JJUCTOBKA



JIncroBka: HHGoOpMAalHA 32 MAIIHEHTA

Metorpexcat Axkopa 100 mg/ml koHuenTpar 3a HHPY3HOHEH Pa3TBOP
Methotrexate Accord 100 mg/ml concentrate for solution for infusion
MeTtoTpekcar
(Methotrexate)

[IpoyeTreTe BHAMATE/IHO HAJIATA JHCTOBKA, PEIH 1A 3aN0MHeTe Aa H3MO0/3BaTe TOBA JIEKapCcTBO, ThH
KaTo TH ChALPKAa BakHa 3a Bac undopmanus.

- 3anazere Ta3u JIMCTOBKA. MoXKe 1a ce HaJIOKH J1a 51 MPOYeTeTe OTHOBO.

- AKO MMaTe HSKAKBH JAOIMBIHUTEIHHU BBIIPOCH, MonuTaiTe Bawus nexap, papMaLieBT UK MEIHUMHCKA

cecTpa.
- ToBa JIeKapcTBO € MPEANKMCAHO eMHCTBEHO M JIMYHO Ha Bac. He ro mpeoTcTbrBanTe Ha pyrd Xopa.

To MoXke Ja UM HaBPEAH, HE3aBHCHMO Y€ NPH3HALMTE Ha TAXHOTO 3a0ossBaHe ca CHLIMTE KaTo

Bamure.
- AKO MOJIyYHTE HAKAKBH HEXKEJIaHUTE JIEKAPCTBEHU PEAKLIHH, YBEIOMETE Baiwuus nekap, ¢papMaueBT Wiu
MeOULHMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOXKHH HEXEJIaHH pEaKUHH, HEOMMCAHH B Ta3M

JIMCTOBKA. Bwxre TouKa 4.

KakBo cbabpxka Ta3H JHCTOBKA

Kakso npenacraisBa Merorpekcar AKOp/ H 32 KaKBO C€ H3I10/13Ba a\’ D/é ©O 1L
Kakso Tps6Ba aa 3HaeTe, npeu 1a u3nonssare MeroTpekcaT AKOpA
Kak na u3nonszsare Merorpekcar Akopa E 207 17 -01- 005

Kak na cexpansBare Merorpekcat AKOpA
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4. BB3MOKHH HEXKEJIaHH peakLUH
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6 ChIbpKaHHE HAa OMAKOBKATa U AOMBJIHHTEIHA HHYOpMALHs

1. Kaxso npeacraBiasBa Merorpekcar AKOpA H 32 KAKBO C€ H3M0/13B2

MeToTpekcaT AKOp/ Chabpka aKTHBHOTO BELIECTBO MeTOTpeKcaT. MeToTpekcaT AKOp/l € LIMTOCTATHK, KOWUTO
HHXHOMpa KJIeThbUHHs pacTex. MeToTpekcar ynpaxHsaBa Hal-CHITHO BIIMSAHHE BbPXY HECTO NCJIALLH CE KIIETKH,
KAaTO PAKOBHTE KJIETKH, KJIETKMTE Ha KOCTHHS MO3bK H KOXXHHTE KJIETKH.

MeTtoTpekcaT AKOp/ ce W3I10J13Ba 3a JICYEHHEe Ha CJICIHUTE BUAOBE pakK:
- ocTpa JUM(OLMTHA JIEBKEMHS,

- HEXOUYKHHOBH JIMM(POMH,

- OCTE€OreHeH CapKoM,

- a/IIOBAHT M MPH HanpeaHa1o 3a00JiIBaHe OT paK Ha rbp/aTa,

- MEeTacTa3upasl Wid PeLMIMBHPALL PaK Ha rjlaBaTa H LIKATA,

- XOPHOKapLMHOM M Nnoao0HH TpodobiacTHH 3a0051BaHH,

- HampeaHa/l pak Ha MUKOYHHUs Mexyp.

2. Kakso Tps6Ba 1a 3HaeTe, npeaH Aa u3nosussare Merorpekcar AKOpA

He usnossBaiite MeroTpekcaTr AKoOpAa:
- AKO cTe ajiepru4Hy (CBPbXUYyBCTBUTEJIHH) KbM METOTPEKCAT MJIM KbM HAKOS OT OCTAHAJIUTE ChCTABKH

Ha TOBa JIEKapcTBO (M30poeHH B TOUKaA 6).
- AKO cTpajaTe OT TE€XKO 4epHOAPOOHO WK 6bOpeyHO 3a00nsBaHe.
- [Ipy noBHLIEHA KOHCYMALMS Ha aJIKOXOJI.
. Ako cTpanate OT 3a00JisBaHHs Ha KPbBOTBOPHATa CHCTEMA.
- AKO cTpajaTe OT TeXKa WM XPOHHYHA MH(EKLHs, KaTo TyOepKyio3a XUB.
- AKO UMaTH fA3BH B yCTaTa U I'bPJIOTO WJIM A3BH HAa CTOMaxa M 4epBara.
. AKO KbpMHTE (BHXKTE TOYKA ,,bpeMEHHOCT, KbpMEHE H depTunurer”).




ITo BpeMe Ha neyeHrero ¢ Merorpekcar Akopa He TpsOBa na Bu ce npunarat >KHBH BaKCHHH.

IIpeaynpexxaeHnsi H NpeANa3sHH MEPKH

- MeToTpeKcaT MOXKEe Aa NMPUYHHH CEPHO3HH M MOHAKOra JKHBOTO3aCTpallaBallld HEXENaHH PeakluH.
Bauwmst nexap me o6cpau ¢ Bac npeaMmcTBaTa M PHCKOBETE OT JICUCHHETO H KAKBY Ca DAHHHTE
[IPHU3HALM M CHMITTOMH HA HE)KEJIaHUTE PeaKLuy,

- MeToTpekcaT MOXe Ja NpeAU3BHKA HaMalsBaHe HA Opos Ha KJIETKWTE, OTTOBapALUM 33 OCHIypABAHE Ha
HMYHHTETA, JOCTABALUM KHCAOPOL, ¥ TE3H, KOWTO OTTOBApAT 32 HOPMAIHOTO CHCHPBaHE HA KPBBTA, KaTO
0 TO3M HAYMH BOAM OO NOBHULIABAHE HA BEPOATHOCTTA 3a [a MOJY4YMTE HHGpEeKuuu (HarmpHMmep
NMHEBMOHHMS ) HJIH 3aCHJIEHO KbPBEHE.

- [pu ynoTpe6a Ha METOTPEKCAT NPH NALMEHTH C OCHOBHO PEBMATOJIOTHYHO 3abonasane, ce croburaea 3a
OCTBP KPBBOU3NIMB OT Genure aApodose.

- MeroTpeKcaT BpeMEHHO 3acara MPOAYKLMATA Ha CIEpMaTO30MIH U fillekieTkH. MeToTpekcar Moxe Ja
NPHYHHHA CMOHTaHEH aGOPT M TEXKHU BPOJCHH AeeKTH. AKO CTe XKeHa, TpAOBa na H30AreaTe aa uMarte
6ebe, ako B ce npuiiara METOTPEKCAT, MO BpeMe Ha U Hali-manko 6 Meceua cliell Kpas Ha JieueHHeTo Bu
¢ MeTOTpeKcaT. AKO CTe MbK, TpOBa a u3barsare Ja crasate 6alua, ako MoTy4aBaTe METOTPEKCAT, MO
BpEME Ha M HaH-MaKo 3 Mecella ciell Kpad Ha NeyeHHeTo. Brikre Chbiilo TouKa ,,bpEMEHHOCT, KbpMeHe
H hepTUIMTET .

- MeToTpeKcaT MOXe [a HanpaB¥ KoXaTa Bu Mo-uyBCTBHTENHA KbM CIBHYEBA CBETAHHA. M3bsArsakre
MHTEH3MBHOTO CITBHLE H HE K3MOJI3BaiTe COapHyM WK CONApHH NaMiu 0e3 ia c€ NOCHBETBATE C NeKap.
3a fa 3aLIHTHTE KOKATA CH OT MHTEH3HBHOTO CITbHLE, HOCETE M0AX01ALI0 06/IeKIo unK U3Non3BadTe

CTLHLIE3AIMUTEH KPEM € BHCOK 3aIuTeH GaKrop.

[oBopete ¢ Bamms nexap, papMauesT WK MeIULMHCKA CECTpa, nPeay 1a npueMere MeroTpekcar Axopa:

- AKO cTe MOIOKEHH Ha JIbYeTepanHs M0 BpEME Ha Je4eHHETO ¢ MeToTpekcat. [lpu eaHOBpeMEHHO
ieveHHe PHCKBT OT YBPEXKAAHE Ha KOCTHTE U THKAHHTE MOXCE 11a HApacTHE.

- AKO JIEYEHHETO ce npuiara B rppbOHaka Bu (MHTpaTeKalHoO) MM BbB BeHa (MHTPaBeHO3HO), TOBA MOXE
[a MPHYHMHH NMOTEHLHATHO XKHBOTO3aCTPAIIABALIO0 MO3bYHO BB3NAJICHHE,
MertoTpekcaT Akopa 100 mg/ml He Tps6Ba fa ce npuiara B rpbOHaka (HHTPATEKANHO).

- AKo HMaTe 3a60IsBaHe, IPH KOETO B OpraHu3mMa Bu ce 3aappika TeUHOCT, Hanpumep B Genure Apobose
WIH B CTOMAaXxa.

- Ako uMare HapylLieHa 6p0peyHa QyHKLHA.

- AKO MMAaTeE HapylleHa YepHOAPOOHa QyHKIIH.

- AKo HMaTe UHQEeKUHA.
- AKko e Heo6xoauMo na 6baeTe BAKCHHHUPaHH. METOTPEKCAT MoXe 1a HaMa/li eeKTa Ha BAKCHHHTE.

- AKO MMaTe MHCYJIHHO3ABHCHM Auaber, JieueHHeTo ¢ MeToTpekcar Tpsabsa Na ObAe BHHMATE/HO
TNIPOCJIEIBAHO.

Axo Bue, Bamust naprHeop Wad Bawuar GonHornenay 3abenexuTe rnosBa Ha HOBM WIIH BOLIABaHe Ha
HEBPOJIOTHYHHTE CHMITTOMM, BKJIIOUMTENTHO 00lia MyCKyaHa ¢1abocT, HapyIIEHHe Ha 3pEHUETO, NPOMCHH B
MHCJIEHETO, MAMETTa H OPHEHTALIMATA, BOACLUH A0 OOBPKAHOCT H IMYHOCTHH IIPOMEHH, CBBPKETE Ce He3abaBHO
¢ Baumms nekap, Tif KaTO T€ MOTaT Ja ¢a CUMITOMH Ha MHOTO PAZIKa, CEPHO3HA MO3BHHA HHPEKLUUA, HapeyeHa
nporpecuBHa MynTHoKanHa neskoeHuedanonatus (IIMJI).

[IpenopnLunTEeHH NPOC/ICASBALLH NPErJieAH H NpeANnasHd MepKH:
Tlopu korato MeToTpekcaT AKOPJ e MpHiara B HUCKY 03K, MOFaT 1a BE3HHKHAT TEKKH HEKENAaHN PEaKIIHH.

3a ia r'd OTKpHE HaBpeMe, Bawmat nekap TpaGBa Aa M3BLPILBA MPErNeaH H 1a00paTOPHH H3C/ICABAHHA.

ey

IIpeau 3ano%BaHe Ha JICYEHHETO:
ITpeau 3anousaHe Ha neyeHHeTo, BauuAar iekap Moxe Aa MPOBEAE KPbBHU H3CICABAHHA, J/AbIE
kak dynxuuonupar 6p6peunte Bu # uepuusT Bu apob. Moxe na Bu ce HanpaBH H/peHpeHieg |
rpbaHug Kol I1o BpeMe Ha JICYEHHETO W CIE/L TOBA MOXeE Ja Ce HAJIOXKAT JOMBJIHUTE e
MPOIMycKaiire HACPOYEHUTE AATH 332 KPbBHH H3C/ICABAHHA.
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Jpyru Jekapersa 8 Merorpexcat AKopa
Kasxkere Ha Bawus 1eKkap wiH ¢apMaLeBT, ako IpHEMare, HaCKOpOo CTe NpHeMaliv HIH € Bb3MOJKHO 1a TPUEMETE
IpYTH neKapcTBa. MetorpekcaT AKOpA MOBJMABA HAa WIH Ce MOBIHABA OT APYTH JIEKAPCTBEHH NPONYKTH,

npeAHA3HAYEHH 34 JICUCHHE Ha!
- Bonka W Bhb3naneHue (T.Hap. HecTepouaHu npotusosb3nanuTentu cpeactsa (HCIIBC) u cannumnaty).

- Pak (UMCIUIaTHH, LMTapabHH, MEPKANTOIYPUH).

- Hadekupn (uunpodnokcauyH ¥ aHTHOHOTHUM KaTO NMEHHUKW/TUHH, TCTPALHKIHH H xJ10paM(pEeHHKON).

- Actma (TeopHIIHH).

- BUTAMHHO3HH TpenapaTH, ChAbpKamu (O/NHEBa KHCEIMHA WIM BEIeCTBa, NMoAoOHU Ha donuera
KHCeJIHHA.

- PesMaTu3npM (ne(IyHOMHUN).

- Bucoko KpbBHO Hansrade (Gypo3eMua).

- [onarpa (npobeneuun).

- JIbueTepanus.

- SI3BH Ha CTOMAxa, KHCETHHH, pedIIyKe (KaTo OMenpasol, MaHTONpa30J1, IaH30Hpa3on).

- Enunencus (GeHUTOUH).

- [TcopuazKc KWK TEXKKO aKHe (PETHHOWIM, KATO HAlIpUMep aUMTPETHH W M30TPETUHOHUH).

- PesmaTouIEH apTpHT WIH 3abonsaBaHe Ha yepBara (CyndacanasuH).

- OTrxBLpIsSHE cliel OpraHHa TPaHCILIaHTalud (a3aTHOTIPHH).

- Ako Tpa0Ba n1a 6baeTe BAKCHHHPAHH C )KHBa BaKCHHA.

- MeTamu30/1 (CHHOHMMH HOBAMMHCYN(OH U AMIHPOH) (JIEKAPCTBO cpely chiHa bonka W/ HITH TPECKa).

MeTtoTpekcaT AKOpA ¢ XPAHH, HAUTKH H AJIKOX0.]

Mo BpeMe Ha neueHueTo ¢ MeroTpekcar Akopa He TpAdBa Na MUETE aNKOXON H TpabBa na u3baAreare
peKOMepHaTa KOHCYMalMs Ha Kade, 6€3a/1IKOX0/THH HAlHTKM, ChAbpKalll1 kodeHH ¥ YepeH Hai. CpLuo Taxa,
o BpeME Ha JICYECHHETO C MeTtoTpekcar Axopa, He 3a0paBsiiTe a nvere MHOrO TEYHOCTH, TbH KaTo
NEXHAPATAUHATA (HAMAIABAHETO HA BOJATa B OPraHu3Ma) MOXE A2 yBe/IUIM TOKCHIHOCTTA My .

BpeMeRHOCT, KbpMeHe H QePTHIHTET

bpemMeHHOCT

He uznonssaiite MetorpekcaT AKopa no Bpeme Ha GpeMeHHOCT, ocBeH ako BawwusT nexkap Bu e npeanucar
JIEKApCTBOTO 34 JIEYEHHE Ha OHKOIOTHYHO 3a00snaBane. MeToTpekcar Moke a NpHYHHY BPOACHH neQeKTy, aa
YBpeIH o/a WiH Aa NMpH4HHH cioHTaHeH abopt. CBep3Ba Ce ¢ MasihopMaLIHH Ha Yepena, JTHLETO, ChbpLeTO H
KPBBOHOCHHTE CBHAOBE, MO3bKA H KpaifHHLMTe. 3aTOBA € MHOTO BAXKHO METOTPEKCAT 1a HE CC 1aBa Ha OpeMeHHH
MalMeHTKY WIH HAa TAKKWBa, KOMTO IUiaHupar 3afpemeHABaHe, OCBEH aKO HE C€ H3MOJ3Ba 34 JICYCHHE Ha

OHKOJIOrHYHO 3abongBaHe.

3a HEOHKOJIOTHYHH MOKa3aHHA, NIPH KEHH B AETepOAHa Bb3pacT TpAOBa Aa ce M3KIHOUYH BB3MOMKHOCTTA 34
6peMEHHOCT, HapUMeEP Upe3 TeCT 3a OPEMEHHOCT NMPeid HA4YAI0TO HA JIEUCHHETO.

He wusnomssaiite MeroTpekcar AKopa, ako ce OnuTBaTe na 3abpeMeneere. Tpabsa pna wusbaresare
3abpeMeHABaHE 110 BPEME Ha JICUCHHE C METOTPEKCAT H HAH-MANKO 6 Mecetla cliea NPUKIIIOYBAHE HA JICYCHHETO,
Eto 3awio Tpsa6Ba Ja ce YBEpHTE, Ue H3MNon3BaTe epeKTHBHA KOHTPAUCTINHA PE3 LI TO3H IIEPHOL (BXK. CBLIO
Touka ,,JIpeaynpexxaeHus ¥ NPearnasHd MEpKH ).

Axo 3afpeMeHeeTe MO BpeME Ha JICUCHHETO MM WMare CbMHEHHA, 4€ MOXe Ja CTe OpeMeHHa, FOBOpeTe C
Baiuus fekap BE3MOXHO Hai-CKOpo. Ako 3abpemMeHeeTe o BpeMe Ha JIEHEHHETO, Tpabea na Bu 6baar naneuu
CHBETH OTHOCHO PHCKA OT BpeHH €EeKTH BHPXY AETETO NO BPEME HA JICUCHUETO.

Axo xenaere na 3abpemeneere, TpaOea na ropopure ¢ Bawwus nexap, KOHTO MOXE
KOHCYJITALIMS CbC CMELMANHCT NPeAH IUTAHHPAHOTO HAYAJIO HA JICUCHHETO.

MEKKH QEPTHAUTET

HayinuHKTe JOKA3aTeNACTBa He MOKA3BaT MOBHIIEH PHCK OT MandopMaLuy WIH CIIOHTA
NpHeMa METOTPEKCAT B IO3H, 0-HHCKH 0T 30 mg/ceamMuyHo. Pruck obaue He MOXKe Aa Ob




M HAMa MHODOpMALMA MO OTHOLIEHHE Ha TO-BUCOKHM AO03M Ha METOTPEKCAT. MertoTpekcaT MOxke aa Obae
reHOTOKCHYEH. TOBa O3HAYaBa, Ye JIEKapCTBOTO MOXE Ja MPHYHHH EHHU MYTauuH. MeToTpekcaT MOXe na
oKKe BJIMIHAE BBPXY MPOM3BOJCTBOTO HA CIIEPMa, KOETO € CBBP3aHO ¢ Bb3MOKHOCTTA 32 BPOACHH nedexTH.

Tpa6Ba Aa n36sAreare cb34aBaHETO Ha JeLa WK 1apABAHETO Ha CriepMa, 10 BpEME Ha ICICHHETO ¢ METOTpeKcaT
M Hali-MaJIKO 3 Mecella ciel IPHKIIoYBaHe Ha leuenneTo. ThH KaTo JIEYEHHETO C NO-BUCOKH 1031 METOTPEKCAT,

YecTO M3MOJ3BAHH MPH JICYEHHE HA paK, MOXe ja AoBefe Ao Oesnyoaue W reHHH MyTalluy, MOXE Ja ©
OpENOPBYHTENHO 32 MBXKE, JIEKYBaHH C METOTPEKCaT B JI03H, 110-BHCOKH OT 30 mg/cenMuua, na ce OOMHCIH
CHXPaHABAHETO HA CEPMa MPEld HAYalOTO Ha JIEHEHHETO (BX. CHLIO TOUKA ,,JIpeaynpexacHUA U NpeanasHu

MEPKH®).

KspMmene
MeroTpexcar ce OTAeNd B KbPMaTa B TAKUBA KONMUECTBA, Y€ HMA PUCKOBE 112 3aCErHE bebeto. CneaoBareniHO

npeaH JIEYEHHETO ¢ METOTPeKCcaT KbpPMEHETO TpsOBa fa OBe NpeyCTaHOBEHO.

[llopnrpane n pabora ¢ MAMIKHHH
Morar 1a Bb3HHKHAT HeXETaHH PeaKL|H, KATO OTMAJHANOCT M BUSHE Ha CBAT. AKO €€ YyBCTBATE YMOPSHH HIIH

samafHH, He modupaiite ¥ He paboTeTe ¢ MALIUHA.

MeTtoTpexcaT AKOPA CbABLPKA HATPHH
Tosa nekapcTBO ChIbpka 194 mg Harpuii (OCHOBHa CBCTaBka Ha roTeapckara/Tpane3Hara coj) B
MaKCHMaTHaTa NpEenoOpbYMTENHa AHEBHAa [03a. ToBa € CKBUBAJACHTHO HA 9,7% oOT DpenopBUYHTEIHHS

MaKCHMaJIeH JHEBEH XpaHHUTENEeH IPHEM Ha HATPHH 32 BB3pacTeH.

3. Kak ga m3noassate Merorpekcar AKopA
Mertotpekcar Axopa we Bu ce npriara 0T MEAHLIMHCKH CIIEUMATHCTH.

Kakga Lie 6be 703aTa M KOJIKO YecTo Iie A NoyyaBare, 3aBHCH OT 3a0O0NABAHETO, OT KOETO C€ JIEKYBaTe,
cbobpasHo BaweTo 3ApaBoCIOBHO CHCTOSHHE, BB3PACTTa, TEITIOTO H TE/ICCHATA Bu nosbpxHOCT. MeToTpeKcar

Axopa MOxe Ja ce npuiara B MyCKyN (MHTPaMYCKYJIHO), BbB BEHa (HHTPABEHO3HO), WIH B apTePHA
(MHTpaapTepHaTHO).

AKO MMAaTe HAKAKBH JOMBIHUTENHH BBIPOCH, CBBp3aHU ¢ ymorpedaTa Ha TO3M NPOLYKT, MOJIA MONATanTe
Bamiu4a nekap wiu papMaLieBT.

4, Bu3MOXKHH HEXKEJIAHH PEAKIHHA

KakTo BCHUKH JIEKapCcTBa, TOBA IEKAPCTBO MOXKE 1a MPEAM3BHKA HEXKEIAHH PEaKLIMH, BHIPCKH Y€ HE BCCKH '
nonyyasa. MetoTpekcaT AKOpA MOXe Ja NPHYHHH HEXENaHH PeakUUH, KOMTO Morar Aa Obaar onacHU WiIH
’KUBOTO3acTpauiaBauy. Ilo BpeMe Ha JeyeHHeTo TpAOBa na Obaere OOUTENHM 3a TIPU3HALM Ha HEXXEIaHH
peakuuH 4 Aa ry cpobltasate Ha Baiuuns nekap.

HezabasHo ce 0GbPHETE KbM JeKkap, ako 3abefiexuTe HAKOA OT CNEAHHTE HEXE/aHH peaKkumy. Moxe na ce
Hy>/Ja€eTe OT CrelHa MEAHLMHCKA MOMOILL.

- Heo6acHHM 3a0yX, CyXa KaLUTMLA HIH XpUNoBe (CHMITTOMH Ha SenoapobHH npobnemH).

YCTHHTE, YCTaTa WIH I'BPAOTO (KOCTO MOXE 3aTPYAHH AMIIAHECTO W MpETIbilaH
HMaTe YyBCTBOTO, Y€ Lle NMpHnaaHeTe (CHMITOMH Ha TEXKKa ajepryYina peaKLH)
- [MoBpbllaKe, AYapUa WK CTOMATHT W NENTHYHA A3Ba (cuMOTOMHM Ha Bh3JEH
YypeBHHA TPAKT).
- [MoxbaTARaHE HA KOKATA WIH O4YWTE, MOTHMHABAHEC HA YPHHATA (CHMMITTOMH
yepHUs Opo0).




- [ToBHileHA TEMIIEPATYPA, BTpHUcaHe, OONKH B TAIOTO H BH3NAIEHO I'bpJlo (CUMITTOMH Ha HH(peKIH).

- HeouaksaHO KbpBEHE (HaNpHUMep KbPBEHE OT BEHLMTE, TbMHA YpUHa, KPBB B ypHHATA WK MNOBPBILUAHE)
WIH HeoOHualiHO KpBBOHACAAAHE, YePHH, MofOOHHM Ha KaTpaH M3NPKHEHHA - TOBA MOXKE 12 €€ NBDKH
Ha HaMaJleH KanalMTeT Ha KpbBOCHCHPBAHETO WK KbPBEHE OT CTOMaXa HitH 4yepBarTa).

- Koxuu o6pHBH C NIOLIEHE WiH 00padyBaHe Ha MEXypH H edeKTH BBPXY JIMraBHLMTE HAlp. B HOCa
(cumrTroMH Ha cuHapoM Ha CTHBBHC-IDKOHCBH, TOKCMYHA eNnMAepMaliHa HCKpOJH3a H epuTeMa
MYJTTHDOpME).

- Heofuuaiigo NOBEACHHME, NPEXOAHA CAENOoTa M IEeHCPATM3HpaHW TIIPHCTBITH (CHMOTOMHUTE Ha
BB3ACHCTBHE BLPXY LEHTPATHATA HEPBHA CHCTEMA).

- [Tapanusa (napesa).

HO-I[UJT}’ € [oco4YeH CIUCHhK Ha HEXeJaHUTE JICKApCTBEHH PEAaKIHH, KOUTO ¢a CchoOIIlaRaHM [IPpH NCYCHHE C
METOTPEKCaT, B 3aBUCHMOCT OT HeCTOoTaTta.

Mnozo vecmu (wozam 0a 3aceznam nogeve om I na 10 oywu)

- 3aryba Ha aneTHT, raJeHe, NoBphILaHe, KOpeMHa 60/1Ka, HApYLUIEHO XpaHOCMHIIAHE, TUCTIENCHA
- BuananeHle H yaLepalids Ha ycTara v I'bpJIoTO

- [ToruIIABAHE HA HUBATA HA YEPHOAPOOHUTE EH3UMH

Uecmu (Mozam Oa 3aceznam 00 1 na 10 oyww)

- Xepnec 30cTep
- EdekTH BbpXy KPBBTa, HATIP. AHEMHK, JIEBKOTICHHA, TpoMOOLUTONIEHHA

- Huapus

- Cyxa Kauuidua, 3agbxsane, 60/ika B rbpAMTE, BACOKA TeMNepaTypa
- O6puBH, 3auepBsiBaHe U ChpOex

- [napobonue, yMOpa, CBHIHMBOCT

Hevecmu (mozam da 3aceznam oo 1 na 100 oywu)

- [TaHuWTONEHUSA, ArPaHYJIOLUTO3A

- BriananeHue Ha KPbBOHOCHHTE ChAOBE

- AHadHTaKTHYHH peaKkUyH H ATePriiHH BaCKYIHTH

- CBeToBbpPTEXK, 00BPKAHOCT, AENPECHS

- "'spuoBe, eHLEhATONATHA

- JumdboM (TyMOp Ha THMPHHTE THKAH)

- BenonpoGHa ¢pubpoza

- KopBeHe M A3Ba Ha CTOMALUIHO-YPEBHUS TPAKT

- Br3naneHue Ha nmaHkKpeaca

- NnabeTHH yCIOXKHEHHUA

- Hamaneno HUBO Ha anOyMHH

- 3acwieHa MMrMEHTALHA Ha KOXKaTa

- 3ary6a Ha Koca, 60JIe3HEHH IE3UH Ha JIIOCTIECTH NETHA, MPUMHHEHH OT NMCOpUasnc

- VBeIHYaBaHe Ha peBMATHUHM BB3NTH (OYUKH OT ThKaHH)

- EdexTH BEPXY KOXKATa U JIMTABHLIUTE, MOHAKOra CCpHO3HH (cirapoM Ha CTHBBHC-/KOHCHH, TOKCHYHA
eMHACPMATHA HEKPOIH3a)

- Peak1iuu, NOAOGHN Ha CTLHYEBO M3rapsHe Nopaay NOBULIIEHA HYBCTBUTETHOCT HA KOXKATA KbM CITLHYCEA
CBET/IHHA

- YprHkapus

- Kpexku kocTH (0cTEONOpOo3a), apTpalirui, MHanrus

- Yepronpobua ¢pubposa ¥ nupo3a, yepHoapobHa cTearosa

- Bo3najicHHe H yJUepalysa Ha THKOYHHS MEXYp, XeMaTypHA, AH3YPHA

- Brananende ¥ yauepauus Ha BIaravieTo

Peoxu (mozam da 3aceznam 0o 1 na 1000 oywy)

- [lepuxapauT, NepHKapAeH U3NIMB H TaMNIOHAA
- Merano6iacTHa aHeMun4
- [IpomMeHu B HACTPOCHUETO




- [lape3a

- EdeKxTH BbpXY rOBOpa, BIUTHOYHTENHO JU3apTPHA M ada3nd

- Muenonatus

- HapyiieHue Ha 3pEHHETO, 3aMbITIEHO 3peHHE

. Tpom6o3a (MO3bUeH, AbI00Ka BEHO3HA U PETHHAIHA BEHA)

- Hucko KpBBHO

- uaber

- DapHHTHT anHed, OpOHXHA/IHA ACTMA, BE3NATEHHE HA BEHLUMUTE
- BranaieHHe Ha TBHKHTE YEpBa

- KpbB B U3npaxHeHUATA

- Mana6copbuus
- Axde, paHH 1O KOXKaTa, NTUrMEHTHH NIPOMEHH Ha HOKTHUTE, HATbPTBaHKUA

- OpakTypH

- Br6peuHa HeIOCTaTBYHOCT, ONKIYPHUs, a30TEMUS U aHypHS
- XurnepypHKkeMHus

- [ToBulLIEHH HUBA HA CEPYMHHA KPEATHHHH H yped

- YepHoapoOHO yBpexXIaHe

- HapyuieHus B pa3BATHETO Ha MJICYHHTE HKJIC3H

Mnozo pedxu (mozam Oa 3aceznam oo 1 na 10 000 Oyuwu)

- HHdeKumH, CENcHc ONOPTIOHHCTHUHH HHQEKLHH

- CepHO3HO NOTHCKAHE HA KOCTHUS MO3BK, aHeMHA, AB/DKaLLA Ce HA PaKTa, Y€ KOCTHUAT MO3bK HE MOXKE
Ja MpOM3BEXKAA KPbBHH KIETKH (amnacTuyHa aHemyusa) numdanenonarvs, nuMgonponugepaTHBHO
3aGonsBaHe (CHIHO yBeaHuaBaHe Ha 6pos Ha GenuTe KPBBHH KIETKM), €O3HHOQUINA, HEYTPONIEHHA H
xunoramariofy1MHEMHA

- HMyHOCynpecHs

- bescvHue

- HapyiieHy MHTENEKTYaIHH (byHKLHH, KATO MUC/ICHE, 3alIOMHAHE H Pa3ChKACHHS

- CTaBHH W/WIH MYCKYJTHH 60KH, NMHUIICa HA CHIA

- MuacTtenuns (MyckynHa cnabocr)

- MeHnuHru3pM (napanusa, NOBPbLUIAHE ), OCTbP aCeNTH1EH MCHUHIUT

- HeoGuuaiiHM ycelaHus, MPpOMEHH B YYBCTBO 3a BKYC (METaJIEH BKYC)

- KOHIOHKTHUBHT, peTHHOMNATHA, 3ary0a Ha 3peHHe, MOAIMyXHAJIM OYH

- Bu3naieHue Ha ounTe Goaukynu, enudopa u dorododbus

- CHHAPOM Ha TYMOPEH JIW3HC

- AnepruveH BaCKyJUT, XUWAPANCHUT

- [Mpobnem ¢ hyukuuaTa Ha Senmre ApodOBe, 3aayX, THEBMOHHS

- Hudexinun Ha 6enure apobose

- [LneppasieH U3JTUB
- Junatauus Ha 1e6eNIoTO YepBO (TOKCHYEH METaKoJIOH), KPbB B NOBBPHATATA MATEPHA

- AKTHBUDAHE Ha XPOHHUYEH XEMAaTHT, OCTpa 4epHOAPOOHA ACreHepalLvd, Xeprec CHMILUIEKC XenatHT,
yepHOApOOHA HEAOCTATHYHOCT

- BosesHeHo NoaAyBaHe HA KOXKAaTa OKOJIO HOKTHUTE

- PasmmpsBaHe Ha MAIKHTE KPHBOHOCHH CBAOBE B KOXKaTa (NapoHHXHs )

- [IpoTenHypu

- 3aryba Ha n1ubnua0, HMIIOTCHTHOCT

- MeHcTpyallHH Hapy LU€HHS

- TeyeHHne OT BAaraTHUIETO

- besmnoaue
- [ToBuilleHa TeMnepaTypa, HapyLICHO 3a3/IpaBsABaHE HA paHH

C neuzgecmua wecmoma (Om HarudHume OaHHU He Modice 0a bvOe HanpaseHo oye

- Kbpeexe, KpbB H3BbH KPBBOHOCHHUTE CBAOBE

- [Icuxo3a
- HarpynsaHe Ha TEYHOCT B MO3bKa M HeuTe ApodoBe

- MetabonuTHO pa3sCTpOHCTBO




- KosxHa Hexpo3a, eKC(HONHATHBEH NEPMATHT
- VBpeskAaHe Ha YEIIOCTHATa KOCT (BCJIEACTBUE HA MPEKOMEPHATA PO KLMA Ha Oesin KPBBHH KICTKH)
- 3auepBsaBaHe U OcIeHE HA KOXKaTa.

MeTtoTpekcaT He TpsAOBa aa ce npuiara B rppOHAUHMA CTHIO, ThH KATO MOXKE Ja AOBEAS N0 MHOr0 CEpHO3HY
CTpaHUUYHH €PEKTH.

Cro0mapane HA HEXKEJIAHH PeAKNHH

AKO NONyYHTE HAKAKBH HEXEJAHH JICKAPCTBEHH PEaKlHH, yBEIOMCIC Bamua Jjekap, ¢apMaueBT HIH
MEIHMLMHCKA cecTpa. ToBa BK/IIOYBA BCHYKH BB3MOXKHH HEOTIHCAHM B Ta3H JIMCTOBKA HEXENaHH peaKLHH.
MoskeTe CBlo Ja CHOOIMIMTE HEXENAHH peakuHid JUPEKTHO Ype3 HalMOHATHATa CHCTEMA 32 choOLIaBaHe:

Ha3nuiHUTEHA areHuUs no JieKapcrearTa

ya1. ,,JlamaH ['pyes” Ne 8
1303 Codns
Ten.: +359 2 8903417

yebcaitr: www.bda.bg

KaTo chobL1aBaTe HexeJaHH peakiliiy, MOXeTe 1a JafeTe CBoA MPHHOC 32 NOMy4aBaHe Ha OBEHT uHpopmMaLvs
OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak Aa coxpausBate Merorpexcat AKOPA

Ila ce chXpaHsaBa Ha MACTO, HEOCTBITHO 32 JicHa.

He uanon3saiiTe TOBA JIEKAPCTBO CjeJl CPOKA HA IOMHOCT, OTOENA3aH BBPXY eTUKETa/KapTOHEHATa OMNaKOBKa
cren .. JoaeH no/EXP”. CpokbT Ha FOAHOCT OTroBaps Ha MOCIEHHA ICH OT NOCOYECHUA MECELL.

Tla He ce chxpaHsaBa Haz 30°C.

dakoH cjieA MbpBO oTBapsHe — Jla ce H3Mo38a HE3a0aBHO CE/l OTBAPAHETO.

Cnen paspexaaHe
XHMHYeCKaTa H (H3HUecKaTa CTAOWIHOCT Ha pa3peieHns pasTBop € A0Ka3aHa B pasTBop Hd rmoko3a (5%)

pa3TBOp Ha HaTpues xyopHa (0,9%) NpH KOHUEHTPALMH OT 5 mg/ml 1 20 mg/ml 3a 36 yaca mpu 20-25°C 1 32
35 nHu ripH 2-8°C. Pa3peaeHMAT NpoayKT € cTabuned B OBaTa pa3peAMTeNs [IPH JBETE KOHLUCHTPaLMH 32 36
yaca npu 20-25°C u 3a 35 auu npu 2-8°C. Ot MHKpOOHONOTHYHE riefHa TOYKa, MPOXYKTbT TpsaOBa Aa ce
HATIOJI3BA BEIHara. AKO He Ce M3TION3Ba BEJHAra, IEPHOABT Ha U3I10/I3BAHE H YCIIOBHATA HA ChXPaHCHHE npeau
yrotpe6a ca OTrOBOPHOCT Ha NoTpedHTENs M HE TpabBa na HajaBHIUaBaT 24 yaca npH 2 A0 8°C, ocBeH ako
PA3pENEHETO He Ce H3BBPLIBA NIPH KOHTPOIMpaHH U BATTMAUPAHH aCENTHYHH YCJOBHIL.

He u3xsbpnsiite NeKapcTBaTa B KaHanM3aUMsiITa WiK B KOHTeHHepa 3a AIOMAILHM OTNaxbuK. [TonuTaiTe Bauuus
(hapMaleBT Kak Ja H3XBBpATE JIeKApCTBATa, KOWTO BEYC HE MIMOA3BATC. Te3u MepKH 1€ CrIOMOrHaT 3a
ona3BaHe Ha OKOJIHATA Cpela.

6. CoabpkaHde HA ONAKOBKATA H JOIL/AHHTE/IHA BHOpMANHSA

KaxBo cbappika MeToTpekcaT AKopAa

- AKTMBHOTO BelleCTBO € METOTPEKCAaT.
- 1 ml pasteop ceabpxa 100 mg meToTpeKcar.
- JIpyruTe CHCTABKM Ca HATPHEB XHAPOKCHA U BOJA 38 MHDKCKLIMH.




Kak maraexaa MeToTpekcaT AKOpA H KaKBo CBIBPXKA ONAKOBKATA

JlexapCTBEHHMAT NPOAYKT € npo3payeH, AT Pa3sTBOP.

Bupose ONaKOBKH.

1 dbnaKoH B KAPTOHEHA KyTHA 2a onaxopky ot 5 mi, 10 mi 1 50 ml.
5 hakoHa B KApTOHEHa KyTHA 34 onaxosky oT 5 ml, 10 mlu 50 ml.

He BCHUKH BHIOBE ONAKOBKK MOTaT a ObOaT MyCHATH B npoaaxoa.

IpuTexkaTe] HA Pa3spellIcHRETO 34 ynotTpeda
Accord Healthcare Polska 5p. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Momua

IIpon3BOAHNTE

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,

HunepnaHans

Accord Healthcare Polska Sp. z 0.0.,
ul. Lutomierska 50, 95-200 Pabianice,

[Nonma

Hme Ha AbPKABATA- Hme HA iexapcTBeRHA OPOAYKY

1aeHKA

[1Igeuus Metotrexat Accord 100 mg/ml Koncentrat till infusionsvitska, 16sning

AscTpni Methotrexat Accord 100 mg/ml K onzentrat zur Herstellung einer
Infusionslésung

benrus Methofill 50 mg/ml oplossing voor injectie in een voorgevulde spuit

Kumrsp Methotrexate Accord Healthcare 100 mg/ml Concentraat voor oplossing
voor infusie

Yeiuka penyoka Methotrexat Accord 100 mg/mi Koncentrat pro infuzni roztok

[epmaHus Methotrexat Accord 100 mg/ml Konzentrat Zur Herstellung einer
Infusionsldsung

Tauus Methotrexat Accord

WcnaHud METOTREXATO ACCORD 100 mg/m! Concentrado para solucidn para

L perfusion

Ounnanaua Methotrexat Accord 100 mg/ml Infuusiokonsentraatti, liuosta varten

@paHLus METHOTREXATE ACCORD 100 mg/ml, Solution a diluer pour perfusion

YHrapus Methotrexat Accord 100 mg/ml koncentratum oldatos infiziéhoz

Hpnauauns Methotrexate 100 mg/ml Concentrate for Solution for Infusion

JIluTBa Methotrexate Accord 100 mg/ml koncentratas infuziniam tirpalul_——.

Maita Methotrexate 100 mg/ml Concentrate for Solution for Infus) ,m

HupepnaHaus Mothotrexaat Accord 100 mg/ml, Concentraat VOO y iRV
intraveneuze infusie L/ il &‘

Hopeerus Metotreksat Accord e A0

TlopTyranys Methotrexat Accord | 2| Jas deak
Cropauka peny6auka | Methotrexat Accord 100 mg/ml Koncentrat na infuzn rogfok\ w7 S4n )




ObeauHEHO KPAJICTBO Methotrexate 100 mg/ml Concentrate for Solution for Infusion
_(CeBepHa Mpnanaus)

buarapus Merotpekcar Akopa 100 mg/ml koHUEHTPAT 32 HHQY3HOHEH PAa3TBOD

Hranus Metotrexato Accord

EcTonus Methotrexate Accord

[Tonuia Metotreksat Accord

JlaTa Ha NOoCJIeAHO Npepasriie’kiane Ha JIHCTOBKATA 11/2024




IlocoueHaTa no-101y HEGOpPMAIHA € NPeJHA3HAYEHA CAMO 32 MEAHIHHCKH COCHHATHCTH:

HucTpyxinus 33 moAroroska, pabora m maxpbpasHe Ha MeroTpekcar Axopa 100 mg/ml koHIeHTpAT 32
aady3HoHEeH pa3TBOp

PazTBOpPBT TpAOBa [a Ce NPOBEPH BU3YAIHO Npeau ynorpeba. Tpsabsa na ce H3non3ea camo GucTbp pasTeop bes
YACTHLIM.

MeTtotpekcat Akopa 100 mg/ml koHUEHTpAT 3a UH(Y3HOHEH pa3TBOp MOXKe Ja Obe JOITLJIHUTEIHO paspeeH
B MOAXOAMALIA cpe/ia 6€3 KOHCEPBAHT, KaTO Pa3TBOP Ha I7150K03a (370) K pasTBOP Ha HATPHEB XJIOPHA (0.9%).
XuMHueckaTa ¥ pu3ndecKaTa CTabiWIHOCT Ha pa3peAeHns pasTBOp € 0KA3aHA B pasTBOp Ha ITIOKO3a (5%) u
pasTBOp Ha HaTpues XJIOpHA (0,9%) npu KOHUEHTPALUK OT 3 mg/ml u 20 mg/ml 3a 36 yaca npH 20-25°C u 3a
35 nuu npu 2-8°C. PaspeseHuAT NpOAYKT ¢ crabuiieH B ABaTa pa3peadTeNia NpH ABETE KOHUCHTPALMH 32 36
yaca npH 20-25°C 4 3a 35 auu npu 2-8°C. O MuKpOGHONOrHYHA [MIEAHA TOMKA, MPOAYKTET TpadBa na ce
H3MOJI3Ba BEAHAra. AKO HE € M3MOJI3Ba BeAHAara, NepuoIbT Ha H3MON3BaHe H YCNOBHATA Ha ChXPAHEHHE NPEH
yroTpeba ca OTTOBOPHOCT Ha MOTPeOMTENs U He TpiAOBa Na HaJBHLIABAT 24 qaca npu 2 1o 8°C, ocBeH ako
PA3PEXAHETO HE Ce W3BBPLIBA NPH KOHTPOIMPAHH U BATHAMPAHH ACCNTHYHH YCIOBHS.

[To oTHOWIEHHE Ha paGoTaTa TpA6Ba 1a ce MMaT npeaBUA cieaHuTe oby npenoprkH: IIpoayKTsT TpabBa ga
Ce M3MON3BA M MpWAara caMo oT obyueH MepcoHAN; CMECBAHETO Ha pasTopa TpAbBa Aa ce nposexsa B
OMpeAeneHH 30HH, peIHa3HAuCHH 3a 3alUMTa Ha MepcoHala H OKONTHATa Cpeaa (#anp. obe3onaceHy KaOHHH);
Tps6Ba Na C€ HOCH 3alUMTHO OOJNEKNIO (BKIOYMTENHO PBLKaBHMUM, NMPEANAsHH O4WIa M MAaCkH, ako ¢

HeOOXOAMMO).
BpeMeHHHTE THLA OT MEAWLMHCKHA €KUM He TpsabBa 1a 6opaBaT w/wu aa paborar ¢ Merorpekcat AKopa.

Mertotpekcar He TpsaOBa Ha BAW3AT B KOHTAKT C KOXAaTa HIIM JIMTaBHLATA. B cayuali Ha 3aMbpcsBaHe,
3acerHaTaTa obacT TpA6Ba He3a6aBHO Aa ce U3IUIaKHE C OOKITHO KOMKYECTBO BO/a, HAH-MAIKO B IPOABDKEHHE

Ha eceT MUHYTH.

Camo 3a eqHoKpaTHa ynorpe6a. HensnonssaHuatr pasrsop Tpa6Ba Aa ce H3XBBLPJIH. Otnappuure TpadBa aa ce
W3XBBPJIAT BHHMATE/HO B MOAXOSALIHN OTACTHH KOHTEHHEPH, ACHO 0003Ha4EHH CIIope/l ChABPKAHHETO CH (TBH
KaTo TelNeCHHTe TEYHOCTM M €KCKPEeTH Ha TNaLMeHTa MOraT Ja ChABPXKAT 3HAUMTEIHH KOJIIHYECTBA
AHTHHEOIJIACTHYHH CPEACTBA, C€ CYHMTA, Y€ TE, KAKTO ¥ MaTepHalH KaTo 3aMbpCEHO ChajlHo Oenpo, ChIIO
rpa6Ea a ce TPETHPAT KaTo OMaceH OTNanbk). HeusnonseaHUAT NPOAYKT WIH OTNAABHHHTE MATEpHATH OT
Hero TpA6Ba /ia ce YHMILOKABaT B CHOTBETCTBHE C MECTHUTE H3UCKBAHHUS YPE3 H3rapAHE.

TpaGea /ia ca HANMIE aeKBATHH CTaHAAPTHH NPOLELYPH NPH CITy4alHO KOHTAMHHHPAHE NOPAiH pasIHBaHE;
eKCMIO3UIMATA HA IEPCOHANA Ha AaHTHHEOTUIaCTHYHH CPEACTBa TpAOBa fa ¢e 3alMCBa W POCNeAsBa.




