6eTMTe KPLBHH KIETKH.

C HenspecTHA YecToTa (OT HAIMYHATE NAHHY HE MOXKeE Ja 6bJe HallpaBeHa OLUEeHKa Ha 9ecToTaTa):
Hanmuuue Ha ocTaThIM OT HPOAYKTA B XPAHOCMHIIATETHHA TPAKT.
Cho0uaBane HA HEXETAHH PeaKIHH

AKO NOJy4HTE HAKAKBH HEXENIAHH NIeKapCTBeHH PEakity, ypenoMere Bamms nexap wiH dapmanert.
ToBa BKIIOUBa BCHUKH BB3MOKHH HEOIIUCAHH B TA3W NHCTOBKA HEXXETIAHH PEAKLMH.

MoxkeTe chito Aa Cro0unTe Heskenatu peakiuy JUPEKTHO 4PEe3 HANMOHATNHATA CHCTEMA 34
cboblasane: M3NbNHUTETHA areHINA 10 JIEKapeTBaTa

yiL . Jamss Ipyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yelcaliT: www.bda.bg

Karto cpo0LuaBare HeskeMaHH PeakUMH, MOJKeTe Ja JajieTe CBOA IPHHOC 32 [TONY4dBaHe Ha TToBeye
urdGopMAHS OTHOCHD 0e30M12CHOCTTA ha TORA JIEKapCTBO.




5.  Kak pa cexpanasate Pocpenon
Jla ce cbXpaHABa HA MACTO, HEAOCTBITHO 34 Jela.
Toba nexapcTBO He M3HUCKBA CTIELMAIHH YCIOBHA HA ChXPaHEHHE.

He wznonzgaiiTe TOBA JISKAPCTBO Ciie CpOKa Ha TOAHOCT, 0TOENA3aH BbPXY KapTOHEHAT4 ONMaKOBKa H
eTHkeTa Ha OyTunkara. CpOKET Ha FOXHOCT OTTOBAps Ha MOCNeAHYA NEH OT TOCOYEHHS MECET,

JlekapcTraTa He TpaOBa a ce H3XBHEPNAT B KAHAMTH3AUMATA KK B KOHTCHHEPA 33 NOMALIHY OTNAIbIIA.
INonwuraiite Banmia (hapmalieBT KaK fa H3KBBP/IATE JICKapCTBATA, KOMTO REUE HE WU3NOM3BaTe. Te3u
MEPKH HIE CIOMOTHAT 3a Ola3BaHe Ha OKOHATA Cpefa.

6. ChabpikaHue HA ONAKOBKATA H JONbLIAHHTEIHA HHGopManasd
Kakso cbabpxa ®ocpenon

- AxtusnoTo Beliecto e 1000 mg nanTan (kaTo naHTaHOB KapboHAT XUApPAT).
- Jlpyrute cBHCTaBKH ca AEKCTPaTH (XMIpaTHPAHM), CWITULIMER JTHOKCH]L, KONONHeH De3BoieH H
MarHe3HeR cTeapar.

Kax marnexna q’OCp@HOJ’l H K32KBQ CBAbDKA OIIAKOBKATA

Bei, Kperty, INIOCKH Tab/IeTKH Che CKOCEHH KpaHia 3a IsBYeHe ¢ BATEOHAT penedeH HaamHC
*$405/1000° ot enHaTa cTpaHa Ha TabJeTKaTa.

TabnerkHre ce npeaTarar B oitakorka oT 10 u 15 TabneTky, KakTO M IIACTMAacoBH OYTHIIKH, KaTO
MYJITHONAKOBKA, ¢habpikaina 90 (6 onaxorku x 15) Tabnerku 3a peucHe (1000 mg).

TIpuTexaren A pajpemicHHETO 32 ynorpeda

Takeda Pharmaceuticals International AG Ireland Branch, Block 3 Miesian Plaza, 50 — 58 Baggot
Street Lower,

Dublin 2, Hpnanaus.

Ten.: +800 6683 8470

E-mail: medinfoEMEA@takeda.com

IIpon3eoanTen
RB NL Brands B.V., Schiphol Boulevard 207, 1118BH, Schiphol, Huneprasams.

To3u JekapeTBo € paspenieHo 3a ynorpeda B AbpkaBATe YieHKH Ha EBponeiickoTo
Hronomuuecko Hpocrpancree H O0equnenoro kpancreo (Cesepua Hpnanana) noa caeqdnare
WMeHa:

Aercrpus, benrag, Benrapud, Uepmanus, Uepunia, Jauus, Feronans, Menannus,
Henanns, Kunep, Jlateus, Jlutra, JliokcemGypr, Hunepnanynna, Hopserus, Fosrenol
Obeunueroto kpancreo (Cerepra Mpnannus), [Topryranus, Pymeuus, Cnosakus,
Cnoeenns, Yurapus, @uunannus, Gpaduua, Yexus, [lseuus

Hpnangua, Mranug, Manta,

Jara Ha nocreaHO Npepa3riekane Ha ancroskara 01/2022.




