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Sandoz Canada Inc. hereby claims -a. categoncal exclusnon from the requlrement of an
Enwronmental Assessment, pursuant to § 25.31(a).

COSYNTROPIN INJECTION Wwill be admmlstered at the same dosage level for the same duratlon'
and for the same mdlcatlons as the "hsted" drug, [RLD product name}.

Sandoz Canada Inc. is requestlng FDA to take actlon by approvmg lts 505(b)(2) application for :
COSYNTROPIN INJECTION. _ _

Sandoz Canada Inc. also cemﬁes that in its oplmon itisin comphance w1th the env:ronmental
protection requurements of Canada and the provmoe of Quebec

- On the basis of the foregomg, Sandoz Canada lnc submits that an Enwronmental
Assessment is not required with this application and, therefore, requests  that it be
~ categorically excluded from the requirement to submit an Env:ronmental Assessment.
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