ENTER FOR DRUG EVALUATION AND RE RCH

APPLICATION NUMBER: NDA 5970/518

RRE NDENCE



-

NDA 5-970

Eiking=Sinn, Inc. - .-
Attentlon: Thelima C. Hlllbrand -
2 Esterbrook Lane
Cherry HIll, New Jersey 08002
Gentlemen:
We acknowledge recelpt of your supplemental appllication for the following:
Name ot drug: ~ Sotradeco! F
NDA number: 5-~970
Supplement number: S-018
Date of supplement: February 4, 1975
Date of recelpt: February 6, 1975
A1l communlications concerning thls MDA shouid be addressed as follows:
Bureau of Drugs HFD-160
Attention: DOCUMENT CONTROL ROOM #13B-03
5600 Fishers Lane
Rockville, Maryland 20852

Sincerely yours,

7*/ 27

targaret A. Clark, M.D.
Acting Director
Divislon of Surglcal-Dental

cc: Drug Products
NDA 5-970 Orig. Bureau of Drugs
HFD-160 o

R/D by: MVBrown 2/7/75 2. RT3

R/D init. by: GBoyer 2/10/75
Final typed by: jw:2/20/75

SUPPLEMENT ACKNOWLEDGEMENT
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gt e ELKINS-SINN, INC. ¢ Buorbroos Lane, Cherry Hill, N.J. 05002 phita. | 215 925-455
PHARMACEUTICALS M.
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NDA 5-970 Supplement

. -' ~pre
Date: February 4, 1975 N NOSEIO  rER N, Sé/gf. , PL

NDA SUPPL FOR

Att: Document Control Room #18B-03
Bureau of Drugs (HFD-160) -
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Product: Sotradecol
Re: Final Printed Labeling

Gentlemen:

We are submitting 12 copies of inserts for the following reason:

1] New Label - Labeling Agreement Attached [

® Deficiency letter dated 11/29/73 -

(] Labeling revised:

[] Format change
[ ¥DC # added or completed %ﬁ
"} Route of Administration [ ]IV [ '14 [ ]sc .

! ted

| Deleted _ | Added

. 1 Usual dose statement added

_ Deletion of indications B
[] Zip code change . E%
U Storage directions added or expanded =

N ' Oother Word added to first sentence of Precautions.

Sincerely yours,

TRboo C. Hllono o

Thelma C. Hilibrand
Assistant Manager, Regulatory Aff

TCH:mf

/K007/7408




