CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:

17-558

APPROVABLE LETTER (S)




NBA [7-558

CERTIFFED MAEL

A, H. Robins Company -
Attention: Jack Freund, M.D,
1407 Cummings Brive
Richmond, Virginia 23220

Gent femon:

Reference is made to your New Brug Appitcation dated Janwary 4, 1974,
- submitted purswant to Sectlon 505(b) of the Federal Food, Drug, and
Cosmette Act for the preparation Robinul injectable.

Reference Is alse mede Yo youwr submissions dated March 29; June 4, 1 G.
duly 153; August 5 and 20, t§?4

- We hawve cem;aiei’ed the f*eviaw of thils appilcation as submiﬂed wﬁ‘h e&raﬂ
tahet' ng. Howaver, be 1 pp on may be spproved it wit} be
Gat ¢ for you te submit fffml printed %ahaiing 'P@r ﬁze drug. The
Re ﬁeuid bs Id@ ,€a# in ~c@a‘P_"f'~'% wil _ ,

. APPROVABLE LETTER

CLocc: £BLT-DO (HFR-3250)
0 (NDA 17-5580rig.
¢ HFD=1, HFD-100,
¢ HFD-160, HFD-[3,
: ,b@

R/D. CMNealey,Jr (HFD 160):; 2[4 SR
. R/D Init. by RAderussi 8/- /745 JKlnscoe 8

Final typed nm 8/23/74.. Yﬁxtﬂakx-v“§ §¢i;;~

nd MClark 8/22i 4-




