JIncToBka: HHPOPMALHS 32 NALHEHTA /J 6 o /42

Cunaxkaauer Tea 30 mg dunamupanu rabierku
Cinacalcet Teva 30 mg film-coated tablets ~ o 22y 217 -12- 025

cuHakauer (cinacalcet)

[IpoueTeTe BHHMATEJHO HNAJIATA JIHCTOBKA, NIPE/H 12 3aM04HETE /12 IPHEMATE TOBA JIEKAPCTBO,

Thil KATO TS CHhABbPKA BakHa 3a Bac nndopmanus.

- 3ana3eTe Ta3u JUCTOBKA. MoXe 1a ce HaJI0XKH /1a 1 MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOIMbJIHUTE/IHK BIPOCH, nonuTaiTe Bawuga nekap, papmMauesT uiau
MEIMIIMHCKA CEeCTpa.

- ToBa nekapcTBO € npeanucaHo JU4HO Ha Bac. He ro npeorcrensaire Ha apyru xopa. To Moxe
J1a UM HaBpe/H, He3aBUCHMO Y€ NMPH3HALMTE Ha TAXHOTO 3a00/1sBaHe ca ChiMTE KaTo Bammure.

- AKO NoJIy4uTe HAKAKBH HEXeJIaHH peakuuH, yBeaomere Bawuus nekap, papMaLeBT Wi
MeIMLIMHCKA cecTpa. ToBa BKJIKOYBA U BCHYKH Bb3MOXKHH HEXKEJIAaHH PeaKLIMK, HEONHCaHH B
Ta3M JIMICTOBKA. BHKTe TOuKa 4.

KakBo cbaABpKa Ta3H JIHCTOBKA

Kakpo npeacrapnsa CuHakanuet Tepa v 3a KakBO Ce HU3I10J13Ba
Kakso TpsaOBa na 3naete, npeau aa npuemere CuHakanuer T'esa
Kak na npuemare Cunakanuer Tesa

BBb3MOKHH HEKEIaHH PeaKLIUH

Kak na cexpanssare CuHakanuer leBa

ChabprkaHHe Ha OMAaKOBKAaTa W JOMbJIHUTEIHA HH(OPMAaLIHS

OV 1A o T =

1. KakBo npeacrapiasBa Cunakajnert TeBa H 3a KAKBO ce H310/13BA

Cunakaiuer TeBa eiicTBa upe3 KOHTPOJHpPAHE HUBATa HA napatupeouaHus XopMoH (I11TX), kanuus u
docdopa BB Bawms opranuzbM. M3nonssa ce npu jeyeHre Ha npobeMH ¢ Opraiy, HapeYeHH
napaiuTOBH/IHH XJ1e3d. [lapamuroBuaHuTE %U1€3M ca YETHPH MAJIKH %#UIe3H B 00/1aCTTa Ha 1IMATA, B
OJM30CT 10 LLIMTOBH/IHATA XKJ1€3a, KOUTO NpoU3BexaaT napatupeouaeH xopMoH (I1TX).

Cunakanuer TeBa ce U3noi3Ba MpH Bb3pacTHH:

. 3a JIeYEHHUE HA BTOPHUYEH XHUIIEPrapaTHPEOUAU3bM MPH Bb3PACTHH ChC CEPUO3HO OBOPEUHO
3a00/19BaHe, KOUTO C€ HYK/JIaAT OT JIaJIM3a 3a H34MCTBAHE Ha KPbBTA OT OTNAaAb4YHH MPOAYKTH.

. 3a HAaMaJISBaHE Ha BUCOKM HMBA HA KaJILMi B KPbBTA (XUITEPKAJILIUEMHSA ) MTPH Bb3PACTHH
MalMeHTH C NapaTHPOHUEH KaApLIMHOM.

. 33 HaMaJIIBaHe HA BUCOKH HUBA Ha KaJILIMH B KPbBTA (XUINEPKAJILIUEMHUS ) TTPH Bb3PaCTHH
MAaLMEHTH C MbPBUYEH XHUIIEPNAPATUPEOUIH3IBM, KOraTO OTCTPAHABAHETO HA JKJIE3UTE HE €
Bb3MOXKHO.

Cunakanuer TeBa ce u3noJi3Ba npu Aela Ha Bb3pact oT 3 10 18 roauHu:

. 3a JIeYEHHE Ha BTOPHYEH XHIEepnapaTUPEOHIM3bM TP MALMEHTH CbC CEPUO3HO OBOpPEYHO
3a0019BaHe, KOUTO C€ HYKAAAT OT JHAJIM3a, 3a J]a U34YUCTAT KPbBTA CH OT OTNAJAHH NPOAYKTH,
YUETO ChCTOSHHE HE C€ KOHTPOJIHPA C JIPYIH JICYEHHS.

[Tpy nbpBHYEH U BTOPHYEH XHITEPIIapaTUPEOUIU3BM ce OTAeNA npekajieHo MHoro [TTX ot
napalMTOBHAHUTE XkJIe3H. .. I IbpBHUYEH™ 03Ha4yaBa, 4ye XUNeprnapaTHpeOHIH3MbT HE € IIPHYHHEH OT
HAKaKBO ApYyro 3aboJisiBaHe, a ,,BTOPHYEH’ O3HayaBa, 4€ XUIMEeprnapaTupeonM3MbT € MPUYHHEH O

XHUIEepPnapaTUpeorIM3bM MOXKe J1a IPUUYHHAT 3ary0a Ha KaJlLMi OT KOCTHTE, KOETO J1a
O0JIKH B KOCTUTE U CUYNBaHHUA, NpoOJIEMH ¢ KPbBTA H CHJAOBETE HA ChPLETO, ObOpEUH
YMCTBEHO 3a00J1sIBAHE U KOMa.
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2. Kaxso TpabBa aa 3naeTe, npean na npueMeTe Canaxkajanet Tesa

He npuemaiite Crraxanner Tesa
- AKO cTe anepriuHH KbM CHHAKAJILET WIH KbM HAKOS OT OCTAHAJIWTE CHCTABKH HA TOBA
nekapcTBo (M30pOEHH B TOUKa 6).

He npaemaiite Curaxanner TeBa, ako UMATe HUCKH HUBA Ha KAJILMHA B KpbBTa. BaluHaT nekap iite
npociiesBa HHBaTa Ha KaJlUMH B KpbBTa BH.

Mpeaynpexaenns H NpeANAIHA MEPKH
[osopete ¢ Bainus nekap, gapManeBT Wiy MEIHLIMHCKA CECTPa, Npeau aa npueMere CHHAKAILET
Tesa.
ITpeau na 3anouHeTe ga npueMare CuHakanuet Tesa, kaxkere Ha Baimnsa nexap, ako HMaTe HIH
HSKOra CT€ HMAaJIH:
* ropuoBe (MPUNagbLUM WIK KOHBYACHH). PHCKLT OT NogBaTa Ha rbp4oOBe € MNo-BHCOK, aKo Mpeau
TOBa CT€ UMAJIH I'bPYOBE;
yepaoaApobHE npobiemu,
ChpAeYHA HEAOCTATHYHOCT.

Cunakanuer Tesa HaMangaBa HUBATa Ha Kanuuit, UMa cboOLIeHMs 3a XKUBOTO3aCTpalllaBalliv ChOHTHSA
H cxOuTHH ¢ aTaneH H3X0], CBbP3aHH ¢ HUICKH HHBA Ha KaMUuH (XHITOKANLIMEMHS ), IPH Bb3PACTHH K
aella, JJekyBaHU ¢b¢ CHHakanuer Tega.

Mons, nadopMupaiite Bawug nexap, ako NoJIy4HUTE HAKOH OT CIEAHHTE CUMITTOMH, KOHTO MOXKE 1a
ca NpH3HALIA Ha HUCKHM HHWBa Ha KAJILMH: CMIa3MH, NOTPENBAHHUA WIH KPaMIIH B MYCKYJIUTE HIH
M3TPBIIBAHE HJIM MpaBYYKaHe Ha MPBCTHTE Ha PBLETE, KpaKaTa Wid OKOJIO yCTaTa WM I'bpUOBeE,
oOBpKaHOCT WNH 3aryba Ha ¢b3HaHHe, A0KaTO ce Jekysa cbe CHHakanuer Tena.

Huckure HMBA Ha KanuMit MOXe A3 okaxaT edekT BbpXy ¢bpacuyHua Bu pursm. Kaxkere Ha Baiuusa
nexap, ako iMaTe HeoOMUalHO yHEeCTEHO WIIH CWIHO chpLeOHeHe, aKko UMaTe NMpob/IeMH Che
CHPACYHHSA PUTHM WM 8KO MPUEMATE JICKAPCTBE, 38 KOMTO € H3BECTHO, Y€ NMPHYHHABAT NPodIEeMHU Che

CHpPAEYHHA PHTHEM, A0KaTO NpHeMare CuHakanuet Tesa.
3a nOMbJIHMTEIHA HH(POPMAaLHA BHKTE TOUKA 4.

I[To Bpeme Ha neueHHeTo cbe Cunakanuer Tepa, kakere Ha Bawus nekap:
° aKO 3aMoyYHeTe WIH CrpeTe Ja NMYLIWTE, Thil KaTo TOBA MOXe 1a NMPOMEHH HAYHHA Ha AeHCTBHE
na Cunaxanuer Tesa.

Nena ¥ 10HOMHA
Jlenia non 18 rogHHH ¢ pak Ha NapalMTOBHAHATA Jie38 WIH ITbPBHYCH XHMIEPTIAPATUPCOUAHIBM HE
TpabBa aa npuemar CuHaxanuer Tesa.

AKO ce NeKyBaTe 3a BTOPUUEH X{NnepnapaTnpeonan3bM, BamusaT nekap tpabea na npocneassa HUBaTa
Ha KaJILMii, npeay 1a 3anouHere JevyeHHe cbe CuHakanuer TeBa M No BpeMe Ha JICYEHHE CBC
Cunakanuer Tera. Tpabea ga nadopmupare Bawns nexap, ako NoayuyHTe HAKOH OT MPU3HALINTE HA
HUCKH HHBA Ha KaUMHA, KaKTO € ONUCaHO NOo-rope.

BaxxHo e na npuemere no3arta cH CuHakanuet Tea, kakto Bu e npenopbuan Bawuar nexap.
JApyru aexapcerea H Canaxkaaner Tepa

Undopmupaiite Bamns nexap wnu gapManieBT, ako pueMaTe/M3non3pare, HaCkopo cTe
MPHEMATH/M3ILTO3BATH WIH € Bb3MOXKHO Ja MPUEMETE APYTH IEKApPCTBA, OCODEHO eTeliy

APYTd NEKapCTBa, KOHTO IMOHHXXABAT HUBOTO Ha KalLHHK B KpPBBTA.

He tpabsa aa npuemate Cunakanuer Tesa 3ae/iHO ¢ eTesKaILETHA. \
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Wndopmupaitre Bainunsa nexap, axo npyueMare CJIeIHHTE JICKApCTBa.

JlexapcTBa KaTo Te3H MOTaT 1a NnpoMeHT AciicTBHeTo Ha CHnaxanuer Tesa:

o JIEKAPCTRA 34 JICYCHUE Ha KOXKHH W r’e0HYHHE HHPEKIHHE (KETOKOHA3071, HTPAKOHA30J1 H
BOPHKOHA30);

. JIeKapCTBAa 3a JieueHHe Ha GakTepHAARH HEPEeKIHA (TCIHTPOMHLIMH, pH(PaMNHULIMH K
LHNPOGIOKCALIMH );

° nekapcTBo 3a JedeHue Ha XHB undexums u CIIHH (purorasup);

* JIEKApCTBO 34 JIeUHeHHe Ha AenpecHs (QJTYBOKCAMHH).

Cunakanuer Tera MOXe JAa MPOMEHU AEHCTBUETO Ha JIEKAPCTBA KATO:

* JIeKapCTBRa 3a JICUCHHUE Ha AenpecRs (AMUTPHIITHINH, A€3HNPAMHH, HOPTPHITTWIHH Y
KNOMUNPAMHH);

° IeKapcTrO, 3a o0neKkyaBaHe Ha kamIRNa (AekcTpoMeTopdan);

o NIEKapCTBa 34 JIeYEHHE HA HAPYLIIEHHASN B ChpAeTHAA PHTBM ((ieKkanHuA ¥ IponagpeHoH);

* NIEKapCTBO 32 JICHEHUE HA BHCOKO KPLBHO HAAAMHE (METONpPOIO).

Curpakaauer Tesa ¢ XpaHa H RANIHTKH
Cunakanuet Tea TpsA0Ba 1a ce npHeMa ¢ XpaHa WIH CKOPO CJIEA XpaHEeHe.

BpeMEeHHOCT, KbpMeHe H PepPTHIHTET
AKo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKE Aa CTe OpeMEHHA WM TU1aHUupaTe OPEeMEHHOCT,

nochBeTBaiiTe ce ¢ Bamua nexkap nwnu papmauerT npeaun ynorpebara Ha TOBa 1IEKApPCTBO.

Cunakanuer Tesa He € O1wn W3cnenBan npy OpeMeHHH xeHU. B cnydaii Ha OpemeHHoCT, Bauusr
neKap MOXe Jia pelli Aa npoMeHH Bawero neueHue, Toi kato CHHakanuer Tesa Moxe aa yBpean

HepoaeHoTo bebe.

He e n3BectHo nanm CuHakanuet Tepa ce ekckpeTupa B kbpMaTta. Bawmsar nexap e obcbau ¢ Bac
Janu TpabBa Aa MPEeKbCHETE KbPMEHETO WM JieueHueTo ¢be CHHakamer Teaa.

Hio¢pupane n pabora ¢ MAmMHEAH
3amaiiBaHe ¥ rppuoBe ca cbo0IaBaHM OT NallHeHTH, npHeMaly CHHakanuer Tera. Ako usnurare

TE3U HEXENNaHM peakliMH, He wodupaiite u He paboTere ¢ MAILIKHMK.

3. Kak aa npuemarte Canakanuer Tesa

BuHaru npueMaifte ToBa nekapcTBo TOMHO KakTo By e kazan Bawusr nekap unu dapmauesr. AKO He
CT€ CHI'YPHH B HEWIO, rnonuTaiTe Balina nekap unu ¢papmauesr. Bamunsar nekap e By xake Konko
Cunakanuer Tena TpabBa aa B3eMeTe.

Cunakanuer Tesa TpﬂﬁBEl Aa C€ NPpHUEMa Npe3 yeTata no BpEME HA XpPaAaHEHE HITH HCIIOCPEACTBEHO CIIEA
ToBa. Tabnerkure TPHGB& Ada CC IIpUeMarT LCJIH K HC TpﬂﬁBa Ad CC AbBYAT, pa3dTpoluaBat HWJid OCIAT.

3a ne1a, KOHTO ¢e HYKJAAT OT AO3H NMO-HUCKH OT 30 mg MM KOWTO HE MOTAT Aa NOr'bIHAT TabneTKH,
ce MpeAjarar Apyru JeKapCTBEHH QOPMH.

Baiunar jekap Lie B3eMa peIOBHO KpbBHM npodH no speMe Ha seueHHeTo Bh, 3a na npocienssa
nogobpeHyeTo M i€ Kopurupa Balliara no3a, ako € HeobXoauMo.

AKO ce IEKYBATe 3a BTOPUYEH XHNIEpNapaTUPEOUAHIbM

OOHWuaiinaTta HayanHa noza CuHakanuer Teea npH Bb3pacTHYH, € 30 mg (eaHa Tabner
IHEBHO.
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OGuuaiinata HavanHa Ao3a CuHakainuet Tesa, 3a aeua Ha Bb3pacT OT 3 10 18 roauHu e He noseue oT
0,20 mg/kg TenecHo Terno AHEBHO.

AKO ce ieKyBaTe 3a NapaTHPEeOHICH KapUMHOM HIH THPBHYEH XHINECPHIAPATUPCOHIHTIBEM
ObuuaitnaTa HauanHa nosa CuHakanuetr Tepa 3a Bb3pacTeH, € 30 mg (eaxHa Tabnerka) ABa NbTH

JAHEBHO.

AKo CTe nNpHeaH nmoBede oT HeobxoaumaTa n03a Cunakainuer Tesa

AKoO cTe npHeNH NoBeye OT Heobxoaumara no3a CuHakanueT Tepa, TpaOBa na ce cBbpXeTe He3abaBHO
¢ Bamns nekap. Bb3MOXHUTE NpH3HALM 32 MpeJo3paHe BKMIOYBAT H3TPBLNBAHE WK MpaByUYKaHe
OKOJIO YCTaTa, MyCKY/THH OOJIKH HIIH CXBalllaHUS H I'bPUOBE.

Axo cTe nponycnand aa npueMere Cunaxanmer Tesa
He B3emaiiTe n1BOMHA 1034, 32 Ja KOMIICHCUPATE NPOMyCHATATa J03a.

Axo cre nponycHanu no3a ot Cunakanuer Tesa, Bue TpabBa na npuemMere cneapatilara 103a KakTo
OOHKHOBEHO.

AKO UMaTe HAKAKBH JOITLJIHHTEIHH BBIIPOCH, CBbP3aHK ¢ yrnorpedara Ha TOBa JIEKAPCTBO, NOMNKTaNHTe
Bawus nekap, ¢papMaleBT WIH MEULIMHCKA CECTpA.

4. BuiMOKHHE HeXKeJIAHH PeAKIHH

KakTo BcHUKH JICKapCTBa, TOBA JICKAPCTEBO MOXKE Aa IPEAHIBHKaA HCKCJIAaHH pCaKUHH, BBIIPCKH 4C HC
BCEKH I'l TTIOTYy4Yasa.,

Moasn, ne3abaBuo yseaomMere Bamus Jexap:

. aKO 3aMoYHeTe Aa YCEeIaTe HITPBIBAHE WK MPABYYKAHE OKOJIO YCTATa, MYCKYJIHH OOJIKH WIH
KpaMnH{ H rspuoBe. ToBa MOXe Ja € IPU3HAK, ¢ HMBaATa Ha Kanlui npy Bac ca TRppAe HUCKH
(XUTTOKATLIUEMHS ).

. aKO YCETHTE NMOAYBAHE Ha JIHLETO, YCTHHTE, YCTaTa, €3HKa HAH MBbPIIOTC, KOSTO MOXKE Jia

NPUYHHH 3aTPYAHEHHUA NIPH NPErTbLIAHE WM JULIAHE (AHTHOEEM).

MHoro yecTH: MOraT Aa 3acernart nosede or 1 na 10 gymn
° rajicHe v MOBPbILIAHE, T€3H HeXXeNaHW peaKUMK OOMKHOBEHO Ca ChbBCEM JIEKH H HE NPOABIKABAT
ABJIIFO.

YecTH: MoraT A4 3acersar A0 1 na 10 aymu
3aMaiBaHe

ycelllaHe 3a H3TPBIIBaHE WIKH MpaBYyuKaHe {fapecTe3us)
3ary0a (aHOpeKCHS) WIH HaMAaIABAaHE HA aneTHTa
MYCKyHa 6onka (MHanrus)

cnaboct (acTeHHA)

0bpuB

HaMaJICHH HHBa HA TECTOCTEPOH

BUCOKH HMBA Ha KaJlWH B KpbBTa (XMNEPKATHEMHSA )
aJIEpruMHH peakuuM (CBPBbXUYYBCTBUTEIHOCT)
rnasobonue

rbpUOBE ( KOHBYJICHH WJIH NPHIIAABLH)

HHCKO KPBBHO HaJIArase (XMOOTOHHA)

nHPEKIHA HA TOPHWTE AUXATENIHU MbTHILA
3aTPYAHEHO AWLIaHe (1ucnHes )

KalluKua

HapyLIeHO XpaHOCMHNIaHe (AKCNIENCHA )

AUapus
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kKopemHa 0oJika, 00J1Ka B ropHaTa 4acT Ha Kopema
3arekK

MYCKYJIHM CIla3MH

Oonka B ropOa

HUCKH HUBA HA KaJILIMi B KPBbBTA (XUITOKAJILIUEMHUSA ).

C HeH3BeCTHA YeCTOTA: OT HAJIHYHHTE JAHHH HE MOXKe 1A oObae HallpaBCHa OLICHKA

& KOINPUBHA TpeCKa (YpTHKapHs)

s MOJyBaHE Ha JIULIETO, YCTHUTE, yCTaTa, €3MKa WU rbpJIOTO, KOETO MOXKE Ja NPHYHHH
3aTPYAHEHO MPErablaHe WIH JULIaHe (AaHIHOeeM)

e HeOOMYaiHO YUYECTEHO WK CHIIHO OMEHE Ha ChPLETO, KOETO MOXKE J1a € CBbP3aHO ¢ HUCKH HHBA

Ha Kanuui B KpbBTa (yaAb/DKaBaHe Ha QT WHTEpBasa M KaMepHa apUTMHS KaTO BTOPHYHA
MpOosBa Ha XMITOKAJILIMEMHMS ).

Cnen npuemane Ha CuHakanuet TeBa MHOrO MaTbk OpOH OT NMAaLIMEHTHTE ChC Chp/EYHA
HEJ0CTAThYHOCT Ca BJIOLIWJIM CbCTOSHUETO CH M/WJIH Ca MOJIYYHUJIM HUCKO KPBBHO HaJIsiIraHe
(XHUIMMOTOHUA ).

CbolaBaHe HA HeXKeJIAHH PeaKIHH

AKO MNOJIyYHTE HIKAKBH HEXEJIaHH JIEKApCTBEHH peakUuH, yBeaomere Bauus ekap, papmaueBT WiH
MeIULIMHCKA cecTpa. ToBa BKJIIOYBA BCUUKH Bb3MOXHH, HEOIMMCAHH B Ta3H JIMCTOBKA HEXKEJIaHH
peakiuui. Mo)keTe ChLIO J1a ChOOLIMTE HeXKENaHU PeakLMH AHPEKTHO Ype3 U3nbiiHUTeIHA areHIMs no
nekapcrBara, yJa. ,.Jlamsan I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiit: www.bda.bg.
Karo cbo0LiaBare HexeJlaHH peakLiMy, MOXKETeE J1a JIaJIeTe CBOS MPHHOC 3a NMoJIyyaBaHe Ha MoBeye
nHpopMaLMg OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

S. Kak na cexpansiBate Cunakaauer Tesa

Jla ce cbXpaHsBa Ha MACTO, HEOCTBITHO 3a Jella.

He u3nos3BaiiTe TOBa J1€KapCTBO ClIeA CPOKA HAa NOJAHOCT OTO€/IsA3aH BbPXY KapTOHEHaTa ONakoOBKa M
onucrepa cnen ,.J'ogeH 10:”. CpOKbT Ha rOAHOCT OTroBaps Ha MOCJEAHUA I€H OT NOCOYEHHS MeCeLL.

He u3nos3BaiiTe TOBa IEKapCTBO CJi€ CPOKA HA TOAHOCT, OTOE/A3aH BbpPXY KapTOHEHAaTa OMaKoBKa H
Oytunkara ciaen ..l 'ogeH n10*. CpokbT Ha rOAHOCT OTrOBaps Ha MOCJIEAHUSA [IEH OT MOCOYEHHS MeCell.

To3u nekapcTBeH NPOAYKT HE U3UCKBA CINELIMAJIHH YCJIOBHUS HA CbXPaHEHHE.

He u3xBbpasiiTe JekapcTBaTa B KAHAJIM3aUMATA WIKM B KOHTEHHEpA 3a IOMALHHA OTMaIbLH.
[Tonuraiire Bamus papManeBT Kak 1a U3XBBPJIATE JIEKApCTBaTa, KOMUTO Beue HE H3noJi3Bare. 1e3n
MEPKH LII€ CMIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpela.

6. CobabpxaHHe HA ONAKOBKATA H 10NbJHHTE/IHA HHpOPMALHA

KakBo cbabpxa Cunakaauer Tesa

- AKTHBHOTO BEIIIECTBO € CHHakasuleT. Beaka puaMupana tabnerka cbabpxka 30 mg cHHaKaIUeT

(KaTO XUAPOXJIOpHA).

- Jlpyrure cbCTaBKM ca:

© npexeJaTHHU3UPAHO HULLIECTE (LIapEBHYHO)
® MHUKPOKPHCTAJIHA LeJTyJ103a,

° KpPOCMOBHIOH

@

MArHE3HEB CTCapat
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® KOJIOUAEH 0€3BOIEH CUJIMLIHEB JJHOKCH]
- TabGnerkuTe ca OOBHUTH C:

® Onazapaii 3esieH [MOJMBUHUIIOB anokoxoJi, TutaHoB aokceun (E171), makporosn 3350,
TanK KbJT kKeneseH okcua (E172), unauro kapmuH anymunues jak (E132)].

Kak m3riexaa Cunakaauner TeBa H KAKBO ChAbpKA ONAKOBKATA
Cunakanuer Tesa e cBeTio3elieHa 10 3eneHa puimupana tabnerka. Te ca ¢ oBajiHa dopma,
MapkKupaHnu c¢ ,.30” OT ejHaTa cTpaHa W paBHH OT Jpyrara cTpaHa.

CuHakanuer Tesa € HasiMyHa B Oniuctepu ot 30 mg punmupanu Tabnerku. Beska OnucrepHa
OrNnakoBKa cbabpka WK 14, uiu 28, 84 unu 98 TabneTku B KApTOHEHA KYTHS.

Cunakanuer TeBa e HanM4Ha ¥ B €AHOA030BH OnucTepu oT 30 mg dunmupanu Tabnerku. Beska
OMaKoBKa ¢ €AHOA030B OiucTep, cbabpxka 14, 28, 30, 84 unu 98 TabneTky B KapTOHEHA OMaKOBKaA.

Cunakanuer TeBa e HanvuHa B OyTHaku oT 30 mg puaMupaHu TabneTky B KApTOHEHa KyTHs. Besika
OyTtunka ceabpxka 30 Tabnerku. ByTunkure ca HanM4HU cbe WK Oe3 cywuTen cuaukaren. He
MOrabLUIANTE CYLUUTENS.

He BCHUYKH BHOBE OMAKOBKH MOrar ja Obar mycHaTH Ha nasapa.

[IpuTexaTe)1 Ha paspelIeHHETO 32 ynoTpeda H NPOH3BOAHTE]
Teva B.V.
Swensweg 5, 2031 GA Haarlem

Hunepnanaus

Ilpoun3BoauTenn:
PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25,

10000 Zagreb,
X'bpBaTHs

Teva Operations Poland Sp z.0.0,
ul. Mogilska 80,
31-546 Krakow

[lonwa

Merckle GmbH
Ludwig-Merckle-Stralie 3,
89143 Blaubeuren
['epmanus

To3n JekapcTBeH NPOAYKT € paspelueH 3a ynorpeda B abpxkasure wienkn Ha EUII noa
CJIe/lTHHTE HMeHAa:

Asctpus: Cinacalcet ratiopharm 30 mg Filmtabletten

bbarapusa: Cunakanuer Tesa 30 mg ¢punamupanu tabnerTku

Jlanns: Cinacalcet Teva

Ecronunsn: Cinacalcet Teva

@pannusa: CINACALCET TEVA 30 mg, comprimé pelliculé
®unaanaun: Cinacalcet ratiopharm 30 mg tabletti, kalvopéaéllysteinen
I'epmanns: Cinacalcet-ratiopharm 30 mg Filmtabletten

I'bpuns: Cinacalcet/Teva 30 mg Emxalvpupéva pe Aentd vpévio dokia
Hpaanans: Cinacalcet Teva 30 mg Film-coated Tablets

HUraanna: Cinacalcet Teva

JlarBus: Cinacalcet Teva 30 mg apvalkotas tabletes

JInTBa: Cinacalcet Teva 30 mg plévele dengtos tabletés

6
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Huaepaanaun: Cinacalcet HCI Teva 30 mg filmomhulde tabletten
Hopserus: Cinacalcet Teva

Ilopryraans: Cinacalcet Teva

Caosaxnan: Cinacalcet Teva 30 mg filmom obalené tablety

Henanma: Cinacalcet Teva 30 mg comprimidos recubiertos con pelicula EFG
IIsenna: Cinacalcet Teva

JdaTa pa nocjaeaAno npepasraexaaHe na Jacroskara- 05/2025
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