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10. UnLppwuwijwghl

10.1 LjwpwagnpnipjnLup

Undwuwijwaghup uaqdwé £ hwwpwyuntnhw| W hwwpnppnpuijhu
wagntignLpjwl Gpyne nGnwunLptiphg: Wu uyut] £ yhpwnyb 2uwn
wnwnhubp wnwg, Gnp unpshp wp, np nlbdwwnnhn wppphwnp
hudtlyghnu hhwunnrpiniu t: [(FGW hGrwagw)nd wjn inGuwybunp
huwuwnwuwunnud ggunuwiy, uwyuwju wywnagytbig, np Undwuwjwghup
wnnyntbwybun E wppphunh npnp alltph, hugwtu bwle wnhutphp
hupnuhy pnppnpwjhu hhjwunnipjntuutGph dwdwuwy:

10.2 nquwl / Wwluwlydwl Gnwuwlyutpp
Undwuwijwghup Lpwuwyyned E pGpwbwgh 50uqg/ya/onn
nGnwyswihny, wnwybjwagnyup 2qg onp

10.3 YUnnduwjhu wgnbtgnLpjncuutipp

Unnduwyh wagnbgnipynctuuGpp huwpwdnn Gu W hwunhwnud Gu ng
hwaownbw, wn wwwndwnny E| wuhpwdtown £ wywppbpwpwp wpjwu
pulncpejnLubtp Ywunwntb: Unnduwyh wanbgnipjntbutphg U
uinwudnpuwnhpwjhu hwdwywnagh hGun yuwuwwod Gplenypubpp
(whunpdwyh pwgwywynLpjnlu, upinpuwnung, thupunwdubn, NLO),
wiGpahw Jw2yh gwuh nnGupny, ywpnh whuunnwhwnpned, npu
wnwunwhwjnyned £ wpjwl JdGe pwupnh $LGpdGunutnp
wwnnLtbwynipjwl pwpanpwgnudny, wpjwlu pphoutiph pwuwyh
Uujwagned, wpjwu 2héanLyncd hdntungnpnehuutnh ywnpnuwynepjwu
ujwqgntd:
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Uju nnwdhgngp hwwgnrgywoé £ Qwdwlywngwjhu 3ncytupg
Pnhnwwphy Unppphinh W <wdwywnpgwjht Ywnpdhp Gujjwpunh
dwJdwluwy, pwuh nn wpnn £ wnwewgubt|] hhjuwlunnipjwl dwun
upwgnid Yuwd Uwypndwaglubtiph Uyunhjwgdwu Qwdwhuinwlhy:

10.4 Snignudutipp hhduwjwlu Jujwywl nledwnhply
hhjwunnrLpjnLtuubph dwdwluwly

3nLtuh| Pnhnwwphy wpenphn (hhduwywunwd Euptghwn
Ywwwygywd 3hU)

Lnpwunnp ntntn GU untnéynud Uwuywywlu Ndwunninghwwu
Uhpwgquwjhu ®dnpawnpyncdutnh Ywgdwytpwnipjwlu (PRINTO) W
Uwuywywt Nledwuinninghwywu Lwdwagnpédwygwywu
LGunwgnunwywl ludph (PRCSG at www.prcsg.org) nnwagnpédwywu
puytpnipjntuutpnud W Yihupywyuwlu hGunwgnuinnnutph Yynnuhag:
PRINTO W PRCSG Ubpgpwyywé U ypnuinnynutph , hhjwunnipejwlu
wwuwndnrpjntuubph, ytpwuwjdwl, inyujutnh hwwpwagpduwl,
nJjwubph yopinwddwu W pd2ywywu gpwywuncpyntuncd
hwaytunydnrpjwlu dGy:

Uhugl abp pah2yp hpwdnitup yntubuw Lpwuwyb] unp nGnwdheng,
wbtwp £ Jwupwdwul unncgyh npw wuywnwugnepintupn W hhduwunhu
pnLdGinL ywnpnnnopintup Yihuhywywu thnpatpny:Unynpwpwn ntnh
ogunwgnpénudp GpGhuwuGph Ununn hwgnpn pwyjju £ JGdwhwuwyubnph
Jdnun nphwlg oguinwgnhponcdhg hGunn, hGuinlbwpwnp npn nbGnGp ywpnn
Gu Yyhpwndtb] Jhwju dGdwhwuwyutnh dnwn:@nyjwuwnnpbih
nGnnpwjputinh wéh htun gnrgwhtn bwagnud Gu wnwug ghwugdwu
nGnGph ogunwgnpénudp:tnLp Ywnnn Gp oqut unp nkntph
qupgqwgdwup® Jwulwygbiny Yihuhywywu thnpabphu:

UdGh 2w inGnGywuwnydnipyntt ywpnn Gp gunut] htnljw| YuwypbGpned.
PRINTO www.printo.it; https://www.printo.it/pediatric-rheumatology/
PRCSG www.prcsg.org

CUupwgpnid guinuynn Yihuhywywu thnpatn
www.clinicaltrialsregister.eu/

www.clinicaltrials.gov

Sdpnwuwynud GpGhuwuGph hwdwp Unp nGnnpwjph gqunpgwgdwu
hwdwaowjutgywd wyjwuubn
WWW.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/pip_s
earch.jsp&mid=WC0b01ac058001d129
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