“Sandozlc et
2555 W, Midway: Blvd
. PO.Box446 e

o _”Broomﬁeld €O 80038-0446

" ;; Beth annan,D
Regulatory Affaar .

i Tel +1 303 438-4237
D as me s Lo Email

‘ ﬂtB’réﬁnan@sandbzfcom

March 1, 2006

oveRmGHT —MAIL' |

Division of Dockets Management
Food and Drug Administration
5630 Fishers Lane, Roem 1061 (H

Rockville, MD, 20852

) of the Federal Food,
e Commissioner of
ug Application fora

pubhcatlon entitled, -

current lnternet edmon

.package)

: drug that has the. same actIVe ingr
Approved Drug Products with T eutic
but differs in its dosage strength otal qua

A. Action Requested

- By this petition, we hereby request the Agency to permit the filing « "'an;.abbrewated New
‘Drug Application for a Piperac d actam for Inj harmacy bulk vial
containing piperacillin sodium azobactam sodrum :
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B. Statement ‘of-G“roun'ds

In accordance with 5050)(2)(c) of the Federat Foodf: Dru , anc k~osmet'c Act, a petmon may :

be ﬂled wzth the Agency. see ‘ng‘ er ss;on to t" Ie
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' cf on the estabhshed
e the product isan
ed‘ drug,

An environmental impact analysis report is not required for this pefition per 21 CFR 25.24.

D. Economic Impact

 This information will be provided upon request from the Agency.

E. Cemf‘ catlon

The under31gned certn‘tes hat t 'th‘ be: <nowledge and | nderStgned thxs 5
petition includes all informatio  view shich tf that it includes
representatwe data and mforma vorable to the
petltlon - R Caann
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