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' CITIZEN PETITION 

A. Action Requested 

King & Spalding LLP submits this petitiao to FeqUeM Cliat the Food and Drug 

Administration (FDA) declare abbreviated ne\; drug applications ( .=tiNI)As) may r be filed for 

1 .25 mg, 2 .50 mg, 5: mg, and 1O mg Ran-iipril Tablets similar 'Lo ~VItacc (Ramipril) Capsules; 

1 .25 mg, 2.50 mg, 5 mg, and 10 mg. 

We are aware that two suUstant;ally identical Petitiori, were received by FDA on 
November 14 and 21, ?00` and assigilecl, respectivei;, to Duckec Nbs . 2Q05P-0460 and 
2405P'-0472 . We respectfully ret7uest that FDA reypotid sflmult.-!ueous1-,,, ajicl in a manner 

petitions. Such equal treatinerlt is rieces5arti- to a11o« fair opj)ortupiitv fai- all interested and 

prepared firms to submit ANDAs that icaay qualify for 18_()-day r-marl\ct exc3usivity or other 
benefit accruing to first ANDA filers .~ 

B. Statement of Grounds 

1 . Basis for Dosajze Form Chu.nze 

FDA has approved Ramipril Capstilts in strengths of 1 .25 nio;, ?.50 mg, S mg, and 10 mg 

for the treatment of hypertension arid oertain cardiovascular cunciiticms. See New Drug 

~ We are aware that, in some instances, a citizecf petitioncr niuy recei\e FDA's iospor~se to a petition one or more 

days before the response is made publicly available al the Dt~iSion of Dochk~is NTaiisgement (i.e ., before other 

interested persons could know about it) . 'the 5pousor of AlcacokCapsules Paas listed iiE the Orange Book at least 

one patent covering the . approved dnisj product ;see Attacnmeiir 3 ) . "I'h<it beln'- th,_ case, there is a very real 

possibility that a first ANDA filer maybe eligible for 1 80-day e.r,:lusk~ity and the very substantial advantage from 

being able to file an ANDA on the var:iest possiblc date . 
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