Calciumiolinat “Ebewe” capsules Hudopmarms 3a manpeHTa
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Hrdopmanus 3a nanquenrta
Kanmmuer donmnar "Edese” xancynn

e YBakeMH DalHEHETH, MOJS Npoderere BHAMATEIHO TA3E JIACTOBKA NPEXA 2 3aH0YHETE
Bamero aeucane!
3a nonbaBERTeNHA AHpoOpManAs ce odphmaiiTe KbM Bamns nexap unan dapmanesT.

» Toga jeqenne ¢ npeNEACAN0 caenEaNEO 32 Bac 0 He TpadBa Aa xaBate JICKAPCTBOTO HA
Bpyra xopa. JlekapcTBoTO MoO3ke A2 BM HABPEXH, JOPH B AK0 HMAT CLIMETE ONJAKBAHAS
Karo Bac.

1 kancyna chabpixa NexapeTeeno pemecteo 19,06 mg kampes onunar X SH>O, croTsercreamo Ha
15 mg GonunoBa KHCENMHA.

JlekapeTreno Bemecto: 19,06 mg calcium folinate x 5 H,O.
TTomoiHy BemecTRA: AKTO32 MOHOXHIPAT, OE3BO/ICH KONOHAANEH CHIIHLHEB NUOKCHI,

MarHe3HeB cTeapar, HaTpHeBa KapOOKCHMETHA Lelyr03a, NeCTHIHpata Boaa, xenatus, E 171,
E172,E 132,

Tipon3poanTesl H OpATEXKATEN HA PasperieHHETO 32 yHoTpeda
EBEWE Pharma Ges.m.b.H. Nfg. KG

Mondseestrasse 11

A-4866 Unterach

Austria

3a kakBo ce n2poa3ea Calcium folinate?

Calciumfolinat e noxazan:

* 33 HAMANABAHE TOKCMUHOCTTA H NpOTHROAEHCTBHE Ha AHTATOHMCTH Ha (oNHMeBaTa KHCEHHA,
kato Methotrexate; 3a npexnassaHe OT HpoSBH Ha HHTOKCHKAHMM NpH NpeHO3HpaHe C
Methotrexate npa BE3pacTHH H ASHA;

s B xoMmOpmamu ¢ 5-Fluorouracil 3a nanuatHBHO Teuenye Ha HanpeaRall KONOpeKTaleH KaplFHOM.

Kora re Tpsa6Ba xa npuemarte Calcium folinate?

Calcium folinate e npoTuBoONMOKa3aH NpH:

*  [3HHH 323 CBPHXYYBCTBHTEIHOCT KBbM HAKOS OT CBCTABKHTE HA JICKapCTBEHNS TIPOIYKT;

e  IEPHUINO3HA aHEMHS M ADPYTH BHIOBE aHEeMHH, ABRIKAIuM ce Ha Nednnpar Ha Buramus Bys;

e wuznonzeade Ha Calcium folinate ¢ Methotrexate wnu S-Fluorouracil no Bpeme na GpeMeHHOCT,
BIDK pazfen “BpeMeHHOCT H KbpMene”.

Kora Tpstsa na 0naere ocoGeH0 BHAMATETHHA?

Calcium folinate TpsiGBa Aa ce HpUJara camMo HHTPaMycKyNHO WIH HETpaBeno3Ho. Calcium
folinate He Tpa0EBA Na ce MpANara EHTPaTEeKaIHO!

Oomu
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Caiciumfolinat “Ebewe” capsules Hudopmarms 3a nanuenta

Calcium folinate Tpabsa na ce npunara ¢ Methotrexate unu S5-Fluorouracil camMo noa koHTpon Ha
JieKap-CHEeUMANHCT, ¢ ONMT IO OTHOLIeHHEe YToTpedaTa Ha XHMEOTEPAIEBTHYHM JIEKAPCTBEHHU
NPONYKTH.

Jleyennero ¢ Calcium folinate MoXke na MacKkupa NpHsHAIW HA TIEPHHIIMO3HA AHEMUS ¥ APYIU BUHORE
AHEMHM, FBIDKAINY ce Ha AeHUHT na Baramun Bis.

Tomam Opoit LATOTOKCHYHM JICKAPCTBEHH NPORYKTH, BUPEKTHH WIH HUAHPEKTHH MHXHOMTOPH Ha
cuuresa Ha JHK, Bomst nmo wmaxpoumroza (Hydroxycarbamide, Cytarabine, Mecaptopurine,
Thioguanine}. MakpoimTo3a He TpaOBa a ce nexysa ¢ HONMHOBA KUCENHHa.

Calcium folinate moxe na Hamany edekTa Ha aHTHENMISITHYHHTE JIEK2PCTBEHH NPORYKTH:
Phenobarbital, Phenytoine, Primidone u Succinimides, kaTo chINECTBYBa ONACHOCT OT NOBHINABAHE
YecTOTaTa Ha NPHCTHITATE NP eNUIISITHLH.

Calcium folinate / 5-Fluorouracil

Calcinm folinate moxke fa younm TokciyHocTTa Ha S-Fluorouracil, ocobeHo npu nauntMeHTH B
HanpenHana Bs3pact. Hali-decTo HaGNIOAaBaHUTE MPOSBH CA JISBKONICHHS, MYKO3HT, CTOMATHT H/HAK
Anapus, KOATO Moxke fa 6bRe RosomuMuTHpana. Ilpu n3nonssane Ha Calcium folinate B koMOunamms
¢ 3-Fluorouracil, nozara 5-Fluorouracil Tpabra Aa ce HaMaiii B MHOTO NIO-TOJIAMA CTEIIeH B CIIy4al Ha
TOKCHYHOCT, OTKORKOTO KOoraTo 5-Fluorouracil ce H3mon3sa caMoCTOSTERHO.

KomOrHupano neyenne S-Fluorouracil/ Calcium folinate ne Tps6Ba na ce zanoyBa iy DOAREPIKA NPH
TIAIMEHTH ChC CMMITOMH HA CTOMALIHO-YPEBHA TOKCHYHOCT (HE3aBHCHMO OT TEeXecTTa ii), KOKaTo
Te3H CHMITTOMH HE H3Ye3HAT HAIIbIHO.

Ylpw mosiea Ha IHAapHs, KOATO MOXKE Aa € Gener 3a CTOMallHO-YPEBHA TOKCHYHOCT, DAllMeHTHTE TpAOBa
Ha 6bAAaT CleIleHH BHAMATETHO AO IBJIHOTO H3Ue3BaHEe Ha CUMITTOMHTe. B cifydau Ha AHapus WHmM
CTOMATHT Ce MpenopLyBa HamalgBaHe Fo3ata Ha 5-Fluorouracil 70 meaHo U3desBaHe Ha CHMIITOMHTE.
Oco0eno BHUMAaHKE fia ¢ce 00BPHE Ha TIALHEHTH B TEXKKO 00O CECTOSHHE.

Tlpu komGurupano nevenne 5-Fluorouracil/Caleium folinate e Heo6x0aUMO MOHHTOPHpaHE Ha HUBaTa
Ha Kaniii ¥ B Cly4aii Ha MOHWKEeHHe Ha Nocie{HUTe, Ja ce HabaBaT HeoGX0HMHTE KONMYECTBA.
Calcinm folinate / Methotrexate

Tlpu maupenty, cre 3abaBeHo enuMuHmpane Ha Methotrexate, e BB3MOXHO pa3BuTHe Ha oOpaTuma
OnOpeyna HEHOCTATEMHOCT ¥ BCHYKH APYFH TOKCHUHOCTH, KOHTO ce CBEP3BaT ¢ Methotrexate.
Hanmmunero Ha crimectsybBama unx  Methotrexate wunmynupasa Op0pedHa HeAOCTATHYHOCT,
MIOTEHIHAAHO CE acoljMHpa ChC 3a0aBeHa eKCKPEIMA Ha JIGKApCTBEHHs NPOAYKT, ¥ TOBA MOXKE 1a
HANOH NOBHIIABAHE HA JO3aTa FIH NO-IPOABIDKHTENHO npreMase Ha Calcium folinate.

Jia ce u3bsarea mpexomepHo yBenwuasaHe Ha josure Calcium folinate, mopagm BE3MOKHOCT 3a
HaMangBaHe Ha aHTHTYMOPHaTa akrtusHocT Ha Methotrexate, ocofeno Hpu TYMOPH B LEHTpajiHata
HepBHa CHCTEMA.

WHIMECHTHO MpeNo3Upate ¢ aHTATOHMCTH Ha (oNieBaTa KiCelnHa, kaksbTo ¢ Methotrexate, Tpabea
IOa Opfe TpeTWpaHo KaTo cnemed cmysai. C yBelMuasaHe HA MHTepBala MEXAy NPHEMaHETC Ha
Methotrexate u Calcium folinate, edexrmBrocTra Ha Calcium folinate B mporBozeficTBHETO Ha
TOKCHUHOCTT2/HHTOKCHKAIATA HAMATISBA.

Hpexps 3amodyBaHe Ha jeueHHeTo c BucoxH Josu Methotrexate e neoOxomuMmo NpocnensBaHE Ha
KpeaTHHUHOBHA KITHPEHC.

HeoGxomumo € onpenelisHe Ha pH na ypuHaTa npefy NpuiaraHe Ha scsAka Bucoka go3a Methotrexate
W npubIM3WTENHO Ha BCEKHM 6 Yaca 1O BPEME Ha HifaTa MHTEH3HBHA NPOTEKTHBHA TEparmisi.
Crodizocture Ba pH Ha ypuHata Tpsa6Ba nma Obfar Hax 7,0 H HO TO3H HAYMH Ce NPEROTBPATABa M
HaMandBa pHCKAa OT MeToTpexcarHa Hedpomatms W ocrpa Gnbpeuma HenocraThYHOCT, NOpazu
npenunmTauus Ha Methotrexate wim Heroeute MeTabonuty B TyOynute Ha 6n6penmTe.

TlaipenTy, npd KOWTO ce IIPOBEXIa JIeUeHHeTo, TPsOBa Aa OBAAT BHHMATENHO rIOGJ'IeI[HBaHH B
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Calciumfolinat “Ebewe” capsules Hrdopmanys 3a mandeHTa

Methotrexate, 3a 1a Mo¥ke He3abaBHO Aa Ce OTKPHAT M NPEHEHAT SBEHTYANHHTE TOKCHYHH e(eKTH M
HEXCIaHH JICKAPCTECHH pearifig.

Tosu nexapcTBEH NPOMYKT chaBpxa Lactose monohydrate 23,00 mg/kancyna. Hemoaxonaiy mpw xopa
C HaKTa3Ha HeJOCTAaTBYHOCT, ralakTO3eMH HIIM NIIOKO3CH/TallaKTo3eH CHHJIPOM Ha ManabcopOrud.

Mozxe m Calcium folinate ga ce B3aMa o Bpeme B2 GpeMeHHOCT B KhpMene?

BpemeBsOCT

Koncyntupatite ce ¢ Bamus nexap Wil dapManest, Npefiu Aa IpHeMare Jiekapcrsal

He ca npoBepeHM ROCTaTh4yHH M ROOpe KOHTPONMpPAHH KIHWHHYHH HpPOYUBAamMZ NpH OpeMeHHE M
xppMayku. Hama faHuy, ye onmHoBaTa KHCENHHA HMA BpeJHO BE3ACHCTRYE npH OpeMeHHN,
Vnotpebara Ha Methotrexate no Bpeme Ha OpemenHOCT TpaOB2 Jla ce OCBINECTBSRA NPH CTPHKTHH
TIOKa3aHusd M CaMo B ciy4yali, ge eBeHTyanuuTe OnaronpuatHu e(exr NpepHIuaBaT NMOTCHUUMANHUL
PHCK 32 ITHOJIa.

Hsama orpanideHHs 5O OTHOIEHMe Ha usnoieaHero ma Calcium folinate nipu msmonssame Ha
Methotrexate uau Jpyry Ha aHTaroHHWCTH Ha (ONHEBaTa KHCENMHa MO BpeMe Ha OpeMeHHOCT MIM
KBbpMeEHe.

5-Fluorouracil e abcomoTHO NPOTHBONOKA3EH MO BpeMe Ha OGPEMEHHOCT ¥ KEPMEHE, KOSTO Ce OTHacH
¥ 32 KoMOuHHpaHoTo NiedeHne Calcium folinate u 5-Fluorouracil.

Knpmene

He e ycranoseno panm Calcium folinate npemMunapa B MaifunsoTo mipiko. Calcium folinate morxxe na
ce |3MI0MA3BA [0 BPpeMe Ha KEpMeHe NP CTPHKTHY TePaneBTHYHH TOKa3aHus.

Binsinne Bppxy cnocodBOCTYA 32 miodEpane M paboTa ¢ MAMTHEEA

Hama gannu, e Calcium folinate snuse pppxy ciiocobHocTTa 3a modypane 1 paboTa ¢ MAHHY.

Kon jieraperea MOFaT 12 NOBNMSAT BLPXY AelicTerero Ha Calcivm folinate?

Koncyntupaiite ce ¢ Banius nexap wii GapmanesT, Hpei Aa npueMarte JeKapersal

Tlpu enmoBpemenHo npunarawe Ha Calcium folinate ¢ anTaromuct na QonmeBara Kucenwna (Hamp.
KO-TPHMOKCA30]1, TMpUMeTeMHH), eeKTHBHOCTTA Ha NOCIeAHNS € BB3MOKHO WM Ja Ob/e HamaneHa,
HIIH HallBJIHO J1a Ce HeyTpanu3upa.

Calcium folinate moxe na Hamamd edexia Ha aHTHeIMUICATHYHEHTe cpeacTsa: Phenobarbital,
Phenytoine u Primidone ¥ Aa roBHINM Y€CTOTA Ha IIPHCTBIHTE.

Ipu xomOunupano newenne ¢ Calcium folinate m 5-Fluorouracil ce nabmomasa nosuilenie Ha
edeKTHRHOCTTA M TOKCHYHOCTTa Ha 5-Fluorouracil.
Kak 1 koqko gecTo Tpsioea ga npuemare Calcium folinate?

Bammat Jlexap e HasHayH Jeyennero By ¢ Calcium folinate!
ITpu nosBa Ha cTpanudHy eexTH, He3abarHo ce oObpHeTe kbM Bamusa nekap unu papmanest!

TIpenozupase H Ee0GXOANMEA MepKA IPH NpeRo3EpaHe

Ilpu npemosupake, HezabaBHO ce 0OBpHETe KM Bamnd nekap!
He e HabmopaBaHo.
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Calciumfolinat “Ebewe” capsules HugopMarms 3a nanueHTa

edeKT Ha aHTArOHHCTH Ha (ONHEeBATA KHCETHHA.,

B cmy4aif ma npeno3upane NpH koMOHHEPaHO Niewerue Calcium folinate/5-Fluorouracil, aa ce ciensar
HHCTpYKIHTE 32 npenosupane ¢ 5-Fluorouracil.

IIpu nporryckane Ha HazHaveHaTa 1032, o0bprere ce xeM Bammms nekap! He npuemaiite groiina nosa!

He:xenass JeKapecTEEHA pearnun

Ipu dseme mepanesmuuny HOKAZ AR

Hmyrna cacrema

Mruozo psdxo ce nabmonapaT alnepruyHH PeaKUHH, BKIFOYHTENHO aHa(QMAAKTMUHY Deakiuy M
YDTHKapHi.

Tlcaxnynn BApyHIeHHS

Hapymensus na cpHf, BE30yAa, Oe3chHMEe W JenpecHs MOTaT Oa HaCTHIAT PANKO, HAM-YeCTo Clex
TIpHIATaHe Ha BHCOKH JIO3H.

CroMaBIHO-9peBHH CMYIIEHHASA

CromamHo-4peBHY CMYHIEHHS MOFAT Ja HACTBIMT PAAKO, Hali-uecTO CAeH NpwWilaraHe Ha BHCOKH
HO3H.

Hepposioraaas cMymeHnas

Paoxo; noBuIABaHE YECTOTATA Ha THPHCTHHUTE HPH eHANCTITHIIH.

06ma

Hemunuuno: Tpecka cnep npunarade Ha Calcium folinate xato 1mxeKiHoOHEeH pa3TBOpP.

Ipu xombunupana mepanus ¢ S-fluorouracil

CxeMa BERHEXK MECETHO

TacTpoHBTeCTHHAIIHA HAPYIIEHHAS

Mrno20 wecmo: TafieHe M TIOBPBIIAHE.

OGmu

Mrozo wecmo: TEXBK MyKO3HT.

He ce pamonaea ycuiBaHe HAa IpYrd npenuspukasu or  S-Fluorowracil tokcuuymnoct (Hanp.
HEBPOTOKCHUHOCT).

CxeMa BeIHEH CEAMIUHO

TacTponHTECTABEANHA HAPYIIEHHES

Miozo uecmo: TexKa OHAPHUA M ASXHAPATAIMA, BOICIIM A0 XOCHHTaNH3allg ¢ HEd JIeUeHHe, a B
HEKOH clry4yaH ¥ ¢ (aTaneH H3XOA.

B cnyyali Ha HO%Ba HA HEXKEAAHH JIEKAPCTREHH e(heKTH, KOHTO HE ca IIOCOYEHH B Ta3k JIHCTOBKA MO,

uropmupaiite Bamus nexap unu GapMauesT.

Chenpanan YCI0BHA 334 CbXpPaHeHHE

JTa ce cpxpanssa nox 25°C. J{a ce cpxparnsapa B OpHTHHaNHATA onakoBka. Ja ce nasu ot ceetnuHa. fla
ce ChbXpaHsBa Ha MACTO, HeJIOCTHITHO 3a Jena!

Cpox Ha TOEHOCT

36 Mecena.
ITpoRyKTHT Fa He ce M3MON3Ba CNlell JaTaTa HA W3THYaHe CPOKAd Ha TONHOCT,

OIIAaKOBKATA.
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Calcinmfolinat “Ebewe” capsules HudopMarpis za natpenta

Peracrpannonen HoMep:

Tocnenna peaaknus Ha TEKCTA

@eppyapu 2005.
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