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14. HoBu pa3paboTBaHu nekapcrea

HoBnTe nekapcTBa ce pa3paboTsaT OoT hapMaLEeBTUYHN KOMMAHNN A
KAVUHUYHW n3cnegoBaTenun, npuHagnexawm KkbM MexxayHapoaHaTa
opraHmsaumnsa 3a npoyy4saHusa B getckaTta pesmaTtonorusa (PRINTO) n
CbBMeCTHaTa uscsegoBaTesiCka rpyna 3a negmaTtpuyHa peBMaTosiorms
(PRCSG Ha www.prcsg.org). PRINTO n PRCSG y4yacTBaT B NpOMAHa Ha
NPOTOKOJIN, (hOpMM 3a AOKIaLM 3a cydaun, cbbupaHe Ha faHHM,
aHaJIN3 Ha JaHHW N OTYUTaHe Ha OAaHHWN B MeAUUMHCKaTa inTepaTypa.
Mpeov BawunaT nekap Aa npennuile HOBO SieKapcTBo, To Tpsabea Aa
6bae BHUMATENHO TEeCTBAHO, 3a Aa Ce OueHn HerosaTa be3onacHOCT un
B KJIMHNYHNTE Npoy4BaHusa Tpsabea Aa ce ycTaHOBM CNOCOBHOCTTa My
ha nekysa nauneHTu. Mo NnpuHUKMN, pa3BUTUETO Ha TepanunTe Npu
Aeua cfegBa ToBa NpU Bb3pacTHU, Taka 4Ye HAKOW JSlIeKkapcTBa MoraT ga
6baaT OOCTBMHU CaMO 3a Bb3pacCTHM B onpeaesieH MOMeHT. C
HapacTBawWwunsa bpon Ha nNpegnaraHnTe MeankameHTun, ynotpebaTa off-
label TpsbBa oa ce n3BbpLUBa NO-psaaKo. Moxxe oa NoMorHeTe B
pa3paboTBaHEeTO Ha HOBO J1IEKAPCTBO, KaTo y4yacTBaTe B KJIMHNYHO
N3NUTBaHe.

NHopMaumsa Mmoxxe oa ce HaMepu Ha cregHuTe yebcantose:
PRINTOwww.printo.it; https://www.printo.it/pediatric-rheumatology/
PRCSG www.prcsg.org

3a npoy4yBaHMs B npouec:

www.clinicaltrialsregister.eu/

www.clinicaltrials.gov

CbrnacyBaHu njiaHoBe 3a pa3BMTME Ha HOBU MegUKAaMeHTU 3a geua B
EBpona
WWW.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/pip_s
earch.jsp&mid=WC0b01ac058001d129
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OpnobpeHun nekapcTBa 3a ynoTpeba B negnatpuaTa:
WWW.ema.europa.eu
http://labels.fda.gov http://labels.fda.gov
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