JIncroska: unpopmMAnnS 32 NANHEHTA

Mertorpexcar “Efese” 100 mg/ml kouneurpar 3a undy3uonen parsop
Methotrexat “Ebewe” 100 mg/ml concentrate for solution for infusion
METOTpeKcaT (methotrexate)

Ipouerere BREMATEHO HAATA THCTOBKA, HPEIA 42 3a00THETE 42 A3NOI3BATE TOBA JICKAPCTBO, ThHil
KaTo TA ChAbLPKA BaxkHa 3a Bac undopmanan,

- 3anaseTe Ta3W MCTOBKA. MoiKe 1a ce HamoXKH Ja 1 POYETeTe OTHORO,

- AXO KMATe HAKAKBY JOIBIIHATEITHY BRIIPOCH, NONUTalite Bawms fekap, GapMalesT iy MeIHIHHCKA
cecTpa.

- Tosa nexapcTso e npeanmcano nu4Ho Ha Bac. He ro npeorcrensaiite na apyru xopa. To Mose aa UM
HaBpeJH, HE3ABHCHMO, Ye NPH3HALIMTE HA TAXHOTO 3a00)Bake ca ohluyTe KaTe BamuTe,

- AKO NONYqHTe HAKAKBH HEKEe/IAHM JIeKapCTBEHH PeakLuH, yeenomere Bauinsa nexap, GapManesT win
MeJHUMHCKa cecTpa. ToBa BRIIOUBA U BCHYKH BB3MOXKHHU HE)KENaHH PEaKLMH, HEONUCAHH B Ta3H JTHCTOBKA.

Kakso ¢chabpKa TA3H JHCTOBKA: V3NTLAHNTENHA ATEHUNA N0 NEKAPCTBATA
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srengaretsang of sevaspennnns

ChabpXkaHKe Ha OMAKOBKATA M AOITBIIHHTENHA HHQOPM
ofpenue Ve

-

1. Kaxso npeacrasiaspa MerorpexcaT “Efene” B 3a kaKkBo ce R3M013Ba

MeTtoTpekcar ce H3MO/T3Ra 34 JICHEHHE HA pak.

3nokavecTeeHr 3a60nABAHNA: OCTPA IMMPOLHTHA TCBKEMHA, HEXODKKHHOB THM(OM, pak Ha Fhp/aTa,
XOPHOKAPLMHOM,

Merorpexcar Moxe /a ce H3NOMI3BA CAMOCTOSTENHO, HO HAN-4ECTO Ce H3MOMN3RA B KOMGHHALWA C IPYTH
NPOTHBOPAKOBY JIEKAPCTBEHH MPONYKTH.

2. Kaxpo Tpsa0pa 1a 3Ha¢Te npenn aa npaemere Merorpexcat “EGene”

JlekapcTeeHHAT POZYKT He TPAOBa Na ce NPHEMa IIPY JAHHM 33 CRPHXYYBCTBHTENHOCT (AIeprua) KhM
METOTPEKCAT WK HAKOA OT CLCTABKHTE.

He npremaiite Metorpekcar “Edese” npu:
-  Kzpmene
— HsdBeso Hapyienne Ha qepHOApoOHaTa dyHKuwps, BrrouHTeHO GHOPO3a, IIMPO3a KK XEMaTHT.
- YMepeHo M TeXKO HapymieHue Ha 6p0pednara GyHKums.
~  Huchyuxumn Ha XeMonoeTHYHATa CHCTeMa(yBpexnaHe Ha KPBBTa) (T.¢. Clle IPOBENEHO

TBUEICUEHHE WIH XHMHOTEpaIIid )

-  HimyHen geduupmr
—  CBpBXYYBCTBHTENHOCT KM AKTHBHOTO BEILECTEO MM KbM HAKOE OT NOMOKIHHTE BEllecTsa
—  Texky WK OCTPH WY XPOHUYHE HHPEKIHUH
— Cromatur, 13BH B YCTHAT8 KyXHHA M aKTHBHA raCcTPOHHTECTHHATHA 9384,
—  ANKOXOIM3BM

[peaynpexaenusa & npegoazHa MepKH:
[osoperte ¢ Bainus nexap, GapMaleRT iy MEIHUHHCKE CECTPA, (IpeaH da NpHeM




MeroTpekcar MOXe 1a ce IpHIIara caMo OT KBATHGULMpAH JIEKAp, ¢ OITKT B aHTHHEOILTACTHYHATR
XUMHOTEPAITHS.

Tlopaam BE3MOXHOCTTA 38 TEXKKA TOKCHIHOCT {KOSTO MOXKE [Ia I0BEE A0 CMBPT) 110 BpeMe Ha NeUeHHETO Ha
MALMEHTH ¢ TYMOPHY 3a00/1BaHHA, METOTPEKCAT, 0COGCHO B YMEPEHH H BHCOKH A03H, TpAOBa J1a ce
H3I10/I3Ba CaMO MPH MANHEeHTH ¢ XHUBOTO3aCTpallaBalM TyMopHH 3abonasannd. CrobuwaBanu ca ciryvan Ha
CMBPT TIpH JICUSHHEe HA TYMOPHH 3a00NABaHkiL ¢ METOTPEKCAT.

IIpy HanuyKe Ha IIEBpaICH M3AHB WIH aclMT (IPSAMBAKAHO OT CHOHMPAaHEe HA TEYHOCT B TEAECHHTE
KYXUHH), TIpeIH HAYAI0TO Ha JICYCHHETO TpAGBa A2 ce B3eMaT MOAXOAAIIH MEPKY 32 €BAKYaLH] Ha HATHBHTE
(ApeHaiK) WIH TEpanHATa Ja O¢ MIPEYCTAHOBH.

Ilosizara Ha ynuepaTHREH CTOMATHT (f3BH [0 JIMTABHLATA HA YCTAaTa), AUAPHS, XeMaTeMesa (OBPBUIAHE HA
KPbB), 4EPHO OLIBETSBAHE HA H3TIPAKHEHHUATA WIH KPbB B H3NPAKHEHHATA (6e/e3M Ha racTPOHHTECTHHANHA
TOKCHUHOCT) © HHIHKALMA 33 IPEKBCBAHE HA JICUeHHeTo. YeTHaTa KyxuHa | dapunkca Tpadpa aa ce
NIPETNIEKIAT KESTHERHO 32 IUFaBHYHH [IPOMEHH.

MetoTpekcar BpeMeHHO 3acATa MPOMYKUHMATA Ha CIIEPMATO30HAH H AHLERIETKH., MeToTpeKcaT Moxe 12
IIPHYUHK CHOHTAHEH a00pT U TeKKH BPOAEHH HeteKTH, Bre v BaingT naprHkop TpaGea na uabareate na
umare 6ebe, o BPEMETO KOTATO M3TIOI3BATe METOTPEKCAT H Hal-MAaNKO 6 Mecena Clie KaTo JIE9eHHETO ¢
METOTPEKCaT € NPHKIIOYKNo. Bibkre ¢hio Touka ,bpeMeHHOCT, kppMene 1 bepTumTeT .

QOcobeno sanManue TPAOBa Aa ce OOLPHE Ha €BEHTYAIHATA HOABA HA YEePHOOPOOHA TOKCHYHOCT, KOATO
MOXKe Jia Bb3HHKHE 063 CHOTBETHH NIPOMEHH B UEPHOAPOOHHTE MOKA3ATENH, 0COGEHO NPH NALMEHTH ¢
HHCYJIKHO3aBHCUM RuabeT. MeToTpekcaT MoXke Aa MPUYHHK OCTBP H XPOHUHEH XENaTuT, gubposa, Hposa,
peakTHRUpaHe HA MHpexuMS ¢ XenaTuT B win C.

B nommisenne, Npy HATHYAETO HA HEAKTHBHA, XPORHINA HHQEKIMA KATO XEPHEC 30CTEp MM TyOepkyiio3a e
HeoOXOAUMO CTIELHATHO BHHMAaRHE HOPajH BH3MOXKHO aKTHBHPAHE,

ITpy HanuuHe Ha MATOTOTHYHM NIPOMEHH B YEPHOAPOOHUTE TIOKA3ATENM HITH B3 OCHOBA HA JAHHHUTE OT
4epHOAPoGHATA GHONICHS, YCTAHOBEHH NIPEAH WIM 110 BpeMe Ha TepanusTa, He TpatBa Ja ce 3amo4Ba
NeveHue ¢ METOTPEKCAT WIH To TpiaOea na ce npeycraHoeH. [onoGHu anoManun Gu TpaGeanc HOpMaHO a
OT3BY4aT A0 ABE CEOMHLM, Ciel KOSTO JISUeHHeTO MOXKe Jia ce BE300HOBH 110 TIPELIeHKA Ha IeKapa.

Br3MoxHO € NpH NPOABIDKHTE/IHO NEYeHHE ¢ METOTPERCAT Aa C¢ HAIOKH HU3BBPIIBAHE Ha 6uoricHs Ba
KOCTCH MO3BK.

JIsuenevense o BpeMe Ha JISYEHHE ¢ METOTPEKCAT MOMKE 14 ITOBUITH PUCKA OT HEKPO3a Ha MEKUTE THKAHU
W4 KOCTHTE, leBKoeHuedanonaTs (yBpexaaHe Ha GU10TO MOIBYHO BEIIECTRO).

Bplpeunara GyHKUEA MOMKeE fa ce BIOLIM NOpaau yrnorpeGaTa Ha METOTPEKCAT. AKO ca HANIMIE PHCKOBM
dbaxtopu kato 6p6peuHO HapyllleHHe, BKJL. eKo GEOPEYHO HapyIIeH e, HE Ce NIPENOpPhYBA eIHOBPEMEHHOTO
MIpWIAraHe Ha HECTEPOWIHY TIPOTHBOBB3MaIHTeNHH cpeactea (HCIIBC).

CoeTOoAHuS, CBBP3aHH ¢ AeXHApaTalydd KaTo [IOBPBINAHE, AHAPH, CTOMATHT, MOIaT Jja OOBSOAT 40
NOBHINAB&HE HA TOKCHYHOCTTA H3 METOTPEKCAT.

Cnen vHTpaTeKanHo MpUICKEHUE HA METOTPEKCAT NALMEHTHTe TPAOBa Ja Gp/aT HabMI01aBAHY 32 MPU3HALY
Ha HEBPOTOKCHYHOCT (yBpexaase Ha [JHC, MeHMHreanHo apasHene, IIpeXofHa Wil BPEMEHHA napaliusa,

enuedanonarws). [Ipu neyense ¢ BUCOKH IO3M € BE3MOXKHO Ja Ce PosiBH HeoGKuaifno nox
IPEXOAHA CREenoTa, HeTHIMMHH pediaekcH (OCTbP HEBPOJIOHYEH CHHJIPOM).

Axo Bue, Bammmar naprHeop wid Bammuar GonHornienay 3abenesxure NogBa Ha HOBH
HCBPOJIOTHYHHTE CHMITTOMH, BKIIOUHTENHO 001a MyCKyJIHa cabocT, HapyeHHe H



MHCJIEHETO, TAMETTa H OPUEHTAUMSATA, BOACIIH N0 OOBPKAHOCT H IMUHOCTHH IPOMEHH, CBBpIKETe Ce
He3abaBHO ¢ Bamus nekap, Thif KaT0 T€ MOrat JIa ca CHMIITOMH HA MHOTO PAIKA, CEPHO3HA MOIBYHA
uHdeKIMA, HapeueHa MPOrPpeCHBHA My ITHOKAIHA eBkoenTiedaronaTus (TIMJI).

HeoGxoanmo e cnennanHo BHUMAHNE IIpH [AIEHTH ¢ yBpenena 6eompobha (yHKIMA.

Benonpobuu ycaokHeHns, WieBpaneH W3/IMB, ANBEOUT WK [THEBMOHMT ChC CHMITOME KATO CYXa KAlIUTHLIA,
TeMITEPATYpa, Kanutaua, Go/lka B rpbJHUsA KON, JUCTTHEA, XHITOKCEMHMsL H HHGUITPATH MpH PEHITCHOBO
H3CIeBaHe Ha TPHAHEA KOLI WIK HeCneIMpHYHA THEBMOHKS, TIOABABALLY Ce FIO BpEME Ha JIeYeHHe ¢
METOTPEKCaT, MOTaT /ia Ca NPH3HALIK 32 BB3MOXKHO ONACHO YBPEXIaHe C BE3MOXKEH JieTaleH Kpad.
BenoapoGrara Gxoncya NpeaocTaps pasTHIHY HAXOAKH (HAIID. HHTePCTHUHATEH OTOK, MOROHYKICAPHH
HHQHITTPATH WA HEKA3EOTeHEH MPaHyIoM). AKO ¢e MORO3HPAT TAKHBA YCTOKHEHHS, NEYEHHETO ¢
MeToTpeKcaT Tpabha Aa ce cnpe HezabaBHO, XaTo e HeoGX0nMMO BHEMATEIHO H3CIIEBAHe, 32 [Ia C&
H3KIIIOYAT HHpexuua 1 TyMopH. [10 BCAKO BpeMe Ha JIEHEHHETO MOXKe 1 Bh3HHKHe 0cTpo GenompoGHo
3abonsBane, HHAYIMPAHO OT METOTPEKCAT, KOSTO He BUHATH € HAITBIHO 06paTHMO H Bede ¢ chobiaBaHo
TP HHCKM J03H 0T 7,5 mg/ceIMUYHO.

Tipu ynotpeba Ha MeTOTpeKcaT MPH MALIMEHTH ¢ OCHOBHO PeBMAaTONOIHYHO 3al0aBane, ce crobinasa 3a
OCTBP KPBLEOH3IHB 0T Gemite ApoloRe.

Ilo Bpeme Ha JieueHHE ¢ METOTPEKCAT CE YBETH4YABA PHCKBT OT MHEKLMH, CEPHO3HY KOXHH PEAKLIUYK (KATO
CHHAPOM Ha CTHBBHC-/PKOHCHH M TOKCHYHA EIHIepMaTHa HEKPOIN3a), NOTHCKA Ce eeKThT oT
BaKCHHALIMATE,

HeoGxomumo e erporo HabnroneHne HA MALHEHTHTE OCOGEHO NPY MPOBEKIAHE HA HHTEH3HBHO
JIbYENeYeHHE, BIOLICHO 00O CHCTOAHHE, KAKTO W NP IOHOLIECKA WM CTAPYECKA BE3PACT.

IManuenTH B crapyecka Bb3pact

TlalgeHTH B CTApHECKA BE3PACT, KOHTO CE JIEKYBAT ¢ METOTPEKCaT, TpAOBA 14 ca NOJ HENMOCPEICTBEHO
MEeQHIMHCKO HAG/IONeHye, ¢ LIe YCTAHOBABAHE HA BB3MOXKHHA HEXENAHH PEaKii BE3MOKHO Hak-paHo.
Brapacroso obycnosenuere u3MeHeHHs B uepHOapoGHaTa GyHxims U 616peruTe, KaKTo 1 HAMANEHHTe
pesepRu Ha Gonuera KICETHHA (BHTAMMUH), H3MCKBAT CPABHUTEIHO HUCKH 03 METOTPEKCAT.

CreToanus Ha donateH AehHIAT MOTAT Aa MOBKIIAT TOKCHYHOCTTA Ba METOTPEKCaT.

HQGHOQ[_:‘-IHTGJIHH pocIeAaBalily HICTQARAHHA ¥ NPEANIA3HA MEPKH:

Hopw korato Metorpekcar ,,E6eBe” ce npiiara B HHCKH J03H, MOFAT J1a C& MIOSBST CePHO3IHHA HerxKeTaHH
peaxiu. 3a na OBAAT YCTAHOBCHH HaBpeMe, BaiuaT nekap TpaGBa a npoBexaa KOHTPOIHY NPErNenH U
nabopaTopHH M3CIEIBAHUA.

I1peny 3ano4BaHe Ha JSUCHHETO;

[penwm na 3anoyneTe nedyeHmero, le Bu 6baaT HasHAMEHH KPSBHYE M3CIIEIBAHMS, 32 14 C€ YCTAHOBH a1
HMaTe AOCTATBYHO KPHBHH KAETKH. Upes kpbBHO uicieABaHe e 6b/e MpoBepeHa Chilo yepHoapoGHaTa
QYHKIMA | 10€ ce YCTAHOBH Aany MMate Xenarut. Chino Taxa e Ghaar ©3cneBand cepyMHHS anbyMAH
(MpOTeHH B KPHBTA), CECTOSHHCTO B CITyUaif Ha XenaTyT (BL3MATEHHE HA YepHuA [ipob) n 6nOpeunara
¢yHKIms. Bamuar sekap MOXe CBIIO 2 PElliH Aa IpoBeZe Apyru YepHoapobHE H3CTEBAHNS, KATO CHHMKA
Ha HepHHA RPOD HWIA aKo € HeoDXONMMO B3eMaHe Ha MaJIKa YacTHLA OT YepHOAPOGHATA THKaH, 3a
no-06¢TolHO Hicnenpane. BammaT nekap Moxe colio na By uscnezpa 3a TyGepkynosa u
PEHTTCHOBA CHEUMKA Ha I'DbIHUA KOII MiIH QYHKUHOHANHE TecTOBE Ha Gemusa 1pob.

ITo Bpeme Ha JeUYEHMETO;

Bampar JIEKap MOKE 4 HATIpABH CICAHHTE M3CICIBAHHAA:



- DIperie]i Ha YCTHATa KYXHHA H (apHHKCa 32 H3MEHEHHA HA JIMTABHIMTE KATO BhL3NaNeHus Wi adTy
- H3C/Ie/IBaHe HA KPBRTA/6poit Ha KpbBHHMTE KNETKH W H3MEPBAHE HIBATA HA METOTPEKCAT B CEpyMa

- KPBbBHH TECTOBE 33 NPOC/IEASIBaHE HA Y¢PHOAPOOHATA QYHKLIHA

- ofpa3Ha AHarHOCTHKA Ha CBCTOSHHETO Ha YepHHS Ipob

- BIeMaHe HA MATKO NapH4eHile 4epHOAPOOHa ThKaH, 3a Ja 61ae H3cIeBaHo NO-NPEUH3HO

- KPBBHO H3CHeABaHe Ha Gr0OpeyHara GbyHKUHA

- apaJy3 Ha ypHHa

- TIperyiell Ha MXATE/IHATA CHCTEMA M TIPH HeoGxoauMocT GenoApoHH PyHKIIHOHAIHH TECTOBE
MHOro e BakHo Na nposexkAaTe HasHaveHUTe By H3cnensanms.

Bawmar nexap mwe apanTipa nedenuero B, 8 3aBHCHMOCT PesyITATHTE OT TE3H TECTORE.

To-yecTH M3cTeiBAHKS MOTAT 14 Ca HEOGXOMMH [IPK 3aTI0YBAHE HA JIEUSHHETO, IPOMAHA Ha JO34Ta HWIH 0
BpeMe Ha eNH30/1H ¢ MO-BHCOK PHCK 3a IOBUITABAHE HA HHBATA HA METOTPEKCAT (HAIID. AeXHAPATALIA,
HapyiDeda Gu6peuna GyHKIs, TOBIHHTENHA WK NOBUIIEHA J033 Ha PKIAraHH eIHOBPEMEHHO
NEKapCTRa KATO HeCTEPOMIHN NPOTHBOPEBMATHYHH CPEACTES).

[Tbpeu npu3Ham HA KUMBOTO3aCTPAIIABAIIH YCIONHEHHA WIH HHTOKCHKALMA MOTaT 4a GLaT: TeMnepatypa,
BLE3NAJIEHO TBPIIO, A3BH HA NTHTABMIIATA HA YCTATA, TPUNONOAOGHA CHMITTOMM, CHJIHA YMOPa, SITHCTAKCHC U
KOXHO KbpBeHe,

HeofxomuMo € He3abaBHO 1a ce KOHCYITHPATE ¢ JIeKap NPH 10483 HA CUMITTOMHA HA HHTOKCHKALIHMA.

Apyrn aexapersa B Merorpexcar “EGese”
Hutopmupaiite Banmsa nekap wi hapManest, ako npHeMare, HACKOPO CTe NPHEMAITH KITH & BE3MOKHO 13
[pHeMETE APYTH JIEKAPCTRA.

CRBEP3aHHAT C [Ia3MEHHTE IPOTCHHM METOTPEKCAT, MOXE 12 Oh/ie HAMECTeH OT CATHLMIATH, CyTI(POHAMHITY,
AneHATX HISHTOHHY, TETPALKKITHHHA, XI0pamM(eHHKon, cydazon, Rokcopybutiun, nukiodochamun i
GapGutypaTh. TloBHIIEHATE CEPYMHY HHBA HA CBOOOMHMA METOTPEKCAT MOAKE 2 AOBERAT 40 NOBHINEHA
TOKCHYHOCT.

MeroTpekcar ¢ moLToNeH Ha AKTUBHA GHOpeUHa CeKperHs; OOHKHOREHO Co KOHKYPHpA ¢ APYTH
NeKapCTBEHM NPOAYKTH ChC CHIIKA THIT €KCKPETHPAHE M TOBA NPeIHIBUKEA NNOBUINABAHE HA IIA3MEHHTE
HHBA Ha METOTPEKCAT.

Ipn exsioBpeMenHO NpHNOXKeHHE ¢ NPOOCHELI, 1032Ta Ha METOTPEKCAT TpAORA Na ce HaManu.

CeirsreTBamiaTa ynoTpefa Ha a30TeH OKCHI H METOTPEKCAT TpAbBa Aa ce u3bATRA, THif KATO ce yCHABA
edexTa Ha METOTPEKCAT, KOETO BOM 0 NOBUIUEHA TOKCHIHOCT.

Tpabsa na ce n364rea eNHOBPEMEHHOTO H3MOII3BAHE HA METOTPEKCAT C JIEKAPCTBA C HePOTOKCHYEH HITH
XeNATOTOKCHYEH NOTEHUHA (BKIIOYWTENHO AJTKOXON).

Etpetnuar Moxe na MOBMIIH CEpyMHUTE HHB2 HA METOTPEKCAT, A IIPH /IHOBPEMEHHO TIPUIOKEHHE C
METOTpeKCaT ca OTOENA3aHH CIIYHAN Ha TEXBK XENaTHT.

MeToTpeKcaT B3aMMOICHCTBA OLIE C AHECTETHIM, L-actiapariHasa, XONeCTHPAMKH, €PHTPOLIMTHH

KOHURHTPATH NMPH KPBLBOTPENUBAHE, KOPTHKOCTEPOHIM, TeUIYHOMHT, MEPKANITOITY PHH, IIEPOPATHY
AHTHOMOTULM, TICHHIHIHHY, GEHUTONH, TUPHMETAMIH, KO-TPUMOKCA30/, IPoKap6GasiH, TeOGHITHH.
3aroBa, koucyaTupaiite ce ¢ Banmin nexap win dapmavest, npean Ja npHeMare ApYIH JICKat
€AHOBPEMEHHO ¢ METOTpPEKCAT.

Heofxoaumo e ocoGeHO BHUMaHHE IPH Bede ChIUeCcTBYBam aedHupT Ha (onuena §

ApPYyTH NeKapcTsa (KaTo cynpoHaMHAM, TPHMETOPRM-CYI(paMeToKcas0n), Thit xarf]




MOXE Aa MOBULIM TOKCHYHOCTTA Ha MeTOTpekear. OT Apyra ¢TpaHa, eJHOBPeMEHHOTO IPHIIOKEHKE Ha
BUTaMHHHH NPOAYKTY, ChAbpKAINM QONMEBA KUCETHHA HITH HeffHH MPOH3BOXHH, MOTAT [12 HAPYLIAT
ehHKACHOCTTa Ha METOTPEKCAT (HAnp. ,,CBPBX-IPODHIAKTHKA™).

KomGunaumsta Ha MeToTpeKcaT M cyndacanazny Moxe 1a 3aCHIK edekTa Ha MeTOTPEKCar, Thi KaTo
cynbacanaui npeJH3BYKBA HHXHOMpaHe Ha CHuTe3a HA (oaueBa kuceauna, Tosa Moke Ja NOBEReE A0
TIOBHILEH PHCK OT HEKEIAHM PEaKIyy, BBIPEKH e B HAKONKO NMPOYYRAHHUA TOBA € HaGMOAasaHo caMo 1IpH
HSKOU OT/IEIIHH NALMEHTH,

XenaToTOKCHIHOCTTa MOXKE Ja GbJie MOBHILEHA PH PEIOBHA KOHCYMALIVMA HA ATTKOX0M WK TIpueM Ha apyru
XenaTOTOKCHYHH JIEKAPCTEA, HANIP. a3aTHOIPHH, JCHIyHOMUA, PEeTHHOMAH (HAMp. eTpeTHHAT),
cyndacanasus.

TIpH enHOBPEMEHHOTO NIPHIOKEHHE HA TPHAMTEPEH M METOTPEKCAT Ca ONMCAHH CHCTOSHUA HA IOTHCKAHE Ha
KOCTHHA MO3BK M [IOHIKEHH HHBA Ha (onaTHTe.

HusaTa Ha METOTPEKCAT H JiEBETHpALIETAM B KPBLETA TpAGEa Ja G61aT BHUMATENHO MOHHTOPHPAHH NIPH
NALHEeHTH, JIEKYBaHH €JHOBPEMEHHO ¢ TE3H 1BA JIEKAPCTBEHH MPORYKTa, NOPaaH PHCK OT TOKCHYHOCT,

Hectepouaun npoTHBOBB3NANKTE Y NeKapeTseRH cpeactea (HCIIBC) we Tpabea na ce npwiarar npegu
HJIH 110 BpeMe Ha JIEUCHHE C BHCOKa n03a MeToTpexcat, HecTepou a1 NpoTHBOREINATHMTENHH CPeAcTBa GHxa
MOTTTH 8 MPOMeRAT 656pednns KITHPEHC Ha METOTPEKCAT U Ja IOBEJAT JO TEXKA WHTOKCHKALMA, B T.9.
CMBPT ¢ HEOYAKBAHO CHIHO MTOTHCKAHE Ha (PYHKUMATA HA KOCTHUA MOSBK, AILIACTHUYHA AHEMHA U
CTOMAITHO-YPEBHA TOKCHYHOCT.

EqnoBpemeHHOTO npriokenue Ha HEXHOUTOPH Ha MPOTOHHATA TTOMNa {OMENPaIol, TaHTONpPAsOl,
RaH30IPa30oN) MOKE fa A0BeIe A0 3a6aBeHO WK TOTHCHATO CTHMHHHpaHe rpe3 HLOpenMTe Ha METOTPEKCaT
H TaKa JI0 MHAMPEKTHO NOBHIIABAHE Ha J03aTa.

Ennospemennara ynotpeta Ha MeTOpEKCaT ¥ LMTApabHH MOXKE 14 OBHIIH PHCKA OT TEKKH HEBPOTOTHYHH
HeXeNaHu PeaKLiY OT I1aR00ONINE N0 NAPAIH3a, KOMA Y €NH30/M NOOOHH Ha HHCYIIT.

CrieaiHMTE JICKapCTRA MOTAT A8 AOREIAT A0 NOBHINEHA TOKCHYHOCT HA METOTPEKCAT NOPAIH H3MECTBAHE Ha
METOTPEKCAT OT CBLP3BAHETO ¢ IUTA3MEHHTE NIPOTCHHH: NPOH3BONHY HA AMUIOTIMPYH, Napa-aMUHOGeH30eH
KHCENHHa, SapOrTypaTH, JOKCOPYOHIMH, epOpaNHi KOHTpaLenTusy, peHANI0Y TA30H, PEeHUTONH,
npoGeHEUMN, CANHIIATATH, CYNPOHAMMUAH, TeTPALMKINHHE U TPAHKBATHIATOPY. Tead JIeKapCTREHH MPOIYKTH
NOBHLIABAT OHONOTHYHATA HANMYHOCT HA METOTPEKCAT (MHAMPEKTHO MOBUIIABAHE Ha 7103aTa) M MOraT Ja
TIOBMINIAT HETOBATA TOKCHYHOCT, 3aTOBa efHoBpeMenHaTa ynotpefa ¢ MeToTpekcar Tpabea aa 6nae
BHUMaTENHO Habno1apaya.

Crenunre nekapcTBEHN IPOIYKTH MOTaT Na MPHYUHAT NOHMKABAHE Ha TyOy/IHATA CEKpeLHa ¥ NOCeaBama
MOBMIIEHA TOKCHYHOCT HA METOTPEKCAT, 0OCOOEHO B HUCKH AO3M: TIAPAAMUHOXMIYPOBA KHCENHHA,
HECTEPOHJIHK IPOTHBORB3NAIUTEIHH NEKaPCTBEHHN CPENCTBA, NPOSSHEHA, CATMUMIIATY, cyNhOHAMIIN K
Apyru cnabd opraHu4HM KHCeHHA. 3aTORa €THOBPEMEHHaTa ynotpe6a ¢ MeToTpekeat Tpatpa fa Obie
BHAMATETHO HAOMIONABAHA,

HepoToKcHYHOCTTa MOJKE 14 C& NOBHUIM NIPY KOMOHMHALMS HA BHCOKH JI03H METOTPEKCAT ¢ OTEHITHAIHO
He(PPOTOKCHYECH XHMHOTEPANEBTHK (HAIp. UCTUIATHH).

Ilo Bpeme Ha MpeABAPUTENHO JICYEHHE C JIEKZPCTBENH NMPOIYKTH IPHTEKABAIH Bb3MOXKHH
PeaKiMK OT CTPaHA HA KOCTHHS MOZbK (Hallp. NPOHIBOAHH Ha AMHIOTIMPHH, XI0opaMbeH:
TUPHMETaMHH, CyNOHAMHUIH, TPHMETONPHM-CYII(PaMETOKCa30t, HHTOCTATHIH), TPAOB.
BHHMaHHE BE3MOKHOCTTA 32 CHIIECTBEHN XeMATOIIOSTHYHH HAPYEHHHA, TH/DKALIH C&
METOTpPEKCAT.




Enﬂonpemenﬂom ITPHIOKCHHE Ha ePUTPOIMTHY KOHLICHTPATH H METOTPEKCAT U3HCKBA CIENUAITHO
MOBWTOpHpaHe HA TIALHCHTHTE, Thii KATO MOYKE I3 BR3HMKHE TEKKA TOKCHIHOCT NopagH NPpoaLMNKUTCTHATES
BHCOKH CepyMHH KOHUCHTpPAKHKH HA METOTPEKCAT.

BpemerHocT, KbPMeRe H GepTHIIMTET
Axo cre Spemenna wi1A KEpMHTE, CMATATE, e MOKE Ja cTe GpeMeHHa WK IaHnpaTe GpeMenHOCT,
nocsseTBaiTe ce ¢ Bammwa nekap wiH hapManesT Npean ynotpedarta Ha ToBa JIEKAPCTRO,

bpemerHocT
He usnonasaiite Merotpekcar “EGepe” o BpeMe Ha GpeMeHHOCT, OCBeH ako Baumsr nexap Bu e

NpEANKUCAN JIEKapCTBOTO 34 JICUEHHE Ha OHKOMOrHYHO 3abonspaHe. MeTOTpeKcaT MoXke 1a MpHYHHK
BPOAEHH fe(erTy, Ia yBpey Io/la WIH 1A HPUIHHM CTIOHTaHeH a6opT. CBbpaBa ce ¢ ManpopMaLliH Ha
4epena, JIMeTo, ChbPLETO H KPHBOHOCHHTE CHIOBE, MO3bKA U KPaHHMLKTe. 3aToBa € MHOro BAKHO
METOTpeKcaT Aa He ¢e AaBa Ha GPEMEHHM NauMeHTKH WIH HA TAKHBa, KOWTO MJIaHHPAT 3a0peMeHIBaHe,
OCBEH aKO He Ce H3M0/3Ba 3a JIeUeHUE Ha OHKONOrMYHo 3a60sBane.

3a HEOHKOIOTHYHH NMOKA3AHMH, IPH XKeHH B N€TEPOIHA BE3pacT Tpa0Ba JIa Ce H3K/IIOUH BBAMOKHOCTTA 34
OpemMeHHOCT, HanIpUMeP HUpe3 TeCT 3a GPEMEHHOCT NPy HAYATOTO HA JICYSHHETO.

He wsnonssaiite Metorpekcar “Ebese”, ako ce onmTeare 1a 3a6pemencere. Tpadna na w3barsare
3abpemenaBane Mo BpeMe Ha lleYeHHe ¢ METOTPEKCAT M HAM-MATKO 6 Mecela Clell MPUKTIOTEaHE Ha
neveHueto. Eto 3amo tpstea aa ce ysepuTe, ue H3non3sate eheKTHBHA KOHTPAUETIHA MIpe3 LeTKa TO3H
epHoA (BK. CHITO TOUKA ,,[ [peynpeskIeHns i MpeAnasHE MEPKH™),

Ako 3abpemeHeeTe 10 BpeMe Ha JICYCHUETO WiIH HMATe CBMHEHHS, Y€ MOxe /12 cTe Gpemenna, ropopere ¢
Bamus nekap Bp3MOKHO Haif-ckopo. Ako 3afipeMeHeeTe o BpeMe Ha JIEYEHHETO, Tpabba ia By Gnaar
HajeHU CHBETH OTHOCHO PHCKA OT BPeAHHM SeKTH BhPXY AETETO M0 BpeMe Ha Aevenreto. Tpabea na ce
ITPOBEHIAT AOITB/IHHTE/IHN YATPA3BYKOBH H3CTICABAHHA, 32 JIa Ce NOTBLPAH HOPMATHOTO (eTanHo pa3BATHE,

Muokku depTrianTeT

HanuyHure A0Ka3aTeICTBa HE MOKA3BAT IIOBHMLIEH PHCK OT MandopMaliy WM CTIoHTaHeH abopr, axo
Gaiuata npAeMa METOTPEKCAT B J03H, NO-HUCKH 0T 30 mg/cenmidno. Prck obave He Moske a G'hIe HAITBIIHO
H3KTIOYEH H HAMa HH(OpMaliHA 110 OTHOUICHHE Ha N0-BHCOKE O3W HA METOTPEKCAT. MeToTpeKkcaT MOXKe Ja
Gwae renoroxcrveH. Topa 03HauaBa, ye J1EKapCTBOTO MOYe Ja NPUIHHY FeHHU MyTalMy. Mertorpexcar
MOXKE Aa OK@Ke BAHAHHE BbPXY IIPOHIBOACTBOTO HA CTIEPMA, KOETO € CBEP3aHO ¢ BE3IMOKHOCTTA 3a BPOASHH
ZetheKTH.

TpabBsa fa u3bareate CL3NaBaHETO HA JENA MM NAPABAHETO HA CTIEPMA, 10 BPEME Ha JIe4eHHETO ¢
METOTPEKCAT W Hali-Manko 6 Mecena cien NpHKIIoYBaHe Ha JieueHHeTo. Thil XaTo JeueHreTo ¢ MO-BUCOKH
1031 METOTPEKCAT, YeCTO M3IIOI3EaHY TIPH JICYEHHE HA PAK, MOXKE [ IoBeae A0 Ge3ntonve ¥ reHHY
MYTalliH, MOXKe A3 € TPeNOPBLYHTENHO 33 MEXKE, TEKYBaHU ¢ METOTPEKCAT B O3M, TIO-BHCOKH OT 30
mg/cenmuiia, 4a ce oOMHCIH CHXPaHABAHETO Ha CIIEPMa NPEIU HAYATOTO Ha JIEHEHHETO (BK. CHIIO TOUKA
»11penynpeKIeHs ¥ NpenasHa Mepku™).

Krepmene
KbpMeHeTo e npoTHBONOKA3aHO TI0 BpeME Ha JISUEHHE, Thil KaTo METOTPEKCAT IPEMHHABa B KbpPMaTa. AKO €

HeobXOoAHMO JIeUEHHE 10 BPEME Ha TIepHO/ia Ha KhpMeHe, KBPMEHETO TPSOBa a Ce IIPEKpaTH.

INopupane & pabora ¢ MalHuu
Ilo Bpeme Ha ynoTpebata Ha METOTPEKCAT MOTaT Ja Ce MOABAT HEKETaH PEaKLMH OT
LIEHTPAIHATA HePBHA CHCTEMA KAaTO yMODPA ¥ CBETOBBPTEX, KaTO B OTAEIHH CIyUan
¢rnocobHOCTTA 3a odHpase WiwH paboTa ¢ MALTHEM.



Mertorpekcar EGeBe chabpika HaTpui.
Tosa nexapcTBO ChABPKA NO-MaAKo 0T 1 mmol Hatpuit (23 mg) B | ml, T.e. Moke fa ce Kaxe, ye
MPaKTHYECKH HE ChIBPAKA HATPHIA.

3. Kaxk ga npremate MeroTpexcar “EGene”

Baumar nexap e Ha3HaqH jiedennero Bu ¢ MeToTpexcar.
Ilpy nosiBa Ha HexenaHM NEKAPCTBEHM Peakilii, He3aGaeHo ce ofspHETE KBM Balnusg nekap wiu dapuanesr.

Baxno npexynpexiende NpH NPAIOKEAHE HA METOTPEKCAT:

MertoTpexcar 3a nedeHN e Ha ORKOIOTHUHE 3a601MBaH#R TpAGBa na 61ae JO3MPAH MEOTO BHEMATETHO
H B 3aBHCHMOCT OT TeJIECHATa ROBBPXHOCT.

HenpasuaHOTO BpHNOKEHHE Ha METOTPEKCAT MOXe 112 NPKYHHH CePHO3HY HEKETAaHH peaKiivH,
BKTIOMMTEIIHO TakuBa ¢ (aTaned xpaii. [launentare TpsGra fa ObOAT BHUMATENHO MHCTPYRTHPAHH.

Metotpekcar Moke aa ce mpunara 3a jeUcHUe HA TYMOPHH 3a50IABAHMS CaMO NPH HAGITIONEHHE OT ORHTEH
CICLHATHCT-OHKONOT. B KaTO MPENIOPEKHTE 32 HO3UPOBKA ¥ HAMHH HA NPWIOKEHHUE BAPHPAT B ITHPOKH
CPaHHIY, TYK ¢a oTOens3aHl caMo Hali-001HTe HACOKH.

MeroTpekcat Moxke na ce IIpHIara HHTPaMYyCKYJIHO, MHTPABEHO3HO (MOCPEACTBOM GOTYCHA HEDKEKIIMS HiH
MH(Y3H:) WM HHTPaTeKanHo (B 0GBUBKMTE HA IPEOHAYHHA MOFLK). 38 MHTPATEKAIHO MIPHIOKEHHE TPAOBa
7ia e H3MO/3BAT CaMO A030BH GOPMH ¢ HHCKA KOHIEHTpauus. J[O3HPOBKATa C& ONPEIe/s B 3aBUCHMOCT OT
TENECHOTO TErJIO Ha MALKEHTA WIH TellecHaTa MORBPXHOCT.

MeTOTPEKCﬂT C€ H3MOI3Ba NpH PeaHUa HeOIMMACTHIHH ‘3a50ﬂ}IBaHHﬁ, CaMOCTOATETHO WIH B KOMOHHAUMS C
ApYTH UHTOTOKCHYHH TCKAPCTRCHY TPOJYKTH, XOPMOHH, paAHOTeDaa WiH XHPYPrHYHA HAMeca.

BaiuAT fexyBau JeKap e NPeLeHH BPeMETO, YeCTOTATa M NIPOAB/DKHTENHOCTTA Ha TIPWIOKEHUE Ha
METOTpeKCaT.

AKO HMaTe HAKAKBH JOITHIHHTETHH BBIIPOCH, CEEPIaHH ¢ YIIOTPeGara Ha TOBA IEKAPCTRBO, MONA MOIMTATE
Baums nexap i papmaresr.

Axo cYe nprenn noBede oT HeobGxoxumara no3a Merorpekcat “EGese”

IIpu npenosupane, Hesabasho ce 06BpHeTe K6M Bammsa nexap!

OnuThT CrieA fyckate Ha nasapa e IOKAasal, e MPeIo3upaHe C METOTPEKCAT HACTBIBA TIPEIMMHO NIPH
NIePOPATHO IPUIIOKEHHE, HO CHINO M CNICK HHTPARCHO3HO, HHTPAMYCKYJ/IHO TIPHIOKEHHE WK
HHTPATEKAIHO NPAIOMKEHUE.

CHMITTOMHUTE ClIe/ NEPOPATHO NMPEIO3HPaHe, CHOTBETHO HHTPABSHO3HO Mpefo3upaHe, 3acaTaT MpeiMHO
XEMOIIOETHYHATA ¥ CTOMAIIIHO-UpeBHAaTa CHeTeMa, HanpuMep, Bb3HUKBAT JIEBKOIMTONEHHA,
TPOMOOLIMTONECHHS, AHEMMS, NAHLUWUTONEHHS, HeYTPOIIEHHA, MHETOCYTIPECHS, MYKO3HT, CTOMATHT, A3BH B
YCTHaTa KyXMHA, FaJeHe, (I0BPBLUAHE, KAKTO H CTOMANTHO-UPEBHY A3BH H KbpBeHe. B HAKOR cyyan HAMA
NpH3HALK HA HHTOKCHKAWW. HMa crobmenns 3a cMbPTHH ciiydan crieX npeao3upaHe. B Teau cyyaw ca
GHAM CHOOMIEHH CBILO CENICHS, CENTHYEH HIOK, HE0peUHa HeJOCTATHYHOCT M aILTACTHYHA AHEMMUS,

Ciien uHTpaTexalHO Ipeao3MpaHe ce NOABIBAT OOLL CHMITOMH HA [IGHTPANIHATA HEPBHA CHCTEMA,
CBBP3aHA ¢ 111aBo6oIIHe, rajiere, IOBPHIIAHE, MHPYOBE, CIIA3MHU ¥ OCTPa TOKCHUHA eHuedanonaTus. B Hakon
cilyyas He ce HalmonaBaT cuMnToMi. B IpyrH ciyuan mpu HHTpateKanHo Npeno3npane e ¢hobLIABaHO 32
tharasey xpaii, BbB BPB3Ka ¢ 00pasyBaHe Ha MO3BYHA XEPHHALMS ¢ TIOBUILIEHO BHTPEUEPEITHO HANATAHE H
0CTpa TOKCHYHA eHUedanonaTus.

3a NpeACTBPATSBAHE M JICYCHHE HA TOKCHYHH HEXKeNaHy Peaxuy cielH(pIHeH aHTH]y
dounar,



EdHKacHOCTTa Ha Kaniyep (OIHHAT HAMANABA ¢ YBEMHYABAHE HHTEPBATA MENUTY TIPHIOKEHHETO HA
METOTPEKCAT M NMPUIOKEHHETO Ha KalKes Gonuuat. 3a onpeae/sHe Ha ONITHMANHATA 1034 U
NPONB/DEUTENTHOCT HA NPUIOKEHAE Ha KaJlipes GoTHHaT ¢ HeoGX0AUMO NPOC/IAdBaHE HA CEPYMHUTE HHBA
HA METOTpPEKCAT.

B ciyqa#i Ha MacuBHO Npefio3Kpane, MOXE /3 C¢ HATOMH XHAPATUPAHE U ANTKATU3ALMA HA ypuHATa. Moxke
Ia ce HaNoKH MHOTOKpaTHO W3ciensane 3a pH Ha yprHaTa nmoHe B MBEPBHTE 24 Waca Clie]] 3aN0UBaHeTO Ha
NPUIOXKEHHETO HA METOTPEKCAT. Moske 1a ce MMa MPeIBHA XEMOAHANA3a W/ KPBBONPEJHEaHE,

Axo cre nponycnanu Ja npaemere Mevorpekcar “EGese”
He Baemajite aBoiilHa 1034, 33 1a KOMIIEHCHPATE NPOTYCHATATA A034.
Koncyntupaiite ce ¢ Baurng iekap Hau GapMatieBT, OPeAH A2 HPHEMATe KaKBHTO U 12 € JIEKAPCTEA.

AKO WMaTe HSKaKBH NOITRIHMTEJIHM BBIIPOCH, CBBP3aHA ¢ ynotpeGata Ha ToBa JIEKApCTBO, TOMHTaiiTe
Banivg nexap unn bapMaresr.

4. BB3IMOKHHE HexkeIaHH PpeakuHH

KakTo BCMUYKHM NlekapcTBa, TOBA IEKAPCTBO MOXKe Ja TIPe/IH3BIKA HEXETAHH PEaKilMH, BBIIPEKY Ue He BCeKH
¥ IIO;Ty4aBa.

OueHsBaHeTO Ha HeNeTaHHTE PeakiiH o Hasupa Ha HHGOPMALMATA 38 YECTOTA, IOCOUEHE HIO-HATOY.
¢ MHOrO 4ecTHd (3acqrat | i noseve Ha BoekH ] () nalpenTh);

decti (3acaraT | win mopeye Ha scexu 100, Ho no-manko o1 1 Ha Beekn 10 nanMeHTR);

He4eCTH (3acAraT 1 Han noseve Ha BeekH | 000, Ho mo-manko ot 1 Ha Beekn 100 nannenTy);

penxu (3acarar | Hnn noseve Ha Beexu 10 000, Ho mo-Manko ot | Ha Beeku 1 000 nanuenTH);

MHOTO penin (3acarat no-Manko ot 1 Ha 10 000 nauuenTw);

C HEM3BECTHA YECTOTa (4eCTOTaTa He MOKE Aa OBIie oNpeleneHa OT HATHUHHUTES NAHHH).

Haii-uecto cpemnanirre HexkenaHH JIEKAPCTBEHH PEAKIIMH BKUIIOYBAT y/ILEPaTHBEH CTOMATHT, JIEBKOTICHHS
rafiese H NPoABH OT CTPaHA HA XPAaHOCMMIATETHATA CHCTeMa. Makap M MHOTO PAJIKO Ca Bh3MOMKHH
aHaQUIAKTHYHM PEAKIMH KBM MeTOTpeKcar. JIpyru Hexenany JIeKapCTBEHH PEaxiiyH, 33 KOHTO ce
choOLIaBa, BKIIOUBAT Apa3HEHe HA OYMTE, HEPA3NONoKeHIe, HeoBHUARHA OTNAAHANIOCT, BTPHCAHE U
$ebpunurer, 3amadHoCT, 3ary6a Ha TMGHIOTO/MMIIOTEHTHOCT ¥ HAMAIIeHa 3AlIHTa KEM HHpeKuWH. CHITA ce,
He¢ YECTOTATA U TEKECTA Ha CTPAHWIHHTE eeKTH ca CBBP3aHH C IPHIIOKEHATA 1034,

Huexyuu u undecmanuu

Yecmu: Xepriec zoctep

Hevyecmu: Undexuyn (B HIKOH ciTyvadt ¢ daTaneH usxon)

Peoru: Cencuc (BRILC AeTaned uixoq)

Mrnozo pedxu: Hokapanosa, XUCTOIA3MO3a, KPHITTOKOKO38, XEPIIEC CHMILIEKC, BUPYCEH XeIlaTHT,
IMCEMHMHHPAH Xepriec CHMINEKS, MHOEKIHH, IIPHYIHHEHH OT IIMTOMETANICH BAPYC, IHEBMOHUS OT
Pneumocystis-jirovecii.

C neuseecmna wecmoma: PeakTuBUpare Ha UH(EKLEA ¢ BUPYC Ha XeTiaTHT B, Bnomasane Ha MHGOEKIMA ¢
BupYyC Ha xenatut C, MHEBMOHMS

Heonnazmu-do8pokauecmeenu, 310KALECGEn U 4 HEGNPEOEACHN (8K, KUCII B ROTUNY)
Hewecmu: 3nokadectaed mumdom (TyMOpHO obpasyBanie Ha THMGBHHATE BB3IH), KOHTO NpeThp

00pATHO Pa3BHTHE B IOBEHETO CITy4aH Ciej COHpaHe Ha JiedeHHeTo ¢ MeToTpexcar. [Tpu n
HeOTAaBHa IPOYYBAHE HE € YCTAHOBCHA BPB3KA MEXIY TEPanHiTa C METOTPEKCAT M VBEN
ciryqaure Ha nuMpoM.

Mruozo pedxu: CAHAPOM Ha TYMOPEH JTH3HC




Haggmenun HA Kpbema u nu.u@uama cucmema

Mnozo vecmu: Jlepkoumronenus, TpoMGonuTONEHHA

Yecmu: Anemns 0 naHMTONEHHA (MPOMAHA B GPos HA HAKOH BHAOBE KPBBHH KIIETKH), NOTHCKAHE HA
KOCTHHS MO3BK, arpaHyIoLHTo3a

Pedrxu; MeranobnactHa anemus (HamaneH Gpoli Ha YepReHHTE KPBBHH KIETKH)

Muozo peoxu; ArnacTuana aHemud, THMbaneHonaTHe, TuMbonponadeppany HapyeHHs (YaCTHIHO
oOpaTHMH), €O3HHO(IHS 1 HeYTPOTIeHHS (TeXKH NPOMEHH B ChCTARA ¥ GPOs Ha KPHBHMTE KIETKH)
[IBpBy NpH3HALIM Ha TE3M XKUBOTOIACTPANABAUIN YCIOKHEHNA CA: BUCOKA TEMNEPaTypa, BB3NAIEHO Ihpio,
A3BY HA JINTABHLATA HA YCTaTa, TPUNONONCOHH CHMITTOMH, H3PA3eHA YMOPa, KPYBBOTEUEHHE OT HOCa M
KPLBOH3NMMBH MO koxaTa. [IpunaraneTo Ha MeToTpekcaT TpaORa ne3a0aBHO fia ce CIpe, ako GPOST Ha
KPBBHHTE KNCTKH HaMaJee 3HAUKTEIHO,

Hapyuienun na uMyunama cucmemda

Heuecmu: Anepruvan peakuuy 10 aHaQMIAKTHYEH [OK (CBPHXIYBCTBHUTENHOCT), MOTHCKANE HA HMYHHATA
CHCTEMA
Mnozo peoxu: XunoraMarnoGyTHHeMEA

Hapyuienun na memaboruzma u xpaneremo

Hevecmu: 3axapen quaber

Hcuxuunu napyuenun
Hevecmu. enpecus

Peoxu: TIpoMeHH B HACTPOEHHETO, BPEMEHHH HAPYIICHVS BbB BB3NPHUATHETO

Hapywenun na nepenama cucmema

Mhnozo vecmu: I'narobonue, creToBbpTEK

Yecmu: CHHIHROCT, yCelllaHe 3a CKOBAHOCT WM H3TPBITBAHE/ [I0-MATKAE UyBCTBHTEIHOCT KBM DasTHHH
CTHMYJIH OT HOPMAITHOTO °

Hewecmu: ObbpranocT, rspuobe (NpH napenrepanya ynorpeba), ennedanonarus/neskoesnedanonaris
(np4 napeHTEePaANTHO NPHIOKE-HHE)

Peoru: Tlapesa (MacTHUHA NAPANM3A), TOBOPHK HAPYIUCHHA, B T.€. TH3APTPHA H atasHs, MHeIONATHA (ce]
AYyMEaIHO TPIIOKEHHE)

Muozo pedxu: Muactenus (cnaGoct Ha MycKynHuTe), GONKa B KpaiiULHTe, IPOMAHA BEB BKyCa (METATCH
BKYC), OCTBP aCeNTHYEH MEHWHIHT ¢ MEHHHTHIbM (1apanu3a, NOBPbIUane), HeoOHURIHH CETHRHH
BBINPUATHA Ha I7TIaBATA.

C neusgecmna wvecmoma: HeBpOTOKCHYHOCT, ApaXHOMIUT, NMAPAIUIETHS, CTVIIOP, ATAKCH, IEMEHLHA,
NOBHMIIEHO HAJAraHe Ha IpEOHAYHO- MO3BYHATA TEUHOCT

HHTpaBeHO3HOTO NPUIOXKEHME Ha METOTPEKCAT MOJKE CHINO Aa JOBEAE A0 eHuedamuT H ocTpa
ennedanonaris, BOIEmA 50 CMBPT.

Hapywienun na ouume

Yecmu: KOHFOHKTHBHT

Peoxu: 3purenty napymienns (OT 4acTH TexKHd), T&KKA BeHO3Ha TpoMO03a HA PETHHATA

Muozo pedxu. TlepuopbuTanes oTOK W 3a4epRiBaHe ([OAyBaHe OKONO ouMTe), Gnedaput (BE3maleHHe Ha
KlenayyTe), MOBULIEHO ChizeHe, H GoTodobus (MoBMNIeHa 1yBCTBUTENHOCT KBM CBET/IMHA), [IPEXOiHA
CNenoTa, 3aryba Ha 3peHue

Crpoeunu napyuwienus

Pedru: [lepyikapiHT, nepHrapIeH M3UB, TEPHKAPIHA TAMIICHARA (PAalTHUHH 10 TEXE
THKAHUTE, IOKPHBALIH CHPLETO)

Crvoosu napyuienun



Hevecmu: BacKyTHT, aNeprudeH BaCKyuT
Pedru: Xunotonus, TpoMGoeMGOTHIHH MPOSBH (BETIOMHTEHO apTEpHATHA H MO3bYHR TPOMBO3a,
TpomGodnetir, AE160Ka BeHosHa TpoMBO3a).

Pecnupamopnu, ZprooHu 4 MEQUGCIUNENHY HAPYIIeHUA

Mruozo veemu: Kamumnna

Hecmuy: Benonpobly yenmKHERHs, b/DKALIY C6 HA NTHEBMOHHT/ANBEOIHT M CBHPIAHH C TAX CMbPTHY
ciIy9ad (He3aBHCHMO OT [03aTa ¥ MPONBDKMTEHOCTTA Ha IEUEHHETO ¢ METOTPEKTaT)

TuriyHi CHMITOMH ca: 06110 3a60719BaHe, CyXa, NpasHellja KANUTHIA, 3aTyX, BOJEL 4O NHCTIHES B HOKOM,
Gonku B repauTe, pedpwinTer,

AKO 1IMa ChBMHEHHE 32 TaKuBa yYCIIOKHEHUS, JieueHKeTo ¢ Metotpekcar EGeBe Tpséina fa 6bae mpexscHaTo
He3abarHo K TpAGRa Na Gble N3KTIoUeHa BE3MOKHOCTTA 38 HH(pEXLEM (BRTIOUHTENHO IHEBMOHHMS).

Hevecmu: TlyamMonapra ¢ulposa (yspexane Ha Geaure apoGose), IineppateH Hatus

Peoxu: OapyHTHT, peciHpaTopeH apect, Senoxpobua emMbonun

Mhozo peoxu: Xpouutta unTepeTHImMAMA Gentonpobua GonecT, peakumy oA06HH HA GPOHXKATHA 8CTMa C
KAULTHLIA, 380yX U OTKPHBAHE HA TIATOJIOrHYHH W3MEHEHMs [TPH NPOBEXKIAHETO HA W3C/IeBAHHA Ha
6enonpobuara dysxups.

C neussecmna vecmoma: T peana 601Ka, XHIOKCHA

Cmomamno-upegnu Hapyuienun

Mnozo wecmy: Jlurica na aneTHT, rajiere, NOBPBINaKe, kopeMHa Gonka, ylUEpaTHBEH CTOMATHT, ARAPHS
(0coBeno npes mbpBUTe 24-48 Haca CASH NPHIATAHETO HA METOTPEKCAT).

Heuecmu: 51381 1 KbpBEHe B CTOMAITHO-4YPEBHHA TPAKT, NAHKPEATHT (BbINATCHHAE HA AHKPEAca),
Peoxu: EntepHT (BB3NaseHne HA YEPBATa), MENIEHA (YEPHU M3NPAXKHEHNS), THHTBUHMT (Bb3MACHHE Ha
BCHIHTE).

Mhuoeo pedru: XemareMeza (IIOBPHINAHE HA KPBR).

C neussecmua wecmoma: HeuneKUHo3eH MepHTOHAT (Bb3NaiteHNe B kopeMma), Hepdopaims Ha 4YepBAaTa,
TIOCHT (BB3NANICHNE HA CTPYKTYPA B FHPIIOTO)

Xenamoburuapuu Rapyuienus

Mnozo wecmu: Tlopuasane Ha ueproppobuuTe etznvu (AJIAT, ACAT, ankanna pocdarasa u
OwtHpyOun).

Heyecmu: YepHonpoGha TOKCHHHOCT, pa3BHBaHe Ha MACTHA JETEHEPALMA HA UEPHHS Apos, XPOHHYHA
yepHoapobHa Gubpo3a ¥ IMPO3a; HAMAIABAHE Ha CEPYMHHAA ATOYMUH.

Peodru: OcTEp XenaTHT (KBITEHRUA)

Muoezo peoxu: Ocrpa 4epHOAPOGHA Hexpo3a, YepHOAPOOHa aTpodus, HepHOIPOGH HeAOCTATEHHOCT.

Hapywenua na koxcama y HOOKOYNCHAMA MbKAH
Mruozo vecmu: Koconaz

Hecmu: Exzema (06pur), eprrem (3auepessaHe), copbek, QOTOTySCTBHTENHOCT, KOKHH YIILEPALHHT
Heuecmu: Ypruxapus, NoBULIEHA TUTMEHTAIIMA Ha KOXKATA, HOXYN034, BIOIIEHO 3a3/[paBABAHE HA PaHH,
TeXKKH TOKCHYHH peakuuu: o0puBH ¢ MEXypH 0 Koxata, cCHHAPOoM Ha CTubbHe-DKOHCHH, TOKCHYHA
enuepManta Hekposa (CHRapoM ua Jleiisn).

Pedxu: TlonieHo IMIMEeHTRPAHE Ha HOKTHTE, OHHXOTH3A, akHe, eKXOMO3M, IETEXHH, My ITHHOpMEHa
epUTEMA, KOXKHH SpUMATO3HU OOPHEBH.

Mnozo peoxu: Octpa mapoHwxua, GypyHkynosa, TenaHrHeKkTasing

C neussecmna vecmoma: JlexapcTBeHa peakiua ¢ eosuHoGHIAA U cvcTemns cummromu (DRESS cumnpom),
AePMATHT, 3a4epBABane H GelteHe Ha Koxkara

Hagzmeuwi HaQ MYCKYAHOCKeIemuama cucmema u CHeOUHUMETHAME LKA U 3
Kecmume

Heuecmu: Aptpanras, maanrus (GoKy IO CTaBUTE H MyCKY/HMTE), OCTEONOPoaa.
Peoxu.: Crpec dpaxtypa Ha KOCTHTE




C neuzsecmua wecmoma: OCTEOREKPO3a, OCTEOHEKPO3a HA HeOCTTa (BTOPHMHO Clies
nuMponponygepaTBio 33609BaHe).

Hgggmenwt Ha ﬁ'bﬂgegume U RUKOUHUME HoIRUHA

Muozo vecmu: [lorrmkeHo eTHMHHUpPaRE HA KpeaTHHHHA (OTIANEH NIPOIYKT OT Genthunus MeTafonnsnm)
Hevecmu: Hedponatus (yepexane Ha GbGpeinrre), 66peuta HETOCTATLUHOCT, OJIHTYPHS, aHYpHA,
BB3NAJICHHE U 1383 Ha ITHKOYHHA MexyD (BE3MOXKHA € XeMaTypHa), Au3ypus (Hapymeno/GonezHeHo
YpHHHpaHe).

Pedxu: AzoTeMus, XUTIEPYPUKEMHS, TOBHINECHU CEPYMHY KOHUEHTPALHH Ha Ypesa H KPeaTHHHH

Mruozo pedru: TIpoTendypusd, xeMarypus

Cycmonnun, c6ppIanU C GpeMeHHOCHING, POOOSUR W ROCAEPYDOBRA HEPUOD

Hevecmu: Yepexnaade Ha wioaa
Peoxu: Abopr
Mhuozo pedxu: CMBpT Ha IUTO4a

Hapyuienun na 6v3npoussodumerngma cucmemna u zvpoama

Hevecmu: Barnnanno se3nanedue v 4381

Peoxu: TIpexonsa onurocnepMus, NPEXOIHH MEHCTPYANHH HApYLICHUS

Muozo peoru: Hapyuiena osorenesa (obpasypane Ha SileKIETKH) WIN criepMaToresesa (o6pasypare Ha
CEeMEHHA Te4HOCT), 3aryba Ha UG, HAPYIUEHA epeKTHHA (YHKIIUS, BATHHANHO TedeHue, Se3rmioue,
HapyuIeH MEHCTPYAeH LMK, THHEKOMAaCTHA (YReIH4aBaHe HA MACYHITE JKIE3H).

C neuzgecmna yecmoma: Yporenuranna auchyHxkiys

Obuwiu napyuienus u edhexmu Ha MACIOMO HA RPUADHCEHUE

Muo2o wecnmu: YMOpa, HepasNoONoKeHHE
Hewecmu: TloBuineHa TeMnepaTypa
C neuzsecmua wecmoma: CTyneHH TPBHITKH, HEKPO3a B MACTOTO HA MIDKEKTHpAHe, Noxysade’

% 3a OpOAYKTY, CHIBPKAMM METOTPEKCAT B HECKH 031

Crobmapane A HeXeJAHH peaknnn

AKO MOTYyYHTE HAKAKBH HEXKEAAHH NEKaPCTBEHHA peakliul, yBeaoMerte Bainus nekap, GapManerT win
MEIMUHHCKA cecTpa. Tosa BKIOUBA BCUYKH BE3IMOMKHY HEOIMCAHN B TA3H JIHCTOBKA HEXKE/IaHH PeaKIlHH.
Moxere ¢pmo na crobuIMTe HEXeMAHH PeakKIMK IMPEKTHO Hpe3 HAMOHAHATA CHCTEMA 33 ChOOIIABaHE
xbM H3MBIHATeNHATa areHIMA O 1eKapeTBaTe, ya. ,.JJaman Ipyes” Ne 8, 1303 Codwus, Ten.:
+35928903417, yebeaitt: www.bda.bg. Kato ceobinarare Hexenanu peakHy, MOXETE 4a AaJ¢Te CBOS
APHHOC 32 II0Jy4aBate Ha Moseue HHGOpMalMa OTHOCHO 6e30NacHOCTTa Ha TOBA AEKapCTBO.

5. Kak na coxpanaare MeroTpexcar “EGene”

CobxpansBaiiTe Ha MACTO, HEAOCTLITHO 33 JELA.
Ha ce cuxpanssa npu Temneparypa nog 25°C.

Jlexapcrsarta He TpsOBa 1a e M3XBBPIIAT B KAHAMM3AMMATA WIH B KOHTERHEpa 38 JOMALIHH OTHRTbIH.

HNonwraitte Bammg QapmalieBT Kak ia M3XBBIATE JIEKAPCTBATA, KOHTO Bede He u3ronsare. Tesd Mepku Iie
CIIOMOTHAT 34 ONa3BaHe Ha OKOJTHATA cpeid.

6. Chabpkadne Ha ONAKOBKATA H JORNBANATETHA HEGOPMATHS




Kakso cpanpxa MeroTpekcar “Efene™:
~ AKTHBHOTO BEIIECTBO ©; METOTpeKcar (methofrexate)
- JIpyTHTe CBCTaBKH ca: HATPHEB XUIPOKCH/, BOIA 34 MEDKEKLIMA

Kaxk warnexna Merorpexcar “Efene” 1 Kakpo ChABKA ONAKOBKATA:

Praxonn or Ge3UBETHO CTHKIIO OT XMIPONHTHYEH KiIac I ¢ ryMeHa 3afymanka, ONakoBaHU B KAPTOHEHH
KYTHH.

®naxon ot 5 ml: 500 mg MeToTpexcar.

®nakeH ot 10 ml: 1000 mg meToTpexcar.

MDnakoHuTe MOTaT Na OBAT cbe WK Ge3 3alpTeH miacTMacos KonrediHep (ONCO-SAFE unu cuitByur).
"Onco-safe” v cIMABUHT HE BIH3AT B KOHTAKT C JICKAPCTBEHHS NPORYKT H OCHIYPABAT JOUBIHHTENHA
3aLIHTA TPH TPAKCHOPTHPAHE, KOSTO NOBHIIABA 6e30MaCHOCTTa 34 MEIMIMHCKUA ¥ (PapMALIeBTHIHHA
TIIEpPCOHAJ.

He BcHuKM BHIOBE OTIAKOBKY MOTAT 1a 6baaT mycHaTH B mpoaakGa.

IpaTexkaTes HA pa3pelIeHHETO:
EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestrasse 11, A-4866 Unterach, ArcTpus

TIpouseonmrenn:

EBEWE Pharma Ges.m.b.H. Nfg. KG
Mondseestrasse 11,
4866 Unterach, Apctpus

Fareva Unterach GmbH
Mondseestrasse 11,
4866 Unterach,
AncTpus

JaTa Ha DoceNnO NpepasrieKIane HA THCTOBKATA
MMATTT




Hrdopmanus camo 3a JeKAPH ¥ MeAMIHHCKH CHeNAATHCTH

Mertorpexcar “EGeBe” 32 napeHTepaIO NPHIOKEHNE He ChIBPKA AHTUMUKPOOHH KOHCEPBAHTY.
Hewu3no/ispanMaT nekapcTseH NPOAYKT HIH OTNATBYHHTE MATEPHANH OT Hero TpAGBA Na ce H3XBLPIIAT B
CBOTBETCTBHE C MECTHHTE M3HCKBAHMA,

TNapenrtepanunre dpopMu Ha METOTPEKCAT Na CTA0WIHK B IPOABIDKEHHE HA 24 4aca Cliejl pasTBapsAHE ChC
CJAESHUTE Pa3TBOPH 33 BEHO3HO IpuAoKeHWe: 0,9% HaTpHeB XJIOpHL; III0KO3a.

TTpemy NpriIoKeHHE KOHIEHTPATHT 33 HAQY3HOHEH Pa3TROp TPsGBa 1 ce paspean ¢ 0,9% HaTpHes XI0pH,
5% pasreop Ha rmoko3a win PHarepor pasteop.

B eama 1 criua 6anka He TpaGBa 1a ce CMeCBAT APYTH JIEKAPCTBEHH NIPO/TYKTH C METOTPEKCAT.

Pa6ora ¢ HUTOTOKCHYEH IEKAPCTBEHH NPOJIYKTH: ¢ IMTOTOKCHYHH MPOAYKTH TpaGBa 1a GopaBy
eIMHCTBEHO 00yYeH nepconan B onpeeneHo MoMellieHHe. PaGoTHATA TOREPKHOCT TpiGea 1a 65ae HoKpHTa
¢ abcopOupallia XapTHs ¢ IVIACTMACOBO TOKPHTHE, NPefHAIHAYEHA 34 eJHOKPATHA YIoTpesa.

Tpabra na ce HINON3BAT 3aIUTHH PHKABYLIM U KavyJIKH 34 [IPeITA3BAHE OT CAYYaiHO IONafaHe Ha
METUKaMEHTA BBPXY KOXKATa U OUMTe.

Jla ce nasu oT KOHTAXT ¢ KoKaTa M TMrasuruTe. B ciiywail Ha koHTaMuHALHA 3acerHaTHTe 061acTH TpabBa
He3a0aBHO 113 ¢ TIPOMHAT 00WIIHO ¢ BOAA.

Ipu nosiBa Ha BpeMesHO Napene, MoXe A2 ce M3NoM3Ba Mek kpem. Ipu onacuocT or cueTeMHa aGeopBums
Ha 3HaYHTETHH KOJIMYECTEA METOTPEKCAT, 110 HAKAKLB HAYHH TPAORa Ja Ce NPHITOXKU Kkanyues gorunam.

BpeMenrH He TpatBa Aa OOPaBAT ¢ NMTOTOKCHYHH JISKAPCTBEHH NPOAYKTH,
Bewuky Matepuany, H3nonspadi 3a MONHBAHe, KAKTO K OTNAXBYHH CPEACTBa, TpAGBa na GhaaT M3TOpeHH.
Hsma onpenenyu npernophbKy OTHOCHO M3TIO/I3BAHATA TEMIlEPATYpa HA W3rapsHe,

Ha ce cna3ssaT yka3aHHaTa 3a paboTa ¢ IMTOTOKCHYHH CpencTnal

Excrpasaiapane

1.B cy4aii Ha excTpaBasHpaHe, Npolenypata TpA0Ba Ja ce NpexpaTH HezaGaBHo!

2. 3ameny HHQY3HATA MITH CTIPHHIIOBKATA Ch¢ COPMHIIOBKA 38 €AHOKPATHA ynioTpe6a or 5 mil &
acniMpupali 6a8HO eKCTPABAZMPAHOTO KOAMYECTBO. He ynpakussai HATYCK BBPXY MACTOTO Ha
eKcTpasasupade!

3. OrcTpanyn MHTPaBEeHO3HUA JOCTBI JOKATO ACTIHPHpALL,

4, JTa ce nonarar peJOBHH I'P¥KH CJie] H3MUCBAHE OT GOIHUIIATE.

HecnaMecTRMOCTH
HMzBecTHM ca HECHBMECTUMOCTH ¢ MOIIHH OKHUCTHTENH H KUCETHHR. [Ipn KoMOHEHpaHe ¢ XIOpIIPOMasHH

XHAPOXIIOPUA, APONEPHAOC:, HAAPYOHLME, METOKIONPAMHA XUAPOXTOPUL, XENAPHH PA3ITBOP, MPEAHHIOIOH,
Harpyes PochaT ¥ IPOMETA3HH XMIPOXIIOPUA € BB3MOKHA He3a0aBHA NPeLMIUTALKS WK TIOMBTHABAHE Ha
pasTBOpA.




