Methotrexat “Ebewe” tablets Hndopmarus 2a narmenTa
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Mertorpekcar“EGese” — rabaerku ot 2,5 mg, 5 mg nan 10 mg

s YpaxKaeMH HANHEHTH, MOJS NPoOYeTeTe BHHMATENHO TAZM JNCTOBKA NPENHA [a 3aN0THETE
Bamero aeqenne!

e 3a gonpaHRTeHA HEQOpPMANAN ce oOphIBaliTe KbM Bamng nexap nnm gapranest.
‘Topa JjieTenne e NPeNIHCalo cuenuasno 3a Bac u He TpaGBa ga aaBaTe JeKapCTBOTO HA
ApYrH xopa. JlekapcTBOTO MO3KE A3 UM HaBPeaH, T0PH B AK0 AMAT CHLUIETE OHIAKBARNS
KaTto Bac.

o Tabneriure ceappixar 2,5 mg, 5 mg wnu 10 mg methotrexate KaTo ASKAPCTBEHO BEINECTEO.

JlexapcTseHo BemecTro: methotrexate.
HOMOII],HI-’I BCUIECTBA: MOHOXHAPATHA JIAKTO3a, MUKPOKpHCTAlIHA IIEMY103a, HAPeBHYHO HHIECTS,
KOJIOHZIaJIEH CHIIHKOHOB JIHOKCH]|, MarHe3ues creapar.

IlponsBoauTen H NpHATEKATE] Ha PaspelleHHETO 32 YHoTpeba
EBEWE Pharma Ges.m.b.H. Nfg. KG

A-4866 Unterach

Austria

3a raxeo ce aznohssa Methotrexate?

AHTHPEBMaTHYHH: AKTHBEH PEBMATOMNCH apTPUT IIPH BE3PACTHH.

ABTHICOPHATHYHH: TSXEK, XPOHHYEH NCOpHAsHC, 0COOSHO NpH NallMeHTH B HaNpeXHana BB3pacT U
HalfMeHTH B HEH3TONHO NONOKEHHE, KOMTO HE ¢a NONaTIMBH Ha JpYra Tepartus.

LluTocTaTHK: IOMXBPIKALA TEpatks IIPH O0cTpa THMQONMTHA IeBKEMHA.

Kora ne TpsadBa ga ce npuema Methotrexate?

JiexapcTBeHHs IPOAYKT He TpAOBa fa ce MpHeMa NpH JAHHH 3a CBPHXYYBCTBHTENHOCT (aNeprut) KbM
Methotrexate Wi HIKOA OT ChCTaBKHTE.

BpemMeHHOCT B KEpMEHE.
¢ 3gauurellHO yBpexaHe Ha yepHoApoOHaT2 (yHKIHMs, BKmouuTenHo (uOpo3a, LHPO3a HIH
XCIIaTHT.

SuaurrelIHO yBpeXAaHe Ha OpOpedHaTa dyHKImMA.
KpeBHH  JMUCKpa3ud, BKHOUBALKA  XWNONNAazHs HAa KOCTHHA MO3BK, JEBKOEHMS,

TPpOMOOLIMTONIEHIA, aHEMHAL.
HudexmposHo 3a00naBanne, JOKa3aTeNCTBO 32 IMYHOAEDHIATEH CHHAPOM.
JlanHu 32 CBPBXYYBCTBHTEIHOCT KBM IIPOAYKTA.
Texxko 06mMo CECTOAHEE.
Kora TpadéBa ha 6naere ocodeHO BHAMATeTHA?

Methotrexate Mosxe fa ce npHnara camo OT KBanH@UIMpaH jeKap.
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Methotrexat “Ebewe” tablets Hndopmarms 3a nanpenta

Methotrexate Tpsbea jma ce u3MOA3Ba ¢ M3KMOYHTENHO BHUMAHNHE IIPHM MALMEHTH ¢ TOTHCHATA
xXemomnoesa, yepeneHa ObGpeunHa GyHKIE, NeNTHYHA 53Ba, YILEPATHBEH KONHT, YJUEpPaTHBEH
CTOMATHT, JHAPHS, W3TOIIEHHE, BCACACTBHE AMApHA, IIPH MaiKy Aela H MalBeHTH B Hanpeapaia
BB3pACT,

Hpu Hanuque Ha NEBPAICH H3THB WM ACLHT, NPEAH HAYANOTO HA JIEHEHNETO TpAOBa Jia ce B3eMAar
NOAXOMMIIH MEPKH 32 eBaKyallys Ha H3MUBHTE MIIH TepaltuaTa 2 ¢ MPeyCTAHOBH.

Methotrexate npenn3BHKBA HAPYHISHNS BB (ePTHIINTETa, ONMrOCHEPMEs, MEHCTPYaITHH CMYLISHHS ¥
ameHopes. Cuura ce, Ye To3M edekT e obpaTHM M OT3ByYapa Cllef] PeyCTARHOBABAHE HA TeparusTa.
Methotrexate npuyuHaBa eMOPHOTOKCHUHOCT, YBPEeXKIaHe Ha IUIONA M MOXe Ja jJoBesie a0 abopT.
Hali-manko Tpm mecena cres 3apbpllBaHe Ha Tepanuara ¢ Methotrexate Tpabea ma ce usbarsa
sabpeMeHsaBaHe.

IIpeny 3anoupaHe Ha J€YeHHETO MM TNpefdH BL300HOBABAHE HA TPEeTHPAHETO HAa MALHEHTHTE C
Methotrexate cnen TepaneBrHvHY Nay3H, TpaOBa fa ce NPELEHAT NOCPEICTBOM CHEMaHe Ha aHaAMHE3a,
(hH3MKATIHO H3CHEBAHE H NPOBSKAAHES HA TabOpPaTOPHH H3CIEeABAHKY CHECTOAHMETO Ha GhOpeuHaTa u
4epHOAPOOHHTE YHKUUH 1 CTOHHOCTHTE HA XeMaTONOTMYHUTE TIoKazaTen. [lapenTure, npyu KOUTO
ce MpoBexXAa JIeueHHne, TpA0Ba fa OBAaT BHHMATENIHC NPOCACAIBaHY, 32 Ja MoXe HezabagHo Ja ce
OTKPHAT H NpeleHIT eBeHTYAIHNTE TOKCHUHH eeKTH i HexelaH) TeKaApCTBeHH PeakliH.

Ocobeno BHHMaHue Tp#0Ba fa ce OOBpHE Ha €BEHTYAIHATA NOABA Ha YepHOAPOOHZ TOKCHYHOCT,
KOSTO MOJKE 2 BBE3HHKHE Oe3 chOTBETHH IpOMEHH B 4YepHOApoOHMTE foKasaTens. [Ipy wanmuwme Ha
DATOROTHYHM MPOMEHH B YepHOAPOOHNTE IoKazaTeNy UIIH BE3 OCHOB2 Ha JaHHKUTE OT YepHoapodHara
OHONCHA, YCTAHOBEHH NPeAy WIHM [0 BpeMe Ha TepanuaTa, He TpaAOBa Ja ce 3amoyBa JIEUCHME C
Methotrexate, wii To TpaOsa na ce npeycranosd. IlomobHi aHoManMu On TpaAGBajio HOPMAlHO HAa
OT3BYUaT [0 ABE CEAMHLM, Cllefl KOeTO JISYEHHEeTO MOKe 12 ce BE30OHOBY I10 NIpeLieHKa Ha JleKapsl.
Onucany ca AHTEPATYpPHH HaHHH 33 INeBpo-OenoppoGHH MpOfBH Ha peBMaroMaeH aprpur. Ilpu
TaUHeHTH ¢ ToBa 3a0olBaKe, nekapAT TPaOBa Ja MMa NpelBHN NOTCHIMANHUTE CTPAHUYHH edeKTH
Ha Methotrexate o OTHONIEHHE HA JMxXaredHata cucrema. JlauwenTtnre Tpabea na Onyar
npenynpesieHH 12 yBeAOMAT HezabaBHO JICKyBalllHg JieKap NIpH N0sBa Ha Kalyila Wil JUcHes.

Mosce in Methotrexate aa ce B3mMa 0o BpeMe Ea OpeMEHHOCT ¥ KbpMeHe?

Bpemennoct

Kowncyirmupaiite ce ¢ Bamns iexap uwin dapMalerT, Ipean Aa Npuemate jiekapcTeal

Methotrexate uMa TepatoreseH etexr. Ilo Tasd npuuuHa €€ NPEMOPBUBA H3MON3BAHE Ha
NeKapcTBeHHs TIPOAYKT NpH JKeHM B PEMpOAYKTHBHA BE3PacT, CaMC B Cllyyall, Ye €BeHTyamHuTe
GnaronpustHE edexTH TpeBuIaBaT NOTeHHIMaNHMA pHCK oT neueHuero. Ilpu M3monssaHe Ha
JIEKAPCTBEHYs MPOAYKT N0 BpeMe Ha OpEeMEHHOCT, NpH HeoOXOOMMOCT OT MpOBeXKaHe Ha
aHTHHEOINACTHYHO JicYeHHe WIH NpH 3a0peMensBaHe Ha MalMEeHTKaTa O BpeMe Ha WpHemMa Ha
nponykra, Gomsara TpabBa Aa NpeueHy IOTEHIHAIHHS PHCK CIIPAMO IUTIOHA.

Kopmene

Methotrexate npemuHaRa B maifymHOTO Mnako. Methotrexate e NpoTMBONOKa3eH IO BpeMe Ha
KBpMEHE.
EdexTr BLpXy ciocoGHOCTTA 32 HIopupane B padoTa ¢ MAIIHHEA

B#3MOKHO ¢ BIIOIIABAHE HA CIOCODHOCTT2 Ha NALMEHTHTe 32 Iodupane WK paboTa ¢ MallKHY.

Kon Jiekapersa MOTaT Aa IOBIHAAT BbPXY Aelicrsnero Ha Methotrexate?
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Methotrexat “Ebewe” tablets Hndopmauus 3a naguenra

Koncynrupaiite ce ¢ Bamus nexkap unu apMalieBT, npeaH Ja npuemMare jiekapcersal

Methotrexate nputexaBa H3BeCTHa CYNpPecHBHA aKTMBHOCT, BCIGOCTEHE HA KOETO MOXe Ja OBje
TIOBMEH WMYHHHST OTTOBOD NpPH €OHOBPEMEHHA BaKCHHALMA. EAHOBPEMEHHOTO M3ION3BAHE HA
JKHBH BAKCHHU MOXE Jla IPEAN3BHKA TEKKA AHTHICHHA PeaKnys.

CappsasuaT ¢ miasMmeHure npotenHH Methotrexate, Moxe na Opae H3MeCTEH OT CaMMIAIATH,
cyndonamMuay, MubeHHIXHIAHTONHH, TeTpaLMINH, Xnopambenukon, cyndazon, noxcopybuting,
muxiodocdamun u Gapburyparu. IopHneHUTe cepyMHH HMBa Ha cBobonuns Methotrexate Moxke na
JOBeatT 0 MORHIUEHA TOKCHIHOCT.

Methotrexate € mopnoxkeH Ha axTHBHA OB0pevHa cexpelins; 0OMKHOBEHO ce MHTep(eprpa ¢ Apyru
JICKapCTBEHM NpPORYKTH CBC CBIIMA THI SKCKPeTHpaHe M TOBA NPEIU3BHKBA IOBHINABAHE HA
nnasMesuTe HuBa Ha Methotrexate.

IIpm egnoBpeMenHo npuwioxedue ¢ Probenecid, nozara Ha Methotrexate TpaGea aa ce Hamanu.

Vinca allkaJIOHIuTe MOTaT Jda YBEINMYaT BETIpernereyHHa Methotrexate W nmomirmyramariTe Ha
Methotrexate.

Tpabsa n1a ce n3darea egHOBpeMeHHOTO M3non3Bane Ha Methotrexate ¢ jekapeTBa ¢ HepoTOKCHYEH
MM XEMATOTOKCHYEH NOTEHLH A {BITFOMHTEIIHO alTKOXO0M).

JlexkapcTBEHH NpPOAYKTH, CHEBPIKALGHM BHTAMHMHHM M OpaHM JKEJE3HH JIeKapCTBEHH IPONYKTH,
ceappraiy donrera KuceAnHa, 61xa MOIIH Aa MPOMEHAT oTroBopa keM Methotrexate.
HecTepouaHy MPOTHBOBB3MNAIMTEIHN CPeCTBAa GHXa MOITH Ja NpoMeHAT OBOpeyHHs KAHpBHC Ha
Methotrexate ¥ na JOBeAAT KO TEKKA WHTOKCHKALIHA,

Etretinate Moxxe 1a moBuImM cepyMHuTe HiBa Ha Methotrexate, a npr €IHOBPEMEHHO MPHIOKEHHE C
Methotrexate ca otfens3any ciry4al Ha TeKBK XEHNaTHT.

B penku ciyyau, npi eqHOBpPEMEHHO IpuiioxkeHHe Ha ¢olaTHy aHTaroHMCTH Karo Trimethoprim n
Sulphamethoxazole e 016en13aHa OCTpa NAHIUTONEHMS.

Kax n xosxo uecto Tpsadea aa npuemare Methotrexate?

BamisT nexap me HazHavyH nevernnero Bu ¢ Methotrexate!
IIp nosBa Ha cTpannyny edekTy, He3afaBHO ce 00BpHeTe KM Baurma nexap Wi Gapmanert!

Ipegoznpane u HeoGX0ZHMH MEPKH HPH NpeXo3Hpane

ITpu npenosupane, nezabasHo ce oOppHeTe KBM Bammis nexap!

Calcium leucovorin e antugot na Methotrexate, uznon3ean 2a HeyTpanKM3UpaHe HA HEITOCPSICTBEHHTE
TOKCHYHE edeKTH [0 OTHOINEHHME HAa XEMOMOSTHYHaTa CHCTeMa. Moxe Ja ce Ipuiara OpailHO,
HHTPAMYCKYJIHO MJIM 4Ype3 MHTpaseHozHa OonycHa Mmwkekips unm uHbysus. B cmyvam Ha
MHUMASHTHO [pefo3upane, 10 euH dac TpsbOBa na ce npmioxy Calcium leucovorin B eanaxpa Wi
no-BUCOKa J103a OT puckosara mo3a Methotrexate M ja ce MpoIBIKM NpUITAraHeTo Ha AHTHAOTA L0
JOCTHraHe Ha FIHa3sMeHH KOHueHTpaluu Ha Methotrexate 10-7 M. Moske ma ce Hanou nmposexziase
Ha APYTo TIOMOIIHO JIEUSHHe, KaTO KPBBONPEUBAHE U XeMOIHANH3A.

Kakgo Tpsi6Ba 5a AMaTe DpeJBHI, AKO CTe NPONYCHAJH OHpeae/eH npuem?

IMpu mponyckase Ha HasHadeHata 103a, He npuemaiite ABoHHa nosa. Kowcyntupaiite Te ¢ Bamms
nexap vnu (apManerT, NpeAH 1a NpHeMaTe KAKBHTO # J1a € IeKapcTBa.

KakBH nexelann peaknan Moxe Aa npexuspuka Methotrexate?
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Methotrexat “Ebewe” tablets Hudopmanii sa nandenra

Haji-qecto cpeilaHuTe HEXENAHM JIeKAPCTBEHH PEaKIMH BKIIOYBAT YIIEPATHREH CTOMATH,
NeBKOINEHKS ¥ rageHe 1 NPOABH OT cTpaxa Ha XpaHOCMHNATelTHaTa cHeTema. Maxap M MHOIO PAEKO ca
BE3MOMKHA aHa(GMiIakTHaHK peakip KbM Methotrexate. [lpyru Hexenany feKapCTBEHH PeaklpH, 3a
KOMTO ce ChobINapa, BKMOYBAT Apa3sHEHe Ha OUYMTe, Hepa3moNoKeHHe, HeoOwyajiHa oTmaIHAlOCT,
prpucane u (ebpunuter, 3amasHocT, 3aryda Ha AHOMIOTO/MMIIOTEHTHOCT M HamManeHa 3alliTa KbM
uHpexupn. CyuTa ce, He YeCcTOTAaTa M TeKeCTa Ha CTPAHWYHWUTE ¢(peKTH ca CEBP3aHH ¢ NPHIoKeHaTa
Jo3a.

Yecto

O6uyu: rnasoboMIe, 3aMafgHOCT.

Xemamonozuyny: NeBKOTICHNS.

CmomautHo-upesny: rajeHe, NIOBpLUIAHe, CTOMATHT, NEapys, aHOPeKCHA
Koowcnu: onaemisgsane.

Yepen dpo6: 3HaUMTOAHO NOBHIIABAHE Ha JepHOAPOOHITE SHIUMH.
Jpyeu: underum.

To-panKko cpemwianyu

Xemamonozuyny: eIHCTAKCHC, TPOMOOLMTONEHME.
Kooscnu: iypuryc, ypTHKapus.

Benoopobru: 6enoppobHa Gudposa, THEBMOHHA.
Huxouo-nonosu: BaruxalKa ynuepanus.

Hernpnwan

Obug: AMIIOTEHTHOCT.

Heumpanna-nepsna cucmema: nenpecus, o0bpKBaHe.
Lpyzu: 3ary6a va nubupno, Herpes zoster.

B cnyuaii Ha MosBa Ha HEKENAHH JIEKapCTBEHH PeaKIy, KOUTO HE Ca ONMCAHM B Ta3h IUCTOBKA MO,
un(opmrpaiite Bamus nexap wiu dapmariepr.

Crenpanay ycJoBns 32 ChbXpaHenne
0
Jla ce cpxpaHsBa NpH TeMitepatypa iox 25 C.

Cpok na rogsocr

3 ropunn. IIpofykTeT Ja He Ce WM3MOJI3BA N KATAaTa Ha M3THYaHe CpPOKa Ha TFOXHOCT, NOCoyeHa
BBPXY ONaKOBKATA.

Hocnenna peIaknus H2 TEKCTA
@eppyapu 2005 romuHa.

HonbaHATEIHA HHGOPMANHL
3a nonBIHUTENHA nHbopManua orHocHo Metotpekcar“EGese” 100 mg/ml, o6spuere ce kbm Bamus
siekap, GapMaleBT Ul NpefCTABUTENS Ha NPUTEKATEA Ha PaspeleHueTo 3a ynorpeba.

JiucroekaTa e oa00pera Ha:
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Methotrexat “Ebewe” tablets Hndopmaups 3a nmaguenrta

HH(I)DPMRHHB CaAMO 32 JICKAPH B MEAAUMHCKE CIICIHAAJIACTH.

Ykazapnsn 3a ynoTpeda
Hsva crieiyanis H3HCKBaHMs,

HecsemecTuMocTa
He ca u3pecTHH.
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