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CLINICAL EVALUATION: -
1. Review‘of Studies?
A) The required bioavailability study has been submitted.

B) The submitted manufacturing information will be evaluated by ‘the chemist.

2. Review of Labeling‘rt_,pi

a. Container Labels: The submitted FPL is satisfactory.
b. Package Insert: The submitted FPL is satisfactory o e

.

CONCLUSIONS:

1. The required bioavailability study (A) is submitted in the
2-28- 74 submission.

2. The submitted FPL is satisfaﬁtory.»ftin

RECOMMENDATIONS :

o

1. Refer the submitted bioavailability study to DCR for evaluation. ;

2, Firm is to be notified about the approval of labeling.
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L J:‘kBacsanS'i, M.D.




DATE COMPLETED: 3-26-T4 » ‘:fﬁngut~ 83-232

‘Danbury Pharmacal Inc.'»i;;
“131 West Street ST
Danbury, CT 06810

TYPE OF suxnlssibﬁ-~‘AméﬁAﬁéﬁéftot[g;ﬁéw\distfiﬁuto::"

CLINICAL EVALUAIION"“‘

1. Review of Studies- Néhe;Submittédif noﬁé}reqﬁireﬂ,f»‘i

“+

2. Review of Labeling:'
a. Container Labels' The submitted FPL is satisfactory.
b.. Package Insert: Not submitted in this submission. The distributor

- will apparently use: the insert approved for Danbury.

CONCLUSION: The submitted distributor labeling for

a

is satisfactory.

-

RECOMMENDATION: The firm is to be so informed.

s

J. Bacsanyi




