UsgMAdHNMUANENTINNTEIMSUETE)
o o - o = v ' o ; I o W -« -~ “@ oW « '
(399 MsAutiumsieinseumunssunasunstutunsloussverdmiumsWannadndusienln
(Prior to Pre-marketing Authorization Regulatory Pathway for Novel Medicines)

Uaglumsidsuavimumwdndusioniiaaufiami Ussneufuinaluladiinam
wanvane reliinndnfusioniiiududounasieserfuasinuimeingimaniinndsdy
eg1alsfinu msWanwanfusioilmisindrlasamendnfusivridueniah saudewduiil
s dusuansisugy Seudydemmuiunme msftonauies wazmstuindeuasugio
vBUsEina ﬁwﬁ'm’mnmznssun'ﬁmmsuasm‘lungﬁtﬂwﬁaamuﬁﬁﬁ’usﬁwﬁnlumiﬁwﬁ’uqua
wansusiguam Iddaiuauddyvemsuamedannuannsamsineimansuazimalulaglu
MIRRUHAN TSI E10E9ATUINST AINAMTITENANMAYINUHUNMTHARA MRS PIC/s GMP
wismsdanismenansiiiiulusmdermuaviendninasimiisadesiumstunsdeusiuendi
aonrdesiunnsgINEINa (ICH CTD/ACTD) Wieannsasesiumuinamivmaiingimaniuas
waluladfiiatufugramnssumsiveuasiauinaniusien sufafiuauamisouazlenta
nensutsduvesgravnssuerluvszng Snis ielinnsiansumeadousivenduluednad
UsrAvBnmuarsinidh mnsaufuauinunsuazmeluladueusiassdntusien sudumsifiunis
Wit esUssaneu nasnsuannseduaiunsunseduiinannmdndusiodinale

lumsil dnfnnuanznssumsensuasen Swenuszma 3os msddumsifie
wisuaamdeueunmstutunsouiivendmiumsiaundadusienlwl fuszasdduiuns
fnam aunsofndeveiuduuzildfinese dninnuanznssumsesuazen TagliuiuRn
swandvatumeunazdeulumuiusinglumenuan n-a fuwuieyssmaatiul

v v
& g

ﬂ" " :
il Awsaiidusuly
o e \b v ¢
Useme UN 3 QUAINUS N.A. lbdom
(welnana Aufx)
LAYIBNIAMYATIUNTEIMTUALEN




AIANUIN N
ANYBSUATBUZ ULV DA UANUNSDUNDUNITEUTUNLTIURAISUBNEINSU

ANSWAIUIKNARN U TN

(Application form for Prior to Pre-marketing Authorization Regulatory

Pathway for Novel Medicines)
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(Guidance for Prior to Pre-marketing Authorization Regulatory

Pathway for Novel Medicines)
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(Preparation of Sponsor’s Document for Prior to Pre-marketing Authorization Regulatory

Pathway for Novel Medicines)
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