Hogi 3ax0u A/ yHUKHeHHSA NOTEeH{iHO CMepTe/IbHUX MOMMJ/IOK /{03yBaHHSA
JMKapcbKUX 3aco0iB, siki MicTaTh methotrexate npu Jj1iKkyBaHHi 3anajabHUX
3aXBOPHOBAHb

EMA pekomeH/lye HOBi 3axo/iy fijisg 3amobiraHHsl CepHo3HUX Ta TOTeHIiHO
daTanbHUX TIOMWIOK TIpU [J03yBaHHi methotrexate y pa3si /JiKyBaHHS 3arajbHUAX
3aXBOpIOBaHb, TaKWX $K pPeBMaTOiJHUM apTpuT, Ticopia3 Ta xBopoba KpoHa.
PekomeHpaljii € pe3ysnpbTaTOM OIVISIAy TOBiJOMJIEHb TIpO Te, L0 MAaLli€HTU
3aCTOCOBYIOTh methotrexate HempaBU/IbHO, He3Ba)KAHOUX Ha MOMNepeHi 3aX0AU 111070
3ariobiranHs ToMWIoK. [Ipy 3amanbHUX 3axBoproBaHHsX Mmethotrexate moTpi6HO
3aCTOCOBYBaTH uile 1 pa3 Ha TWkKJeHb. BukopucToByroun methotrexate yacTite,
HDK TpHU3HAaueHO, MOJKe TIPU3BECTH 10 cepiio3HUX mobiunux edekTiB. Orsi/ BUSBUB,
10 TIOMW/IKa B [J03yBaHHI MOXXe BUHUKHYTH Ha OyJb-IKOMY eTari BiJi MOMEHTY
TIpM3HaYeHHs TiperapaTy [0 MallieHTa, iKUK Moro 3actocoBye. HoBi 3axoau 1m10/0
3arobiraHHsl MOMU/IKaM BK/IOYAalOTh OOMEKEHHSI TOTO, XTO MOyKe TPHU3HAUMTH IIi
miKapceKi 3acobm, OifbIll TIOMiTHE TIONepeMKeHHS Ha YMAaKOBI[i Ta HaBYaJIbHi
Marepianu [s Tal[ieHTiB Ta MeJWUYHMX TipaljiBHUKiB. KpiMm Toro, 1106 zoromortu
narfieHTaM JOTPUMYBaTHCh J03yBaHHS methotrexate 1 pa3 Ha TWKAeHb TabjeTKH
BUITyCKaTUMYThCs y OJliCTeDHUX yTaKOBKax, a He y (uiakoHax ud Tybax. 3axomu
OynM y3ro/ipKeHi Mic/iss KOHCY/bTallili 3 MaljieHTaMy Ta MeJUUYHUMHU TIpalliBHUKaMHU.

Indopmariis g1 namieHTis:

- SIKILIO BU 3aCTOCOBY€eTe methotrexate rpu peBMaTOiAHOMY apTpHTi, Mcopia3i
abo xBopobOi KpoHa, Bam HeoOXi/iHe /103yBaHHs uille 1 pa3 Ha TWXK/E€Hb;

- TIpUiiMaiiTe JIiKapChKi 3acobu, 10 MicTATh methotrexate B OfWH i TOM ke
[leHb TVKHS;

- JOTpUMYyMTecCh iHCTPYKLiii Ha ymakoBLi Baioro sikapcekoro 3acofy, 1o
MicTuTh methotrexat;

- Bu oTpumaeTe KapTKy Talfi€eHTa i3 BalllMM JIiKapCbKUM 3aco0oMm, II[0
mictuth methotrexate (TabseTku abo piguHa A TI€POPAbHOTO
3actocyBaHHs1). [lpounTaiiTe yBa)KHO TOMY IO Lie pO3’SICHUTb, SK
TIPUMAaTH JTiKapChbKUM 3acib;

- TOKaXiTb CBOK KapTKy IMallieHTa HOBOMY MeJJMUHOMY TIpalliBHUKY, SKWU
niKye Bac, 1100 BiH 3HaB IpO Te, 1[0 BU MpUHMaETe JIiKapChbKUM 3aci0, 1110
MicTUTh methotrexate 1 pa3 Ha TWK/IeHb;

- HeraliHO 3BepHIThbCSI /10 JiKaps, SIKII[0 y Bac OOJUTH TOpJio, JMXOMaHKa,
3’SIBUTMCh BHUPA3KU Y POTOBil MOPOXKHWHI, fiapesi, 0/IFOBaHHSI, BUCUTIAHHS
Ha IIKipi, KpoBOoTeua ab0 He3BMUHA CIa0KiCcTh. Lle MOXKYyTb OyTH O3HAKU
nepefo3yBaHHs methotrexate;

- He MpOIyCKauTe 3arjlaHOBaHi BIi3UTW [0 JiiKapsd Ta 34a4y Kposi. Lle
Ba)K/TUBO /IS TOTO, 1100 TTepeKOHATHUCh, IT[0 JTIKapChKUM 3aci0, 10 MiCTHTh
methotrexate mpaijtoe i He BUK/IMKA€E HiSIKOTO 3aHETTOKOEHHST;

- SKIIIO BU He BIIeBHEHi B TOMY, sK mpuiiMatu methotrexate abo y Bac €
TUTAHHA 3BePHITHCSA [0 JIiKaps.



Indopmaliisa g1 MeJUUHUX NPpaLiBHUKIB (MeUYHI MpaljiBHUKWA TTOBUHHI

JIOTPUMYBATHUCS [IUX peKOMeH/alliif):

- methotrexate TIpU 3aMajJbHUX 3aXBOPIOBAHHSX T[pU3HAUEHUU IS
3acTtocyBaHHs1 jquiie 1 pa3 Ha TwkeHb. Cepiio3Hi moO6iuHi edekTH,
BK/IIOUAlOUM  JleTalibHI ~ BUMAJKU  BUHUKAIM, Koau  methotrexate
3aCTOCOBYBAJIM YacTillle;

- TIpW3HAuYaTH JIKAapChKi 3acobm, 1m0 MicTATh methotrexate MOXYTb JIWIIIE
niKapi, siKi MatOThb JOCBi/l BUKOpUCTaHHS methotrexate;

- MeJuWuHi MpaIjiBHUKY, SKi MPHU3HAvYal0Th abo BiAgmyckaroTs methotrexate st
JIIKyBaHHS 3aria/ibHUX 3aXBOPHOBaHb ITOBWHHI;

a) TIpouYMTaTH HaBYa/bHI MaTepiaiy 1j0/j0 NepopaibHUX methotrexate;

6) IIepeKOHATHCh, II[0 BOHM O3HAWOMJ/EHI 3 OCTaHHIMM 3MiHaMH B
iHCTPYKIIil 711 MeTUUHOTO 3aCTOCYBaHHS JTiIKaPChKUX 3aco0iBi, 110 MiCTATh
methotrexate npu 3aCTOCyBaHHI MPU 3arajJbHUX 3aXBOPHOBaHHSX;

8) [mJaTu uiTKi BKa3iBKM mTalfieHTy (0cobi, sika 3[iliCHIOE [OTJIsi/) TIpO
JIOTPUMaHHA 103yBaHHA 1 pa3 Ha TWK/EHb;

2) epeKoOHauTech, 1110 maijieHT (0coba, siKa 3/iMCHIOE JIOT/ISi/) PO3YMIE, 1110
niKapchbKui 3acib HeobximHO 3acTocoByBaty 1 pa3 Ha TWXKZEHb, i poOiTh 1ie
mjopa3y, KOMU BUJAETbCS HOBHWM pelienT abo BiJMyCKaeTbCs JTiKapChKUiA
3acio;

0) BUPIILIUTH Pa3oM i3 MaiieHToM (0Co0010, sIKa 3[iMCHIOE AOIJIsIA) B SAKHI
JeHb TWKHSI XBopui Oyie 3acTrocoByBaTH methotrexate;

e) TIPOKOHCY/bTYBaTH MaljieHTa (0co0y, sika 3/IiiICHIOE ZIOTISiA) 11100 03HaK
repefio3yBaHHs methotrexate Ta Haro/JIOCUTU TIPO HeraiiHe 3BepHEHHS [0
JiKaps y pasi miJjo3py Ha repeo3yBaHHs.

Jlok/1aiHiIIe Mpo JiKapchKi 3aco0u

Methotrexate fo3BosieHui B €C /151 BOX Pi3HUX IPYTI NTOKa3aHb KOXKHA 3 SIKUX
Ma€ Pi3HUM PeXXKUM [103yBaHHS:

- TIpU JIIKyBaHHi OHKOJIOTIYHMX 3aXBOPIOBaHb 4YaCTOTA [03YBaHHS 3a/I€XKUThb

Bi/l peXXUMY i MOXKe BKJTOUATH I1]0/leHHe BBe/leHHs methotrexate;

- JIIKyBaHHS 3arajibHUX 3aXBOPIOBaHb, BKJ/IIOUAKOUM DPEBMAaTOIJHWUW apTpWUT,
ricopia3 Ta XxBopoby KpoHa nmoTpeOyIOTh BUKOPHCTaHHSI 1 pa3 Ha TWK/eHb
HU3BLKOI /1031 methotrexate.

Methotrexate Mo>ke 3aCTOCOBYBaTHCh TepOpasibHO ab0 iH’€KLiHO. BinbiiicTh
nMiKapchbKuX 3aco0iB, 1110 MICTSTh Y CBOEMY cKiazi methotrexate Oysiv 3aTBep/yKeHi
3a [J0OMIOMOTr0K0 HalliOHa/IbHUX MpoLeayp. BoHu peani3yroTbcs y BCix KpaiHax €C mif
KilbKOMa TOProBUMH MapKaMH, BKmrouarouu Ledertrexate, Maxtrex, Metex Ta
Metoject. Jylamvo (mnsg mnepopanbHOro 3actocyBaHHsi)) Ta Nordimet (gss
MapeHTepaqbHOrO 3aCTOCYBaHHS), $SIKi € €IWHUMH, L]0 3apeecTpoBaHi 3a
HaLlOHA/IbHOKO TIPOL{eIyPOIO.

Jlok1ajHinIe po nmpoueaypy

Ornsim ylikapchbKUx 3aco0biB, 10 MICTATh y CBOeMY ckiazi — methotrexate
po3noyaBcs 22.03.2018 Ha mpoxaHHs IcraHCBKOTO areHTCTBa JIiKapChKUX 3aco0iB i
MeJUUYHMX TIPOJYKTIiB 3rifHo 3i ctattero 31 IupektuBu 2001/83/EC. Ornsig 6yB



TIpOBe/JieHN KOMiTeTOM 3 OLIiHKUA pu3uKy y dapmakoHarssagi (PRAC), skuil HajaB
HU3Ky pekoMeHjallii. Pekomenpaiiii PRAC 6ynu Hazicnani go Kowmitery 3
MiKapchKUX 3aco0iB, sKi 3acToCcOBYyIOThCS moauHor (CHMP), skuii moroauBcs ix
HagaHumMu pekoMmeHgailismu PRAC. BucHoBok CHMP Oyae Hagicmaawii o
€BporeicbKiii KoMicii, Sika BHJACTh OCTaTOUHE HOPUAUYHO 0OOB’SI3KOBe pillleHHs,
sIKe 3aCTOCOBY€EThLCS y BCiX leprkaBax-usieHax €C.

[TocunanHa Ha npecc-peni3 EMA
https://www.ema.europa.eu/en/documents/referral/methotrexate-article-31-referral-new-

measures-avoid-potentially-fatal-dosing-errors-methotrexate en.pdf

MNoknagnima iHdbopMariisi mpo MifAcTaBu /s PO3IJISAY JTiKapchKi 3aco0H, 1[0
MIiCTSTb y CBOeMy cKiazi methotrexate, 3axoau [s 3amobiraHHS TOMHJIOK
no3yBaHHs1 methotrexate Ta pitleHHs1 KoMiTeTy 3 OL[iHKM PU3KMKIB y dhapMaKOHar/isii
EMA (PRAC) 6yna onpumofiHeHa Ha odirfiiHoMy caiiTi /lep)KaBHOTO €KCIIepTHOTO
LIeHTPY 3a Mocu/aHHAM http:// www.dec.gov.ua/index.php/ua/novini-ta-podiji.
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