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1n light of questions misea abou' che Source of the data th~ Food a7-,d C3ru4 Ac3minis~nEion ~FD,~ re1i,::ti on iri apnrov;nc, Dr . FZeddy Labor-atories Lid's ;Te,., : TJ .u~-, Appi.cuzio :: fc>r ,^nI-v,17 , 
`Smlod1p1;'1C' Anl°va(C (NDA 21-435 ), FDA beflt~"JG's Z}lz? 'sI',S ITi ihG' sTiiy FI't=" effe,:Eive date of the approval of That *-N,-DA pent?ln,7, FDA's re,:,valua :;on G1 the basis for that appE-ava1 . AceorclingIy, the efz~Ciive date of t~-~c; approval of :j\,DA 2? _u.3~_ is ;1ereby stayed uniil FDA has reevatua;ed the application and detenrineu tiiac tht~ cfr :,,(, has been s.hAown to be safe and effective u.rnde ; the coa : d :tior~s of +xse desunibcd in the labeling based on data fr-am apnreipraee 
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