KomiTeT 3 o1jiHKM pH3HKIB y (papMaKoHar,/isAji €BponercbKoi MeJUUHOI areHuii
(PRAC) pekomeHAy€ HOBIi 3aX0/{11 /i/I1 YHUKHEHHsI IOMWIOK IPH /{03yBaHHi
JIKApPCHKHUX 3ac00iB, 10 MiCTATH y CBOEMY cK/1afi methotrexate

Kowmitert 3 owjiHky pusukiB y papmakoHarnsgi EMA (PRAC) pekomeHye HOBI
3aX0U AJ1s1 YHUKHEHHs TIOMWIOK TPU [03yYBaHHI, fIKi NIPU3BeIU 10 TOrO, IO JesKi
Tal[iEHTA HeIpaBW/ILHO 3aCTOCOBYBA/IM JIiIKAapChbKi 3aco0H, II[0 MICTATh y CBOEMY
ckiazi methotrexate, a came IO0HS 3aMiCTh LLIOTHXKHS.
Hogi 3axoiu BK/IIOUatOTh 0OMEXUTH THX, XTO MOyKe MPHU3HAYATH IIi TiKapChKi
3acobwu, Tornepe/iP)KeHHsT Ha YITaKOBI[i Ta HaJ@HHSI OCBITHIX MaTepiasiB /i Talli€HTiB
Ta MeJJMUHUX TIpalfiBHUKiB. KpiM Toro, 11100 0MoMOrT! MaijieHTam /10/iep>KyBaTHCh
no3yBaHHd 1 pa3 Ha TWKAeHb, TabmeTku methotrexate A IIOTH)KHEBOTO
3aCTOCYBaHHSI OyAyThb HaZiaBaTHUCS B O/icTepHiM yIakoBIji, a He y (aKoHaX ud
TyOax.
Methotrexate BHUKOPUCTOBYETbCSI [/l JIiKyBaHHS $K 3anajibHUX, TakK i
OHKOJIOTIYHMX 3aXBOPHOBaHb. Y pasi 3aCTOCYBaHHS TIPU 3ariajibHUX 3aXBOPIOBAHHSIX,
TaKUX SIK apTPUT 1 Tcopia3, BiH 3aCTOCOBYETbCA 1 pa3 Ha TWXKZEHb, aje [Jid JesAKuX
BU/IiB OHKOJIOTiYHMX 3aXBOPIOBaHb HeOOXiHi Oifblll BUCOKI 71031, TOMY methotrexate
3aCTOCOBYEThCS yacrite. [ToMunKy 1pu mipu3HaueHHi abo mo3yBaHHI methotrexate,
HelpaBWIbHUM rpadyK [03yBaHHS TMPH3BeIU /10 TOTO, 110 MAalli€HTH, SKi MpUMMaIu
niKapchKui 3acib IMoAHS 3aMicTh IOTHXKHS TIPY 3araJbHUX 3aXBOPIOBAHHSIX — MaJd
CepHO3Hi HAC/TiAKW, BK/IFOUal0UM JIeTaibHi BUTTAAKH.
PU3MK TIOMU/IOK TPU [J03yBaHHS JIiKapCbKUX 3aco0iB, 1110 MICTSATb y CBOEMY
ckiaazi  methotrexate, qobpe Bimomwmii. OfHaK, HE3Ba)KalOUM Ha HASBHICTb HU3KH
3aXO/IiB, SIKi B>Ke OyJIM TIPUMHSATI, MPO Iji TOMUJIKH HaIXOAATh ITOBiIOM/IEHHS.
PRAC BUBUMB HafiBHI [0OKa3d Ta peKOMeHJyBaB [0JaTKOBI 3axOAud [Jis
3MeHIIIeHHsS TTOMHU/IOK y [IO3yBaHHI 3 TUM, ITI00 KOPHCTh JHiKapChKUX 3aco0iB, 1110
MIiCTATb Y CBOEMY CK/aZi methotrexate Npo/OBXKyBaja MepeBUIlyBaTh pu3MK. Lli
3axoiu OynM  y3rofpKeHi TIic/si KOHCY/IbTAallii 3 TallieHTaMd Ta MeAUuYHUMU
TpaLliBHUKaMHU.
3axo M /1A 3aM00iraHHsa MOMKWIOK Ao3yBaHHs methotrexate:
- TUIBKM fiKapi, fIKi MalOTh ZIOCBifl y 3aCTOCYBaHHi JIiKapCbKUX 3aco0iB, 1110
MICTATb y CBOEMY CK/afii methotrexate, MOXXyTb iX TTpU3HauaTy;

- MeAWYHi Tpal[iBHUKW TTOBUHHI CJTiIKyBaTH, 1100 TaIlfieHTH abo IX OIMiKyHH
MOIJIM JOTPUMYBATUCh 103yBaHHS 1 pa3 Ha TWXK/EHb;

- 100 YHUKHYTH TUTyTaHWHM, pEKOMeHJallii I[o/0 pO3Zi/JieHHs [03U CJIif
BUJAIUTU 3 IHCTPYKLii A/ MeAUYHOrOo 3acToCyBaHHS methotrexate y
BUTTISIZI Tab/IeTKY;

- yINakoBKa [ BCiX JiKapcbKUX 3acobiB, 10 MiCTSTh y CBOEMY CKJafi
methotrexate g 3acTocyBaHHS 1 pa3 Ha TWXKAEeHb TOBUMHHA MiCTUTH
TIOMiTHe Hara/[yBaHHs I1pO Te, SIK CJIiJ] 3aCTOCOBYBATH I1i JlikapChKi 3aco0u;

-y KapTiji maijieHTa HeoOXiJHO MiJKPeCc/JUTH I[OTWKHEBe [103yBaHHS TMpHU
3amajlbHUX 3aXBOPIOBAHHSX JIIKAPCBKUX 3acobiB [jis  TepopasibHOTO
3aCTOCYBaHHS;



- MeJWuHi TIpal[iBHUKU TIOBMHHI OTPUMYBAaTU OCBITHI Marepiaiyd TMpo
nmikapcbKi 3acobu, 110 MICTSTh y CBOeMy ckaaAi — methotrexate s
[epopajbHOr0 3aCTOCYBaHHSI Ta BiAMNOBIAHO KOHCY/IbTYBAaTH TMAL[i€HTIB 3
LIbOT'0 TIPUBO/Y;

- Tabnetku OyAyTh AOCTYNHI B OmicTepHili ymakoBIli 3aMicTb ¢uiakoHiB abo
Ty0, 106 AOTIOMOITH TaIfieHTaM AOTPUMYBATHCh [03yBaHHS 1 pa3 Ha
TUXK/EHb.

Pexkomeniailii PRAC OyayTh HajjiciaHi /0 KOMiTeTy 3 JiKapCchKuX 3acobiB, siKi
3acTOCOBYIOThHCS JitouHo0 (CHMP), sikuii HagacTh cBoto AyMKy. @axiBiii B 00s1acTi
OXOpPOHU 3710pOB’st OyAyThb TpoiHGOpMOBaHi B TTMCHMOBIK (hOpMi PO BUIIle3rajaHi
3Mminu. [larlieHTH, siKi MaroThb Oy/b-5IKi 3aHENOKOEHHS II[0/I0 TXHBOTO J1iKapChKOTO
3aco0y OBUHHI 0OrOBOPUTH 1ie 3i CBOIM JTlikapeM abo (hapmarieBTOM.

JToK/1a/iHiIIe Mpo JiKapchKi 3aco0mn

Jlikapcbki  3acobu, 10 MICTSTb Yy CBOEMY CKaafi methotrexate,
3aCTOCOBYHOTbCA /ISl JIIKYBaHHSI OHKOJIOTIYHMX 3aXBOPHOBAHb, TaKUX $IK T'OCTPUU
nimbobmacTHUA NIeMKO3 Ta pi3HOMAHITHI 3amaibHi 3aXBOPIOBAHHS, BKJ/IIOUAIOUN
pPEBMaTOIIHUM apTPUT, FOBEHUIbHUMW i[[iONaTUYHUA apTPUT, ICOpia3, MCOopiaTUUHUN
aptput i xBopoba Kpona. Methotrexate 3acTOCOBYeTbCS mepopanbHO abo
rapeHTepasibHO. BinbllicTh JHiKapchKUx 3acobiB, 110 MICTATh y CBOEMY CKafi
methotrexate Oysii 3aTBep/pkKeHi 3a [OMOMOrOI0 HalliOHaJbHUX TMpoueayp. Bonu
peasi3yroThCsl y BCiX KpaiHax €C 1iJ KilbkOMa TOPrOBUMU MapKamH, BK/IHOUarOuu
Ledertrexate, Maxtrex, Metex Ta Metoject. Jylamvo (a1 mnepopasbHOroO
3acTocyBaHHs1) Ta Nordimet (zy1 TapeHTepasbHOIO 3aCTOCYBaHHS), SIKi € €JUHUMM,
1[0 3apeeCcTpOBaHi 3a Hal|iOHa/IbHOO TPOLIeYPOIO.

Jlok/1a/jHilIe Tpo nmpoueaypy

Ornsi, MeTOoTpeKcaTy PpO3IoYaBCsi Ha TPOXaHHA ICMaHCBKOrO areHTCTBa
MKapchKUX 3aco0iB i MeAWYHMX TIPOAYKTIB, 3rifHO 3i crarreto 31 JIupeKTuBU
2001/83/EC. Orisif, 6yB 1poBe/ieHUI KOMITETOM 3 OL[iHKW PU3UKY Y (hapMaKOHarsizi
(PRAC), sikuii HaziaB pekoMeH/ailii. PekomeHgaiiii PRAC OyayTh HampaB/eHi /10
KOMIiTeTy 3 JIiKapChbKUX 3aco0iB, ski 3acTocoBytoTbcs moauHoio (CHMP), skuii
HaJaCTh 3aKJ/IIOUeHHS. 3aBeplLiajibHUM eTarioM MpPOLefyPU PO3I/SAy € MPUMHATTA
€Bporeiicbkol0 Komiciero wopuguuHOro piiieHHs, sike 000’sI3KoBe /10 BUKOHAHHS Y
BCiX gep>xaBax-uieHax €C.

[TocunanHsA Ha npecc-peni3 EMA
https://www.ema.europa.eu/en/medicines/human/referrals/methotrexate-
containing-medicinal-products
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