JIMCTOBKA
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JlucroBka: undopmanus 3a nanuenra /ZO /1 (7 ) 7 -1

MeTtoTpekcatr Akopa 100 mg/ml konuenrTpar 3a undysnonen pa3TBop
Methotrexate Accord 100 mg/ml concentrate for solution for infusion
MeTtoTpekcar
(Methotrexate)

[Ipouerere BHHMATE/IHO UAJIATA JHCTOBKA, NpPeIH 1A 3al0MHETE 1A H3MO/J3BATE TOBA JIEKAPCTBO, Thii

KaTo T8l ChbAbpKa BakHa 3a Bac undopmanus.

- 3anasere Ta3u JIMCTOBKA. Mojke 1a ce HaJIOXKH a 5 MpoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JIOMbJIHMUTEIHU BLIIPOCH, nonuraiite Bawms nekap, GpapMaLesT wiv MeaMUMHCKA
cecTpa.

- loBa nekapcTBo € npeanKcaHo eIMHCTBEHO W JHYHO Ha Bac. He ro npeorcrbngaiite Ha JPYyry xopa.
To Moxe na MM HaBpenW, He3aBHCHMO 4Ye NMPH3HALMTE Ha TAXHOTO 3a00NsABaHE ca CHUIWTE KATO
Bauwure.

- AKO MOJIy4HTe HAKAKBH HEXKEIaHWUTE JIEKApCTBEHM peakLinu, yBeaoMere Baiys JeKap, (papMaLeBT WK
MEMUHMHCKA cecTpa. 1oBa BK/IIOYBA W BCHUYKH BB3MOXKHH HEXKEJAHH PEAKLMH, HEONMHCAHH B TasH
nuctoBka. Byxre Touka 4.

KakBo cbabpika Ta3u JIHCTOBKA

. KakBo nipe/crasisBa Metorpekcat AKOp/ M 3a KaKBO e H3I0/13Ba

2 KakBo TpsiOBa na 3Haerte, npesu aa usnonssare Metorpekcatr Akopa
3 Kak j1a u3nonssare Merorpekcar Akops

4, Bb3M0OKHM HeXeaHW peaKiiH

d Kak na cbxpanssare Merorpekcar Akopa

6 CbAbpiKaHHe Ha ONAKOBKATA M JIOMbJIHUTEIHA HHOPMALHS

1. Kakso npeacrasasiBa Merorpekcar AKOp/ H 32 KAKBO Ce H3I10./13Ba

MetoTpekcar AKOpA CbAbpia AKTHBHOTO BEILIECTBO METOTPEKCAT. MeToTpekcaT AKOp/I € LIMTOCTATHK, KOHTO
MHXHOHpa KIeTbYHHUS pacTexk. MeToTpekcar yrnpakHsABa Hall-CUITHO BJIMSHUE BBPXY YE€CTO ACJIALLM CE KJIETKH,
KaTO paKOBHUTE KJIE€TKH, KJIIETKHTE HA KOCTHHUS MO3BK U KOXKHUTE KJIETKH.

MeToTpekcar AKOpa ce U3MOII3Ba 3a JIeYUeHHE Ha CJIEJIHUTE BUJIOBE PaK:
- ocTpa JIMM(pOLIMTHA JIEBKEMHUH,

- HEXOYKHHOBH JIMM(POMH,

- OCTEOIreHEeH CapKom,

- a/IFOBAHT W INpY HarnpeaHallo 3a0o/1iBaHe OT paK Ha I'bp/ara,

- ME€TacTasupai Wi peliIMBUpalll paK Ha rJ1aBaTa U LIUATA,

- XOPHOKApLIMHOM H 110,100HU TpoobiacTHH 3a60159BaHuA,

- Hanpe/Hajl pak Ha MMKOYHHUS MeXYp.

2. Kakso TpsGBa 1a 3naere, npean na ninoassare Merorpexcar Akopy

He usnonssaiite Merorpexkcar Axopa:

- AKO CTe aJIeprHiHH (CBPBXUYYBCTBUTEIHH) KbM METOTPEKCAT MM KbM HAKOA OT OCTAHATHTE ChCTABKM
Ha TOBa JIEKapCcTBO (M30poeHH B TOYKa 6).

- AKO cTpajare OT TeXKKO 4epHOApoOHO MM 6bOpeuHo 3abonsBaHe.

- [ Ipy noBuIIEeHa KOHCYMAaLIMS HA AIKOXOJT.

- AKO cTpajiate oT 3a00J11BaHHs Ha KPbBOTBOPHATA CHCTEMA.

- AKO cTpajare OT TeKKa MM XPOHHYHA MH(EKLUS, KAaTO TyOepkyno3a u XUB.

- AKO HMAaTH A3BH B yCTaTa M I'bPJIOTO WM 3B Ha CTOMAaXa M YepBaTa.

- AKO KbpMHTE (BHXKTE TOUKA ,.bpemeHHoCT, KbpMeHe U bepTunuTer”).




[To Bpeme Ha neuwenmeto ¢ MetoTpekcat Akopa He TpaGBa Aa By ce npunarar x#Bu BakCHHH.

IpeaynpexaenHa ¥ npeanasHA MEPKH

- MeToTpekcaT MOXe Ja MPUYMHK CEPHO3HM M MIOHAKOTa XKMBOTO3aCTPAILABALIM HEXENAHH PEeaKLHH.
Bawmar nekap we o6ceau ¢ Bac npeaMMcTBaTa M pHCKOBETE OT JIEYEHHETO M KAKBH Ca PAHHHTE
NPHU3HaUH H CUMIITOMH Ha HEXKEJTaHUTE peaKLHH.

- MeroTpekcar Moxe Aa npeaM3BWKa HaMaaBaHe Ha 6pos Ha KJIETKHTE, OTrOBAPALLM 34 OCUT'YypsABaHe Ha
UMYHHTETa, JOCTaBALLH KHCIIOPOA, H TE3H, KOUTO OTTOBapAT 38 HOPMAJIHOTO ChCHPBAHE Ha KPLBTA, KATO
N0 TO3W HAYWH BOAM A0 NOBHILABAHE HA BEPOATHOCTTA 3a Ja MONMy4HTe HHOEKUHM (HampHMep
MHEBMOHHUA) WJIH 3aCHIIEHO KbPBEHE.

- [1pu ynoTpeba Ha MeTOTpeKcaT NpH NAUKMEHTH ¢ OCHOBHO PEBMATONOrHYHO 3a00nsBaKe, ce chob1wara 3a
OCTbP KpPBBOU3NHUB OT Genure apobose.

- MeToTpeKkcaT BpeMEHHO 3acara NPOAYKUHATA Ha CIIEPMAaTO30HIH W AHLIEKIETKH. MertoTpekcar Moxe na
NPHYMHH CMIOHTaHeH abOPT U TEXKKH BpoAeHH nedekTH. AKO CTe xKeHa, TpabBa na u3barsarte na UMaTe
bebe, ako Bu ce npunara Merorpexcar, 1o speMe Ha H Haii-MaJiko 6 MeceLa clies Kpas Ha neyeHueTo Bu
¢ METOTpEKCAT. AKO CTe MBXK, TpaOBa fa u3barsare na crasare 6alua, ako NOJy4aBaTe METOTPEKCAT, 1O
BpeMe Ha M HaR-Masko 3 meceua cien Kpas Ha ie4eHHeTo. Binkre chio Touka ,,BpeMEeHHOCT, KbpMeHe
1 pepTUnnTET".

- MeTtoTpekcat MoXe a HanpaBu KoxaTa BH no-uyBCTBHMTENHA KbM CTbHYEBa CBeT/MHA. M36arsaiite
WHTECH3UBHOTO CVbHLIE M HE M3MO/I3BANHTE COIAPHYM HITH CO/lapHH TaMnH Ge3 Aa ce HOChBETBATE C NeKap.
3a [1a 3aLIMTHTE KOXATA CH OT MHTEH3UBHOTO CITbHLIE, HOCETEe TIOAXOAANO OOJIEKIIO WIH M3MOI3BaiTe
CIbHLIE3AIUHUTEH KPEM C BUCOK 3alIUTeH haKTop.

l'oBopete ¢ Bawiusg nekap, GapMaLeBT HIIH MEAMLIMHCKA CECTPA, NIPEAH Aa IPUEMETE Merorpekcat Akopn:

- AKO CT¢ NMOJJIOKESHN Ha NbYETEPausa Mo BPEMe HA JICHEHHETO C METOTpeKcaT. I[IpH eqHOBpeMEHHO
JICHEHHE PUCKDT OT yBPEIKAAHE HA KOCTHTE U TbKAHHTE MOXKE a HapacTHE.

- AKO JIC4EHHETO ce Tpuiara B rppbHaka By (MHTpaTeKanHO) WK BLB BEHA (MHTPABEHO3HO), TOBA MOJMKE
A3 NpHUYUHH MOTEHLIMATHO )KMBOTO3aCTpalllaBalllo MO3BLYHO Bb3NAJICHHE.
Metotpexcat Akopa 100 mg/ml He Tpabea na ce npunara B rpu6Haka (HHTpPaTEKANHO).

- Ako umare 3abonsaBaHe, NPU KOETO B opranuama B ce 3agbpika TewHOCT, Hanpumep B Genute apobose
MITKA B CTOMAXA.

- AKO nmaTte HapylieHa 6bbpeuna QyHKUMA.

- AKO UMAaTe HapyllleHa 4epHOApoOHa PyHKIKA.

- AKO UMare HHPeKIus.

- AKko ¢ Heobxoaumo na GbaeTe BakCHHMpaHU. MeToTpekcaT Moxe a HaMaJi eeKTa Ha BAKCHHHTE.

- AKO MMaTe WHCYJIHMHO3aBHCHUM [uabeT, JeHeHHEeTO C MeToTpekcaT TpsabBa 1a Obae BHUMATENHO
NpocneasBaHo.

Ako Bwe, Bawmuar naptHeop unM Bawnat GonHornenad 3abenexure nosBa Ha HOBH WM BJIOLIABAHE HA
HEBPONOTHYHHTE CUMITTOMH, BKIIOYMTENTHO 00Ia MYCKy/Ha cabocT, HapyIleHHe Ha 3PEHHETO, POMEHH B
MHC/IEHETO, NAMETTA H OPUEHTALIUATA, BOJELLH A0 OOBbPKAHOCT H JINYHOCTHH NPOMEHH, CBBPKETE C& He3a0aBHO
¢ Bawuns nekap, Tbit KaTo T MOraT Ja ca CHMATOMH HA MHOI'O PA/IKA, CEPHO3HA MOIBLYHA HHQEeKUHS, HapeYeHa
[porpecHBHa MyaTH(OKaNHa aeBkoeHuehanonatug (ITMJ1).

IIpenopbuuTe/iin NpPoCIeASBAILE NPerield U NPpeANa3HH MEPKH:
Hopu koraro MetoTpekcar AKopa ce npHiaara B HHCKR 03H, MOTAT A3 Bb3HHKHAT TEKKH HEXKETaHH peakLHH.
3a na ru oTKpHe HaBpeMe, Bawusar nekap TpaGBa fa U3BBLPLIBA NMpericaH H nabopaTopHHU H3CAeXBAHHA.

[Ipean 3anouBaHe HA JIeYEeHHETO:
[Ipenu 3anoysaHe Ha neueHueTo, BaluaT nekap Moxe na npoBeae KPhBHU H3CAEABAHNA, 4 Cb
Kak (QyHKUHOHHpAT OvOpeunte Bu W uepuuar Bu apo6. Moxe aa Bu ce nanpasu u pe
rpeaHUA kow. o BpeMe Ha neueHHeTO M Clea TOBAa MOXE Aa Ce HANOXKAT AOMb/IHHTEHM
NponycKanTe HACPOYEHHUTE aTH 3a KPBBHH H3CIEABAHHA.




Apyrn nexkapcrsa u MetoTpexcat Axopa

Kaxere Ha Bawind siekap uam gpapmaiieBT, ako npHeMarte, HACKOPO CT€ IPHEMAITH HJIH € BL3MOXKHO /1a [IPHEMETE

Apyry nekapcta. Merorpekcar AKOpA NOBNMABA Ha HNK Ce MOBAMABA OT APYTH JEKAPCTBEHH NMPOAYKTH,

NpeaHa3Ha4YeHH! 3a JIEYeHHeE Ha:

- bonka v Bb3maneHue (T.Hap. HECTEPOHAHH NPOTHROBL3NaNUTenHu cpeactsa (HCIIBC) u CaNHUHMIIaTH ).

- Pak (uicnaaTH, uMtapabuH, MEpPKanTONypHH).

- Hudexkunn (uunpodiiokcauns 1 aHTHOHOTHLIM KAaTO MEHULHIHHA, TETPALHKINH H xnopamdpeHuKon).

- AcTMa (TeoHIIHH).

- ButaMuHO3HH npenapatd, cChAbpXKaAIIKM (PONMEBA KHCENHWHA WAH BeILeCcTBa, MOAOGHH Ha (bonuera
KMCEJIHHA.

- Peamatusbm (nediyHoMua).

- Bucoxo kpbpBHO Hanarane (Qypozemun).

- [loaarpa (npobeHewnz).

- JIbueTepanus.

- H3eu Ha cToMaxa, KHCeNUHH, pednykc (KaTo OMenpasos, NaHTONPaso, TaH30NPaso).

- Enunencus (peHUTOHH).

- Ifcopuasic WK TEXKKO akHe (PETUHOM/IH, KATO HAIIPUMEP aLMTPETHH MITH H3OTPETHHOMH).

- PeBMaTonieH apTpHT WK 3abonsBaHe Ha yepsara (Cyndacanasun).

- OTXBBP/IAHE ClIER OpraHHa TPaHCINAHTALUA (23aTHOIPHH).

- AKo TpabBa aa 6bAeTe BAKCUHHPAHH C XKHBA BAKCUHA.

- MeTtamu3on (CHHOHUMH HOBaMHHCYI$OH M AMNMMPOH) (JIEKAPCTBO cpeuly cuiHa 5oka WK TpecKa).

MeToTpexcar AKOpA ¢ XpaHH, HANMHTKH H AJTKOX0JI

[lo BpeMe Ha neuenuero ¢ MeTtoTpekcar Akopa He TpabBa Ja mMuere aNKOXON M TpabBa na wu3bAreare
MpekomMepHaTa KOHCYyMallks Ha Kade, 0e3a/IKOXOHM HANUTKH, ChAbpxKALK KOGEerH 1 depeH uaif. Cbio Taka,
Mo BpeMe Ha nedeHHero ¢ Merorpekcat Axoppn, He 3a0paBsiiTe Ja nuUeTe MHOTO TEYHOCTH, THH KATO
AEXMApaTauHATa (HAMAIABAHETO HA BOJATA B OPTaHH3Ma) MOXE /14 YBEIHYH TOKCHYHOCTTA MY.

bpemenuoct, kbpMeHe H depTHANTET

bpemeHHocT

He uznonssaiite MetoTpekcar Akopa no BpemMe Ha 6peMEHHOCT, OCBEH ako BamumsT nexkap Bu e npeanucan
JICKapCTBOTO 33 IEHEHHE Ha OHKONOTHYHO 3abonABaHe. MeToTpekcaT Moxe Aa MPUYKHU BpoAeHH AedekTH, Aa
YBPEAH Ni0Ja HITH 1a PUMHHK CTIOHTaHeH abopT. Cebp3sa ce ¢ MaiopMaLMy Ha ueperna, THUETO, ChPLETO U
KPBBOHOCHUTE CHAOBE, MO3LKA M KpalHULMTE. 3aTOBA € MHOTO BayKHO METOTPEKCAT Aa He ¢€ AaBa Ha GpeMeHHH
NALMEHTKA WM HA TaKHBAa, KOWTO IUIaHUpaT 3abpeMeHsBaHe, OCBEH aKO HE C€ M3NOA3Ba 3a JICYeHHUE Ha
OHKOJIOrHYHO 3a060n2BaHe.

3a HEOHKOMIOrMYHK MOKa3aHHs, NPH JKEHW B AETEpPONHA Bb3PAcT TPAGBa Ja Ce M3KITIOYM BB3MOKHOCTTA 3a
bpemeHHOCT, HanpHMep Upe3 TecT 3a GpeMEHHOCT MPEAN HAYANIOTO Ha JICYEHHETO.

He wusnonspaiite MetoTpekcatr Akopa, ako ce onurTBaTe aa 3abpemecHeere. Tpabsa na H3Garsare
3abpeMeHABaHe N0 BpeMe Ha JIeUEHNUE ¢ METOTPEKCAT U Hali-Malko 6 Mecela ciel [PUKJIFOYBAHE Ha JICYEHUETO.,
ETo 3au0 TpabBa na ce yBepuTe, 4e H3non3eaTe eQeKTHBHA KOHTPALECNIUA NPe3 Leaus TO3H nepxoa (BX. ChILO
Touka , I Ipenynpexxnaenuns u npeanasuu Mmepxu),

AKO 3a0peMeHEeTe N0 BPEMe HA JIEUEHHETO HIIH HMaTe ChbMHEHWSA, Y€ MOXE J1a CTe OpeMeHHa, roBopere ¢
Bawiua nekap Bb3MOKHO Hali-ckopo. Ako 3abpeMeHeeTe o BpeMe Ha JieueHneTo, TpaGBa aa Bu 6uaaT nafeHy
CbBETH OTHOCHO PHCKA OT BPEIHH €(DEKTH BLPXY AETETO M0 BPEME HA JIEUSHHUETO.

AKo xenaete na 3abpeMeneete, TpaOBa Aa rosopure ¢ Bamus nekap, koiito moxe aa Bu
KOHCYNTallWA CBhC CNSLMATMCT NPEAH TUIAHHPAHOTO Havano Ha IGYEHUETO.

Mbaxku bepruaurer
Hanuunnte nokasaTencTea He MoKa3BaT NOBMILEH PUCK OT MaN(hOPMAaLIMK UAH CIIOHTaHEH ab
NpHeMa METOTPEKCaT B A03H, NO-HUCKH oT 30 mg/ceamuyHo. Puck obavue He Moske na 6b/1e Han




M HAMA WHQOPMALHA MO OTHOWEHHE Ha MO-BHCOKH J03M Ha MeEToTpeKcaT. MeToTpekcaT Moxe Aa 6be
F€HOTOKCHYCH. ToBa O3Ha4aBa, Y€ JEKApCTBOTO MOXE fa MPHUYHHH F€HHH MYTALMH. Merotpekcar Moxe aa
OK&XE BIIHAHHE BbPXY NPOM3BOACTBOTO Ha CNIEPMA, KOETO € CBBP3aHO ¢ Bb3MOMXHOCTTA 33 BPOAEHH RehEKTH.

Tps0Ba na n3barsare cCb3AaBaHETO Ha feLa HIIH JaPABAHETO HA CIEPMa, 110 BPEME HA JIEYEHHETO C METOTpEKCAT
W Hal-MaKo 3 Meceua cell NPUKIIIOUBaHE Ha NieueHneTo. Thil KaTo TeyeHHeTo C NO-BHCOKH 103 METOTPEKCAT,
HECTO M3NMON3BAHK NpH NEYCHHE Ha pak, MOXe 1a noBeae Ao Oe3mnonne M reHHH MYTalMH, MOXKE [a e
NPENOPEHHUTENHO 32 MBXKE, JICKYBAHH C METOTPEKCAT B 1034, NO-BUCOKH OT 30 mg/ceamuua, Ja ce oBMHUCITH
CbXpaHABAHETO Ha CNIEPMA MPEIH HAYANIOTO Ha JIEYEHHETO (BXkK. ChILO Touka ,,JIpeaynpexaeHus U npeanasHu
MEPKH®).

KbpMmeHe
MeToTpekcar ce oTaens B KbpMaTa B TAaKHBa KOJIMYECTBA, Y€ HMa PHCKOBe /1a 3acerHe bebero. CrnenosatenHo

NPeNn JICYEHHETO C METOTPEKCAT KbpMEHETO TpaGRa fa OsAe npeycTaHOBEHO.

Hlogupane n pabora ¢ MALIHHA
Morat na BL3HHKHAT HEXXEAaHU PEaKLIMH, KaTO OTTIAAHANIOCT U BUEHE HA CBAT. AKO ce 4YYBCTBATE YMOPEHH WIH
3aMasnHH, He WogupaiTe U He paboTere ¢ MallIUHY.

MeToTpekcaT AKOpA CbABLPAXKA HATPHI

ToBa nexapctBo cuabpxka 194 mg Harpuil (OCHOBHA CHCTaBKZ Ha roTBapCKaTa/Tpane3HaTa Cojl) B
MakCHMajHaTa NpenopbHHTEIHA JHEBHa n03a. ToBa e ekBMBaeHTHO Ha 9,7% OT nNpenopbLUUTETHHA
MaKCHMaleH IHECBCH XPaHHUTE/IEH MPHEM Ha HATPUH 3a BB3pacTeH.

3. Kak aa u3noassate Metorpexcat Axkopa
MeToTpekcat Akopa e By ce mpunara ot MEAHUWHCKH CHIELIHATMCTH.

Kaksa we 6bae n03aTa M KONKO YECTO Iu€ A MOMYYABAaTe, 3aBHCH OT 3ab0/SBAHETO, OT KOETO Ce JIEKYBaTE,
cb0oOpa3Ho BaweTo 3ApaBOCIOBHO CHCTOSHHE, BB3PACTTA, TEMNIOTO M TeJlecHaTa B NOBBPXHOCT. MeToTpeKcar
AKOpA MOXe fa ce Npunara B MyCKyl (MHTPaMyCKY/NHO), BbB BeHa (MHTDABEHO3HO), WM B aprepus
(MHTpaapTepHaHo).

AKO MMaTe HAKAKBH LOIbJIHMTENHH BBLOPOCH, CBBP3AHH C ynotpebara Ha TO3M MPOAYKT, MOJIA ronuTaiTe
Batuusa nexap unu ¢papmanesr.

4, B13MOXHH HelKeJIaHH peaKIHN

KakTo BCHUKH /IeKapCTBa, TOBA IEKAPCTBO MOXKE [1a NPeAM3BHKA HEXKENAHH PEaKLIUH, BBIIPEKH Y€ HE BCEKH '
nonyvasa. MeroTpekcaT AKOpA MOXke Aa NMPHYMHHM HEXKENAHH PEaKLMH, KOUTO MOTAT Aa 6BLIAT ONacHU MM
*uBOTO3acTpawasaiwH. 1o speme Ha nevenuneto Tpabea na Gnaere GAMTENHM 32 NPU3HALM HA HEXENAHM
PeaKkuMH W Ja ru cpobiuasate Ha Baiuus nekap.

HesabaBHo ce o6bpHETE KBM Jiekap, ako 3abeneknTe HAKOS OT CIICAHUTE HEKENaHm peakuuu. Moxe na ce
HY>XIA€Te OT CMeliHa MEANWIMHCKA NTOMOLL,

- HeoOscHuM 3aayX, Cyxa KaliHUa WM XpUIIOBE (CHMITOMH Ha 6enoapobHu npodaemu).

- Buesanen cbpbex, koxeH o6puB (ypTHkapus), nojayBaHe Ha pbileTe, KpaKaTa, rjie3eH
YCTHHTE, yCTaTa HIIM I'bPJOTO (KOETO MOXKE 3aTPYAHH JULIAHETO M IPErNbIIAHETO).
HMaTe HyBCTBOTO, Y€ LIE NpPHNaJHeTe (CHMNTOMH Ha TeXKa alepruuHa peakLms).

- [loBpbluaHe, IHapHs WAM CTOMATHT W MENTHYHA A3Ba (CHMMTOMM Ha Bb3ACHCTBHE B
YPEBHMSA TPaKT). B\ 7

- [NoxbiTaBaHe Ha KOXKATa WIH OYWTE, MOTLMHABAHE HA YPUHATA (CUMITTOMH HAa Bb e% '
YepHHUA Apo0). o




IToBHILIEHA TemMnepaTypa, BTpHCaHe, 6OKU B TAIOTO U Bb3NAJIEHO Fbpio (CHMIITOMU Ha HHpEKLIMA).
Heo1akBaHO KbpBeHe (HanpHMep KbpBEHE OT BEHLHMTE, THBMHA YPHHA, KPbB B YPHHATa WM NOBPbUIAHE)
WM HeoOH4alHO KPbBOHACAIaHe, YePHH, MOTOGHU Ha KATPaH H3NPMKHEHHS - TOBA MOXE Aa Ce IbIKH
Ha HAMAJICH KaNaLMTET Ha KPHLBOCBCHPBAHETO HIIK KbPBEHE OT CTOMAXa MJIH YEpRaTa).

KoxHnu obpusu ¢ mollene i o0pasyBaHe Ha MEXYpH M €heKTH BbPXy JIMFABHLIHTE HAMp. B HOCA
(cumnToMH Ha cuHApoM Ha CTuBbHC-/DKOHCBH, TOKCHYHA CMUACPMajiHA HEKPOJU3a M epUTEMA
MYJITH(ROpME ).

Heobuuaiino mnoBeneHue, npexojgna cnenora M FeHCpaNM3upaHH TMPUCTBHIIH (CUMIITOMHTE Ha
Bb3JE€HCTBHE BLPXY LIEHTpAIHATA HEPBHA CHCTEMA),

IMapanusa (napesa).

n{)-,ﬂﬂﬂ}’ C [MNOCOMEH CIIMCBK HA HEXKENAHUTE JCKAPCTBCHHU pCaKL UK, KOUTO Ca C'BOﬁU.IﬂBﬂHH I[TPH JICYHEHHEC C
MCTOTPEKCAT, B 3aBUCHMOCT OT UECTOTATA.

Mnozo wecmu (mozam 0a 3aceznam noeeve om 1 na 10 dywu)

3ary0ba Ha aneTHT, raacHe, NOBpbILAHE, KopeMHa 60MKa, HAPYILIEHO XPaHOCMHKIaHe, AHCTIeNCHS
Bb3naneHnue  ynuepauus Ha ycTaTa M I'bpiioTo
[loBHmaeaHe Ha HHBaTA Ha YEPHOAPOBHHUTE EH3UMH

HYecmu (mo2am da 3aceznam oo 1 na 10 dywu)

Xepnec 3ocTep

EdexT BbpXy KpbBTa, Hanp. aHEMHS, JIEBKOMEHUA, TPOMBOLMTONEHUS
Hnapus

Cyxa Kalllinua, 3abxBaHe, 60ka B rbpAMNTE, BUCOKA TEMIIEpaTypa
OO0puBH, 3auepBaBaHe U chpOExK

[‘naBobGonue, ymopa, ChbHAHBOCT

Hewecmu (mozam 0a 3aceznam oo 1 na 100 oywu)

Peoxu (mozam oa 3aceznam oo 1 na 1000 oywu)

[TaHuMTONEHNS, arpaHyAOLMTO3a

Bb3naneHue Ha KpbBOHOCHHTE CbAOBE

AHa(HUNAKTHYHH PEaKUMH 1 ANEPrUYHH BaCKYIHTH

CaeToBbpTEXK, 0OBPKAHOCT, ACNpECHS

['bpuoBe, eHUedanonarus

Jiumpom (TyMOp Ha THMOHHTE ThKaH)

benoapobua ¢pubpoza

KbpBeHe ¥ s3Ba Ha CTOMALIHO-YPEBHHA TPAKT

Bb3naneHue Ha naHkpeaca

HuabeTHH ycnoxHeHus

HamaneHo HMBO Ha anbyMuH

JacuieHa NMrMeHTALIMS Ha KOXKATa

Jary6a Ha xoca, 60Ne3HeHH Ne3MH Ha MIOCNEeCTH NeTHa, NPUYHHEHH OT IICOPHA3HC
YBenuuasaHe Ha PeBMaTHYHH Bb3H (BYUKH OT ThKaHH)

EdexTn BbpXy KOMXKATa H JIMraBULMTE, MOHAKOTA CEPUO3HM (cuHapoMm Ha CTHBBHC-JDKOHCBHH, TOKCHYHA
CNHAEpMaiHa HEKPOJiH3a)

PeakLuu, MOJ0GHH Ha CIILHYEBO H3rapsHe NOPaAH MOBHLIEHA YYBCTBHTENHOCT HA KOXKATA KBM CTbHYEBA
CBET/IHHA

Y prukapus

KpexKku kocTH (ocTeonoposa), apTpainrusa, MHaJirHs

YepHoapobna pubpo3a u uuposa, uepHoapobHa creaTosa
Br3naneHue u ynuepauus Ha MUKOYHHS MEXYp, XeMaTypHS, JH3ypus
Br3nanenue u ynuepaluus Ha BiaraiuineTo

[lepukapauT, nepukapaeH U3nUB ¥ TaMNOHAAA
MeranobnacTHa aHeMus
[IpoMeHH B HacTpoeHHETO




[lapesa

Edekru BbpXy ropopa, BKIIOUHTENHO AH3apTPHA U adazus
Muenonatus

Hapyutenune Ha 3peHHeTO, 3aMbIJICHO 3pEHHE

Tpombo3a (Mo3bueH, AbA60KA BEeHO3HA M PETHHA/IHA BEHA)
Hucko kpbBHO

Inaber

QapuHrut anHes, SpoHxnanHa acTMa, BL3NANECHHE HA BEHLUTE
Bbinanenue Ha ThHKUTE YepBa

KpbB B U3npakHeHHATA

Manabcopbuus

AKH€, PaHH 110 KOXKaTa, MUFMEHTHH NPOMEHU Ha HOKTHTE, HATPTBAHUA
PpakTypH

brOpeuna HepoCTATHLUHOCT, ONUFYpPHSL, A30TEMHS H AaHYPHS
XHnepypuKkemMus

[loBHuweHH HHBA HA CepYMHHA KPeaTHHKH U ypes
YepHoapobHo yBpexkgaHe

HapywieHus B pasBUTHETO Ha MIICYHHUTE XKIIE3H

Mnozo peoku (mo2am 0a 3aceznam oo 1 na 10 000 oyuu)

C neussecmna yecmoma (om nanuynume dannu He mMoxce Oa 6voe HAnPAaseHo OYeHkKa):

HHpekumu, cencuc onoprioHHCTHYHM MHPEKLIKH
Cepro3HO NOTHCKAaHE HA KOCTHHA MO3BK, aHEMUA, Ib/DKALLA CE Ha (DaKTa, Ye KOCTHUAT MO3bK HE MOXKE
fa MpOM3BEXAA KPBHBHH KJICTKH (AIUIACTHYHA aHEMMA) JMMbaneHonatus, JTuMGonponudepaTHBHO
3a0on1BaHe (CHITHO yBenn4aBaHe Ha GpoA Ha GenkTe KPLBHU KIETKH), €03HHODUNUA, HEYTPOINEHHUS H
XunoramarnobyaMHeMus

HMmyHocynpecns

bescbhHHe

HapytueHu nHTenekTyanHu GyHKLUUH, KATO MUCIIEHE, 3aMIOMHSHE H Pa3ChkKACHHS

CtaBHHU w/HMan MycKyTTHH 60NKH, JIHINCa Ha cuna

Muactenns (MmyckynaHa ¢iabocT)

MeHHHTH3bM (napanyaa, NoBpbLUiaHe), OCTLD aCeNTHYEH MEHHHTUT

HeobuuaiiHu ycewmaHnus, MpoMeHH B 4yBCTBO 3a BKYC (METaNEH BKYC)

KOHIOHKTHBHT, peTUHOIATHA, 3ary0a Ha 3peHHe, NOANYXHAMH oUu

Bb3nanenne Ha ounte Gonukyny, enndopa v horodobus

CHHAPOM Ha TYMOPEH JTH3UC

AJIEprUYEH BaCKYJIUT, XHIPaAEHHT

[1pobaem ¢ pyHkuuaTa Ha 6enure qpoGose, 3a0yX, THEBMOHUSA

Hupexunn Ha 6enure apobose

[IneBpanen uanue

HAunarauus Ha ne6enoTo ueppo (TOKCHYEH MErakoyoH), KpbB B MOBbLPHATATA MaTepus

AKTHBHpAHE Ha XPOHWYEH XENaTHT, OCTpa YEPHOAPOOHA NEreHEepalLMs, XEprec CHMILIEKC XENaTHT,
YEPHOAPOOHA HEAOCTATLYHOCT

bosie3aHeHo noayBaHe Ha KOXKATa OKOJIO HOKTHTE

Paswunpsisare Ha MankuTe KpLBOHOCHH CHAOBE B KOXKaTa (MapoOHUXHA)
[lpoTenHypus

3ary6a Ha nuOHAO, HMMOTEHTHOCT

MeHCcTpyaJiHH HapyLLeHHS

TeueHue OT BnaranUIueTo

besnnoaue

floBrwieHa TeMneparypa, HapyLIEHO 3a3/IpaBsBAHE Ha PAHH

KbpBeHe, KpbB U3BLH KPHBOHOCHHUTE ChIOBE
[lcuxosa

HarpynsaHe Ha TEYHOCT B MO3bKa 1 Genure apobose
MeTtabonuTHO pa3scTpoiicTBO




- KoxcHa Hekpo3a, ekchonnaTuBeH AepMaTHT
- YBpexaaHe Ha YeNIOCTHATa KOCT (BCJCACTBHE HAa IPEKOMEPHATA NMPOAYKLHS Ha Genu KPBbBHH KJIETKH)
- 3auepBsaBade ¥ OeneHe Ha KoxKarTa.

MetoTpekcaT He TpabBa Ja ce npuiara 8 rpbOHaAuUHNA CTBIG, Thil KATO MOXE 1 JOBEE A0 MHOMO CEPHO3HHU
CTPAHHUYHH €(EKTH.

CrofuiaBane Ha HeXeTaHH PeAKIHA

AKO TOy4MTE HAKAKBH HEXeNaHW JIEKAPCTBEHM pPeakUWH, yBenomere Bawma nekap, (GapMauesT wid
MeAHLMHCKa cecTpa. Toma BkNIOUBA BCHYKH BB3MOXKHW HEONHCAHH B Ta3H JIMCTOBKA HEXKENAHW PEAKLMM.
Modxere CbLLO a CHOOWINTE HEXeNaHH peakUHK AMPEKTHO Upe3 HALMOHATHATA CHCTEMA 32 ChODLLaBaHE:!

H3mbanvTenHa areHuMs no jekaperaara
yi. ,,JdamsH ['pyeB” Ne §
1303 Codus

Ten.: +359 2 8903417
yebcaiit: www.bda.bg

KaTo cbobuiaBate HexeNaHH peakLiMi, MOXeTe Aa JafIETe CBOS NIPHHOC 3a NOTyYaBaHe Ha roBeye HHpOpMaLUKs
OTHOCHO D€30MacHOCTTa Ha TOBA JIEKApCTBO.

S. Kak ga cbxpansiBate MetoTpekcar Akopn
Jla ce cbxpaHsARa Ha MACTO, HEAOCTHITHO 3a Aela.

He w3nonaeafite ToBa 1€KapcTBO C/IeR CPOKA Ha FOAHOCT, OTOENA3aH BLPXY €THKETa/KapTOHEHATa ONaKOBKa
cnen ,,l'onen no:/EXP”. CpoksT Ha rogHoct OTroBapsA Ha MOCACAHUA JAEH OT NMOCOYEHUS MECELL.

Jla He ce cvxpansaBa Han 30°C.
OnakoH crel nbpBo oTBapsaHe — Jla ce H3non3sa He3abaBHO clel OTBapAHETO.

Cnen paspexaaHe

XHUMHYecKaTa K pu3nveckatTa cTaDUNHOCT Ha paspeficHUs Pa3TBOp € AOKA3aHa B pa3TBOp Ha riwkosa (5%) u
pa3TBop Ha HaTpues xnopia (0,9%) npu koHuenTpaunu ot S mg/ml u 20 mg/ml 3a 36 yaca npu 20-25°C u 3a
35 nnu mpu 2-8°C. Paspenenuar npodykr e cTaGuAeH B ABaTa pa3peauTes Mpy ABETE KOHLUEHTPALHH 3a 36
Haca npu 20-25°C u 3a 35 anm npu 2-8°C. Ot MHUKpOGHONOrHYHA IIeHA TOYKA, NPoAYKTbLT TpaOBa Oa ce
H3M0N1382 BeHAra. AKO He CE M3M0J3Ba BEIHAra, NEPHOBT HA M3TON3BAHE U YCIOBHATA Ha ChXPaHEHHE npeau
ynoTpeba ca OTTOBOPHOCT Ha MoTpebuTens v He TpabBa Aa HaaBHinasaT 24 yaca npu 2 no 8°C, ocBeH ako
Pa3peXKIAHETO HE C€ U3BBPILBA MPHU KOHTPONWPAHH H BATHAUPAHU ACETNITHYHH YC/IOBHS.

He usxebpasiite iekapcTpara B KaHaIM3aLMATA WK B KOHTeHHepa 3a JOMAILHH oTnaabum. [lonuTaiite Bawns

hapMaleBT Kak 1a M3XBBPIATE JIEKAPCTBATA, KOUTO Beye He W3MosBsare. Tesu MEPKH L€ CIIOMOTHAT 3a
OTa3BaHe Ha OKOJIHATA cpeja.

6. ChbAbpkaHHe HA ONAKOBKATA H AONbJHATEIHA HH(POpPMaLIHs

Kakso cbabpxa MeToTpekcat Axopn

- AKTHBHOTO BElllECTBO € METOTPEKCAT.
- I ml pasteop ceabpka 100 mg MeToTpekcar.
- JIpyruTe CbCTaBKH €a HATPUEB XMAPOKCHA U BOAA 338 HHXKEKLUHH.




Kaxk n3rnexaa MeroTpekcar AKopa H KAKBO CHALPXKA 0NAKOBKATA
JlexapCTBEHHAT NPOAYKT € Npo3payeH, XbAT PasTBOP.

Buaoee onakoBku:
| dhnakoH B KapTOHEHA KyTHA 3a onakosku ot 5 ml, 10 ml u 50 ml.
5 (hnakoHa B KapTOHeHa KyTHS 3a onakoBku oT 5 ml, 10 m! u 50 ml.

He BcHYKM BUOOBE OMakoBKM Morar Aa GbAAT MyCHAaTH B poaaxba.

[Iputexaren na pazpemreHnero 3a ynorpeba
Accord Healthcare Polska Sp. z 0.0,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tonua

ITponssoanTen

Accord Healthcare single member S.A.
64th Km National Road Athens,
Lamia, Schimatari, 32009,

["spuns

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

ToBa nexapeTBo € paspeneno B AbpXaBHTe-WICHKH HA EBponeiickoTo HKOHOMHYECKO NPOCTPAHCTBO,
H B O6eanneHoTo xpaiacrso (Cepepua Hpaanans) noa ciedHHTE MMeHA:

HMe na appkaBara- HMe na JexapcTBeHHd NPOAYKT

YJIEHKA

HIsenng Metotrexat Accord 100 mg/ml Koncentrat till infusionsviitska, l6sning

AscTpus Methotrexat Accord 100 mg/ml Konzentrat zur Herstellung einer
Infusionslésung

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

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

Yelka penybnuka Methotrexat Accord 100 mg/ml Koncentrat pro infuzni roztok

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

Hanus Methotrexat Accord

Ucnanus METOTREXATO ACCORD 100 mg/ml Concentrado para solucién para
perfusion

OUHnaHans Methotrexat Accord 100 mg/ml Infuusiokonsentraatti, liuosta varten

OpaHuus METHOTREXATE ACCORD 100 mg/ml, Solution & diluer pour perfusion

YHrapus Methotrexat Accord 100 mg/ml koncentratum oldatos infizidhoz

Hpnanams Methotrexate 100 mg/ml Concentrate for Solution for Infusion

JIutea Methotrexate Accord 100 mg/ml koncentratas infuziniam tirpalu

ManTa Methotrexate 100 mg/m! Concentrate for Solution for Infusion 1

Hupepnanaus Methotrexaat Accord 100 mg/ml, Concentraat voor ople‘gﬁ‘ -
Intraveneuze infusie -

Hopaerus Metotreksat Accord

[TopTtyramus Methotrexat Accord __

Cnosaiuka penybnuka | Methotrexat Accord 100 mg/ml Koncentrat na infuzny roztok  \\ TN




Ob6eauHeHO KpaICTBO Methotrexate 100 mg/ml Concentrate for Solution for Infusion
(CeepHa Upnanausa)

bvarapus Merotpekcat Akopa 100 mg/m] koHLEHTpAT 32 MHDY3HOHEH pa3TBOp
HTanus Metotrexato Accord

EcTOoHUS Methotrexate Accord

[Tonwa Metotreksat Accord

JlaTa Ha NocAeAHO Npepa3riIexkIaHe HA JTHCTOBKATA




ITocouenaTa no-gosy HHpOpMaLHs ¢ NpeIHATHAYEHA CAMO 32 MENHIHHCKH CIENHATHCTH:

Hucrpykuss 3a noAroroska, pabora u #3xpbpJisse va Merorpekcar Axkopx 100 mg/ml KOHIEHTPAT 34
HHPY3IHOHEH Pa3TBOp

Pa3TBOp®T TpAOBa 212 ce MpoBepH BH3yanHo npeau ynorpe6a. Tpabaa aa ce u3nonssa camo GHUCTBP pastBop 6e3
YaCTUIEH.

Metotpekcar Akopa 100 mg/ml koHueHTpaT 3a UH(Y3HOHEH pa3TBOP MOXeE Aa 6L AOMBLIHHTE/THO paspeacH
B TIOAXO/IA1La cpefa Oe3 KOHCEPBAHT, KaTo pasTBOP Ha ItoKo3a (5%) Wiy pasTBop Ha HaTpHes xnopuz (0.9%).
XHMHYecKaTa M pu3n4eckaTa CTaGWIHOCT Ha pa3peficHHs pPa3TBOp € JOKA3aHA B pa3TBOp Ha rintokos3a (5%) u
pa3TBOp Ha HaTpues xiopka (0,9%) npu koHuenTpauuu or 5 mg/ml u 20 mg/ml 3a 36 uaca npu 20-25°C u 3a
35 anu npu 2-8°C. PaspesenuaT npoaykT e cTabuieH B ABaTa Pa3peauTENA MPU JBETE KOHLIEHTpaLHH 3a 36
4aca npu 20-25°C u 3a 35 num npu 2-8°C. Ot MUKpOGHONOrHYHA IMEiHA TOUKA, MPOAYKTHT TpabBa na ce
M3MON3BA BEAHAra. AKO HC CE H3II0JI3Ba BEAHAra, EPUOALT Ha M3NOJ3BaHE M YCIOBHATA Ha ChXPaHEHHE Npeau
ynotpeba ca OTrOBOPHOCT Ha noTpebuTens W He TpAGBa Aa HagsMasaT 24 yaca npu 2 10 8°C, OCBEH aKo
Pa3PEKNAHETO HE C€ HIBBPLIBA MPH KOHTPOIHPAHU H BATHAHPAHH aCEeNTHYHH YCJIIOBMA.

[lo oTHoleHHe Ha paboTaTa TpaGBa aa ce MMaT NpeaBHA ClleJHUTE OBLIH NPENOPBKM: [IponyxrbT TpsabBa Aa
CC M3MON3BA M NpWiara camo OT ODy4YeH IIEPCOHAN; CMECBAHETO Ha pa3TBOpa TPAOBA Ja Ce MpOBEXAa B
ONPpCAeNCHH 30HH, NPEAHA3HAYEHH 3a 3aLLHTa HA NePCOHalia H OKOHaTa cpeda (Hanp. o6e30naceHn KabuHH);
TpAOBa 12 ce HOCH 3alMTHO O6NeKIo0 (BKIIOMMTENHO pPBKABHUM, NPEANA3HM OYMIA M MACKH, AKO €
HeoD0X0aUMO).

bpemenHuTE NHLA OT MEAUUMHCKHA €KHI He TpaOBa fa 6opasaT W/unu na paboTaT ¢ MetoTpekcar Akopa.

MeToTpekcar He TpA0Ba a BAM3AaT B KOHTAaKT C KOXKATa WAH JHraBMUata. B ciayuaii uHa 3aMbpCABaHe,
3acernatara oosact tpsbBa HezabaBHO Ja ce H3NNAKHE ¢ OOWITHO KOJTMYECTBO BOAA, HAH-MAJIKO B MPOABJIKEHHE
Ha JIECET MUHYTH.

Camo 3a enHokparHa ynorpe6a. Hensnonssanusar pasreop Tpa6Ba na ce H3XBbpAK. OtnagbuMre Tpadsa na ce
HIXBbPAAT BHUMATENHO B NOAXOAM OTACIHU KOHTCHHEPH, ACHO 0003HAUEHH CIIOPE CHABPXKAHUETO CH (Thil
KaTO TE/NCCHHTE TEYHOCTH H CEKCKPeTH Ha [alMEHTa MOTaT Ja CbALPXKAT 3HAYHUTEIHM KOJNMYECTBA
AHTHHECOIUIACTHYHH CPCACTBA, CE€ CUMTA, Y€ T€, KAKTO H MaTepHad KaToO 3aMBPCEHO CNANHO 6e/ibo, ChILO
TpAbBa Ja ce TpeTHpaT KaTo OonaceH OTnaabk). HeW3non3BaHMAT NpoayKT WM OTNAAbYHHTE MaTepHaIU OT
HEro Tpsbea ia ce YHKLI0KABAT B CHOTBETCTBUE C MECTHHTE MU3HCKBAHUS Ype3 H3rapsHe.

Tpadsa fa ca Hanuue aeKBATHH CTAHAAPTHH NPOUELYPH TPH CITYHaHHO KOHTaMHHHPaHe Nopaau pa3z/IMBaHe;
CKCMO3MLHATA HA MNEPCOHANTAa HA AHTUHEONIACTHUHH CPeACTBa TPAOBa 1a ce 3anucBa ¥ NPocieasBa.




