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3. Ltptpwwjhu hdnLtupginpnihuubp

3.1 LjwpwagnpniLpjnLup

hdnLtungnpnihuuGpp hwywdwpduh hndwupu Gu: LGptGpwywhu
hunLungnpnphuuGpp(IVIG-LEPS) ywunpwuwnyned GU wnnne wpjwu
nnunpubphg unwgywé Jté pwuwynLpjwdp wiwagdwihg: Muwagduwl
wnjwu htGnnwy dwul E: LGpGpwyuwihu hdnlungnpnohuutnu
oglnwagnnéyncd GU wju GpGhuwutph pneddwl hwdwin, npnup nLuGu
hunLtu hwdwlwnagh nplE hhwunnipynitu, nnh wywwéwnny ubthwywu
hwlwdwpJuhubutpu wupwdwpwn GU wpunwnpyned: YWuncwdtGuwjuhy
utpGpwyuwjihu hdntungnpnehuutnu wgntignipjwu dGhuwuhgdutpp
Jduncd GU nGnliu spwgwhwyinduwd W lnwipptip GU Lnwpptn
wwnpwawubtnpnwd: LapGpwyuwyhu hdntungnpnhuutGnu wnpnyntuwytbun
GU bwle Nnpn2 wnLinnhdniu W nidwunhy hhdwunnipynLtuutph
dwdwuwy:

3.2 nquwl / Lwbwldwl tnwluwlyubtpp
UpwUp npdnud Gu uGpGpwywjpu UGpwpydwu alend, lnwinpptn
upuGdwubpny Ywhuqwéd hhjwunnipiniluhg:

3.3 Unnduwjhu wqntignLpjncuutpp

UnnUuwjhu wagnbgnipyntuutpn hwgdwntbw Gu W pungnyncwd Gu
wlwdhjwyunnnhn (wtnpnaghy) ntwyghwutnp, dywuwgwytn, nnGun W
qlruwgwytn UGpwpydwu pupwgpnid, glfluwguwytp W thupuncdutn
(wwjdwluwydnnpwéd douhugbw| pwnwuph wutwwuhl, wuhupl
hudtlyghwjih htunn uww gnlubignn gpgnnudny) UGpwnpynwdhg htunn 24
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dwJddw pupwgpntd, nnnup wuguntd GU hupunLpnyu:

Wju Ynnuuuwyihu wgnbignipynctuutpp wugunwd Gu hupuncpnyu: Npn?
hhdJwunutnph dnwn, Jwubwynpwuwbiu, nyptnp ntubu bwdwuwyhh
hhjwunnpjntt L hhwynwipnudhubdhw, Ywpnn Eujwwndb)
qunyGpwywjhu dudwl wpunwhwjnydwéd hetgnud LEPG (IVIG)
uGpwnpydwl dwdwuwy. Udwu hhjwunutGphu wwhwueyned £ npwnhp
huynnnrpjnLtu thnpadwd phdh Ynnuhg:

LEha (IVIG) sh ywpniuwynwd UbUY-h, hGuwunhuinp W wyp yhpnouutGn

3.4 Snignudutipp hhduwjwu dwjwywlu nledwwnhly
hhjwunnrpjnLtuubph dwJdwluwly

LUwdwuwyhh hhjwunnipjnLu

3nLytGuh| nGpdwunndhnghun

Lnpwunp ntntp Gu untnéynwd Uwuywyuwu Nledwuinninghwywu
Uhpwqauwjhu ®npadwnyncdutph YwgdwytGpwnipejwlu (PRINTO) W
Uwlyuwlywu Nledwwnninghwyuwl Cwdwghpowygwuwl
LGunwgnunwywlu fudph (PRCSG at www.prcsg.org) ntnuanpdwluil
puytpnipjntuutpnud W Yihuphywlyuwlu hGunwgnuinnnutph Yynnuhg:
PRINTO W PRCSG utnpgnpwydywé Gu ypnuinnynutnh , hhjwunncpjwu
wwwndncpjntuutnh, ytpwuwydwl, nJjuutnh hwjwpwagpdwl,
nyjwiutnh yGpinodwu W pd2ywywu gpwywuncpynluncd
hw>JGundnLpjwu Jbe:

UhUgle a6p pdhoUpn hpwynitup ynctuGuw Lpwuwyb unp nGnwdheng,
wbtwp £ Jwupwdwul unncgyh npw wuywnwugnepintupn W hhduwunhu
pnLdGinL ywnpnnnopintup Yhuhywywu thnpatpny:Unynpwpwn ntnh
ognwgnhnonudp GnGhuwutnh Unuin hwennn pwjju £ UGdwhwuwyubnh
Jdnun npwug ogunnwagnnonctdhg hGunn, htinlewpwp nnn nbGntn Ywnpnn
GU Yhpwndt] Jhwju dGdwhwuwyutnh dnun:@nyjwwnnpbh
nGnnpwjputph waéh htun gnrguwhtn ujwagnid GU wnwug gpwugduwl
ntntGph ogunwgnponudp:tnLp Ywnpnn tGip oquti unp ntntph
qupgqwgdwup® Jwulwygbiny Yihuhywywu thnpabphu:

Udtih 2w nnGntGywwnynipjntu uwpnn Gp gunut hGnlw| Yuyptnpned.
PRINTO www.printo.it; https://www.printo.it/pediatric-rheumatology/
PRCSG www.prcsg.org

CUpwgpnid guinuynn Yihuhywywu thnpatn
www.clinicaltrialsregister.eu/

www.clinicaltrials.gov
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Sdpnwuwynud GpGhuwutGph hwdwp Unp nGnnpwjph qupgwgdwu
hwdwaowjutgywd wjwuubn
WWWw.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/pip_s
earch.jsp&mid=WC0b01ac058001d129
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