Nudopmanus 3a manueHTH/rpaxaanu

EBponeiickara arenuus no jgexapcrsara (EMA) u3pbpuiBa nperiiej Ha rpelikute nNpu
JAO3UpaHe HA MeTOTPeKcaT.

[IpernensT € npean3BUKaH OT MPOABIKABAIIMTE ChOOIIEHNS 3a IPEI03UPAHE

EBponeiickara arenmus mo yiekapcrBata (EMA) 3anouna mpersie/] Ha TPEIIKUTe Mpu
JI03UpaHe Ha METOTPEKCAT.

Koraro ce u3non3Ba 3a Bp3MAIUTEIHN 3a00JIBaHUS KaTO apTPUT U IICOpUA3HC,
METOTpEKCAT Ce MPUeMa BEIHBXK CEMUYHO, IOKATO 3a HAKOU BUJIOBE pak J03aTa € M0-BUCOKa
1 JIEKapCTBOTO CE U3I0JI3BA II0-4€CTO. I'pelKuTe ca 10BEIu 10 TOBA, Y€ HAKOM MALEHTH Ca
[I0JTy4YaBald HEIIPABUIIHO /1032 BCEKH JIEH, BMECTO BCsIKa ceaMuLa. B pe3ynrar Ha ToBa
MAUEHTUTE Ca MOJIYYHINA TBHPJIE MHOTO OT JIEKAPCTBOTO, KaTO B HAKOM CIIyyau UMa
CEpUO3HU MOCIETULIH.

PuckbT OT rpemky npu J03UpaHe ¢ METOTPEKCAT € U3BECTEH OT MHOT'O TOAMHHU U B
HsKkou abpkaBu oT EC Beue ca BbBEIEHU HAKOM MEPKU 3a HaMaJIsiBaHE HAa TO3U PUCK,
BKJIFOUMTEIHO U3I0JI3BAHETO Ha JIECHO BUJIMMU HAllOMHSIHUS BbPXY JIEKAPCTBEHUTE
onakoBku. HeoTaBHamHara orneHka (B KOHTEKCTa Ha pyTHHHATA OLICHKA Ha M0J13aTa 1 PUCKa,
M3BECTHA KaTO OLICHKA Ha MEPUOANYHYS aKTyaIM3UpaH JOKIAI 3a Oe30macHocT) obade
YCTaHOBH, Y€ BCE OILIE CE HAOJII0JaBaT CEPUO3HH HEXKEIAHN PEAKLUHU, CBbP3aHU C
Mpelo3rupaHe, BKIIFOUNTEIIHO CMBbPTHH cy4yau. ETo 3al110 HCITAHCKUAT peryiaTopeH opraH 1o
nexapcrBara AEMPS noucka or EMA na npoyuu no-nogpo6Ho NpUYuHUTE, TOPAaAH KOUTO
MPOBJIKABAT J1a Bb3HUKBAT IPEILIKU MIPU TO3UPAHETO, 3a J1a CE OMPEENIAT MEPKH 3a TIXHOTO
IIPEIOTBPATSABAHE.

KomureTsbT 32 olleHKa Ha pUCKa IPU NpoCieisBaHe Ha JeKapCcTBeHaTa 0€301acHOCT
(PRAC) Ha EMA 1m1e npoyun HaJTMYHUTE JOKa3aTeICTBA U 1€ HAIIPAaBH MPENOpbKa OTHOCHO
HE00XO0AUMOCTTA OT JIOITBJIHUTEIIHU MEPKH 32 CBEX/IaHE 0 MUHUMYM Ha PUCKA OT I'PEILKU
npu gozupanero. PRAC e B3eMe npenBuj 1 pabotaTa Ha OpraHuTe, ClieUau3upaHu B
IpoclieisiBaHe U OCUTypsiBaHe 0€30MacHOCTTa Ha MallUEeHTHTE.

IToBeue 3a JIeKapCTBOTO

MerToTpekcaT ce U3M0JI3Ba 3a JISYUeHUE Ha PAaKOBHU 3a00JIIBaHuUs KaTO OCTpa
muMmdobnacTHa neBkemus (ALL) u pa3nuyuHu Bb3NATUTETHU ChCTOSIHUS, BKIFOUUTEIHO
PEBMATOUJIEH apTPUT, FOBEHUJIEH UIMONIATUUEH apTPUT, IICOPUA3UC U ICOPUATUYEH APTPUT.
MeroTpekcaT MOXKe Jia ce IIpremMa Ipe3 ycTara Uil Ja ce Ipujara ype3 HHKEKTUPaHe.
IToBeueTo sekapcTBa, ChABPIKALU METOTPEKCAT Ca pa3pelleH! Ype3 HALUOHAIIHU [TPOLIEAYPH.
Te ce nmpoxaBaT BbB Bcuuku cTpanu 0T EC 1o HIKOJIKO ThProBCKHA MapKH, Cpesl KOUTO:
Ledertrexate, Maxtrex, Metex u Metoject.



Jylamvo (3a ynorpe6a nipe3 ycrara) u Nordimet (3a MH)KEKITUH) ca €IMHCTBEHUTE
JICKApCTBEHH MPOAYKTH I10 IIEHTPAIH3UpaHa MPoIeaypa, ChAbPKaIId METOTPEKCAT.

WNudopmanus 3a o6xBanatute ot nperiiena Ha EMA nexapcTBeHH MPOAYKTH, ChAbPKAIIN
METOTpEeKcaT, pa3pelieHu 3a ynorpeda B P. brirapus moxe 1a HamepuTe Ha CIeIHUSA
XUIEPIVHK:

http://www.ema.europa.eu/docs/en GB/document library/Referrals document/Methotrexate

31/Procedure started/WC500247385.pdf

IToBeue 3a npouexypara

[IpepasriexxaaHeTo Ha METOTPEKCAT € 3all0YHATO 110 UcKaHe Ha Vcnanus cbriiacHO
uiier 31 ot dupextusa 2001/83 / EO. Ilpernenst ce u3bpuBa o PRAC, KomuteTsT,
OTrOBOPEH 32 OIICHKaTa Ha BRIIPOCHUTE, CBhP3aHH ¢ 0€30IacHOCTTa Ha JIEKapCcTBaTa 3a
XyMaHHaTa MEJUIIMHA, KOWTO 1€ HapaBu HaOOp OT npenopbku. Ciiel ToBa MPErnopbKUTE Ha
PRAC me 6baar npenaaenn Ha KomureTa 1o 1€KapcTBEHUTE MPOAYKTH 32 XyMaHHa
ynotpeba (CHMP), otroBapsiiil 3a BBIIPOCUTE, CBBP3aHU C JICKAPCTBEHUTE MPOYKTH 32
XyMaHHa yrnotpebda, KOITO 11e npueme cranoBulle. KpaliHusT eramn ot npoueaypara 3a
npepasriexaane € MpUeMaHeTo OT cTpana Ha EBporeiickara KomucHs Ha 3aKOHOOOBBP3BAII0
pelieHre, MpUIoKUMO BbB BCUUKU JbpxkaBu-uieHKH Ha EC.

TekcThT Ha TOBA U3SBJICHUE HA AHTJIMICKU €3UK, KaKTO U Apyra noapooHa
nHpOpMaIK MOXKE J1a HAMEPUTE Ha MHTEPHET cTpaHunata Ha EMA Ha cieqHus XUIepIInHK:

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Methotrexat
e containing medicinal products/human referral prac 000075.jsp&mid=WC0b01ac05805c¢
516f

IIpu3us 3a cL00IABaHE HA HEMKEJTAHHU JICKAPCTBEHH PeaKIuu

[TarmenTHTE MOTAT Aa CHOOIIABAT HEYKETAHH JICKAPCTBCHH PEAKITUU 110 BCAKO BPEMeE
Ha MEJIUIIMHCKUTE CIEIUAINCTA Win Ha M3mbiHuTeHaTa areHuus mo jgekapctBara (MAJI).

Te morar ga HaIrpasiAT C’LO6IJ.I€HI/Ie 34 HCXKCJIaHa JICKapCTBCHA peaKUusl 10 HNAJI o
C€IWH OT CJICIHUTC HAYWHU:

- ION'bJIBAHE U M3MpallaHe Ha (opMyJisipa 3a ChbOOIIaBaHe HA HEXKEIAHU JIEKaPCTBEHU
peakiuu 0T HEeMEIUIIMHCKHY JIMLa MyOJUKyBaH Ha yeO-caiita Ha MAJI,

- MIOII'BJIBAHC U U3IIpAllaHC 10 ITOoIIaTa Ha KOIMHUE OT (I)opMynﬁpa, npeaHa3HauCH 3a
HEMCIUIIMHCKHUTE JIUIIA.

3a MOBIHUTEIHHA Pa3siCHEHUsI MOXKETe J1a ce obakaaTe B otnen “JlekapcTBeHa
6e3omacHoOCT” KbM M3MbIHUTENHA areHIus 1o JekapcTBara Ha Te. +359 2 890 34 17.
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