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This is in response to your petition tiied on May” 15,2003!, and.your amendment dated June27, 
2003, requesting perm ission to file an Abbre&ted .Newj&$ugApplication (ANDA) $r the- 
following drug product: Carboplatin Injection, 10 mg/m,F, 60 riiL vi& (total drug content 600 ” . 
mg). The listed drug product to which you refer In your petition’is P~~aplatin~..(car~oplatin) for 
Injection, 450 mg/vial. Paraplatin@  (CarbophItinj for Injedtion, when initally d&ted as ‘. 
recommended in the labeling, has the same con&entration of 1 cj mgl&. “P”araplatin@  
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(Carboplatin) for Injection is approved under ?A l!@@heldby‘Bristol-Myers Squibb and is 
available as 50 mg/vial, 150 mg/vial, and 450.mg/vial. P/ease note’that the regulations require ” “’ * 
that you identify a listed ,drug. We note that youreference the ~~ailab;litL’of‘t~~~~ viarsizes -“* ’ -. 
in your petition. 
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Your request involves a ch,ange in strength (i”.e.‘,‘fi-om  450 mg total drug content to a new higher 

j _,. “_ .--“: ‘l’,; ‘_,.. i.: ,’ , ” : “.,: >; _I p’:; i .e;+ e~i:“:,% ,i~, ,.L>i:x..,$<lc > y* ,,:< ?” 

strength of 600 mg total drug content) and a change in dosage for&r (f&m  a lyophihzed’powder .” ~ 
I “, ._ 

for injection to ready-to-use solution) from  that of the listed drug pro&%. -The changes you ~ 
-. I..; 

request are the types of changes that are authorized under theFederal Food, Drug, and Cosmetic 
Act (Act). 
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We have reviewed your petition under Section. 505(j)(2)(c) of the A& and have determ ined that “’ -’ _ ” ’ 
it is approved. This letter,represents the Food and Drug Administration’s ‘@DA) detem iin&on “‘.“̂  that an ANDA may be submitted for tFe abo~-le~~r~~~ka~~g~~~~~~~~~~ ,.* ,; i” \. .-* ?. j l... .“( ._ 
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Under Section 505@(2)(C)(ij of the Act, the &A’must tipprove a petition seeking a strength and 
dosage form  that differs from  the strength and dosage formof the listed drug product unless it - 
finds that investigations must be conducted to show the. s:afety and” effectiveness of the differing 
skength and dosage form . ’ I’ -__, .: ,___ 1. i _ “,,_ o;,$# ;,m  ,~‘.,,;~,,,“,“r::.x”.-‘“.~ *.. ,i I--.:” a ‘,. ’ .‘)“’ , 
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The FDA finds t&t t& ,&m& in strength and dosage for%  for the ‘spkc<fic’ proposed drug _ 
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product do not pose questions of safety or effectiveness b&ause’the~uses, dose, and ioti$ of 
administration of the proposed drug product are 

i 

._ ,F~ _;. ,. b I,_ ;.: .j 
, I 







Docket No. 03P-022O/CP 1 .* 
Carboplatk Ini~rtion ‘ln ITW/~T~ 
ce...lrl:sr. DLL. 

/Gary Budhler 
Director ’ 

cc: Petition File 
i(,/_ _’ 

, *. ‘_ .;,:; ,, 


