CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:

- 17-558

- APPROVAL LETTER




HPA {7-558
FEB ¢ 1975

A. H. Robins Company
Attention: Alan N, Young
1407 Gommings Drive
Richmond, Virginlas 23220

Bontiemen:

ar 20, 1974, of your commumkcaton
ted tabeling pufsuant fo your dew

-gfa alsg aaknswﬁadge Fecalpt :@z—f your additionat communication dated Janvary 10,
. 9‘? t .

The appllcation was ¥iled an December 20, 1974,




Page 2, MDA 17-55€

He have completed the review of this appllesatien and hava congludad that
the drug is sefe and effectlive for use as recommended In the submitted
tabeling. Accordingly, the spplleation is approved.

The enclosures summarize the conditions r@ta+%nﬁ te the approval of thils
application.

Pleass submlt fwo market psckages of +the drug when avallable.

Sincer&fy YOUrs,

t7v~v6o‘~2%;) /‘:“L‘“ﬁéﬁ?

Harfon 4. Finkel, #.D.
Aeting ﬁssee%&?@ Bfregtor

for Hew Drug Eveluation
Bureau of Drugs

Enclosures: Records and Reports Requlrement (316,300}
: ' Condl¥lons of Appraval of HOA

ce BLT-DO
NDA 7-558
HFD={60
HFD-108

HFL= 10
R/D by CNNe#ley(HFD-160)}/15/75

h {LI5/T5
- SSj l/l5/75

R/D inft. by:  SKee

' Vi rk :/16/75‘
-fﬁ;Mag Card. {/i7/74 ;w




