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CHEMIST’S REVIEW 1. Organization 2. NDA Number
' | H¥D-007 14-901
3. Name and Address of Applicant (City & State) 4. AF Number
Westwood-Squibb Pharmaceuticals Inc.
100 Forest Avenue 5. Supplement(s)
Buffalo, NY 14213 Number(s) Date(s)
SCP 029 3-15-91

6. Name of Drug 7. Nonproprietary Name
Kenalog 40 tr1amc1nolone acetonide

8. Supplement(s) Prov1des For. 9. Amendments & Other
‘ RN TR (Reports, etc) Dates
AC . 4-26-91

10. Pharmacologlcal Category 11. How Dlsg_nsed 12. Related Documents
cortlcoster01d Ix/ RX [ ‘OTC NDA 12-041
= Kenalog 40

13. Dosage Form(s) 14. Potency(les)
suspension for 1ﬁject10n 40 mg/mL h
15. Chemical Name and Structure 16. Records & Reports
_ Current -
see USP N Ll [ Yes /_/ No
S - Reviewed =
1l [ Yes l [/ No

17. Comments

EXPEDITED REVIEW REQUESTED

The Japanese have requested that the product be packaged in 10 ml vials
1nstead of the 5 ml vials used for US distribution. Otherwise the fill
and packaging components will be unchanged. Specifications for the new
size vial were provided along with three months accelerated stability
data which show acceptable stability. The vials will be filled at the
current facility and will be shipped in bulk cartons without labels. A
copy of the package insert is included in the carton. A COA for the
first lot packaged was provided as were shipping labels.

'

18. Conclusions and Recommendations:

This supplement is approvable. Issue an approval letter.

19. . REVIEWER (ol fiery 7 -/5-27
Name Signature [ Date Céfipleted
Charlotte A. Yaciw q. . 7-12-91

/ [/ NDA # 14-901 [ [ CYaciw /[ [/ Div. File /[ / HBEHRENS

DOC ID: YACIW/N14901S.029
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

Food and Drug Administration
Rockville MD 20857

Westwood-Squibb Pharmaceuticals Inc | 3-22-1991
100 Forest Avenue, ' '
Buffalo, NY 14223

1

ttention:
A Kathy B. Schrode, Ph.D.

Dear : Manager Drug Regulatory Affairs

We acknowledge receipt of your suppiemental application for the
following:

Name of Drug: KENALOG-40

NDA Number:),o0;
Supp1ement’Nuhber: 5-029
Date of Supplementi: 3_is_199;
Date of Receipt: 3_1g_199]

Should you have any questions, please contact:

Herb Behrens

Project Manager :
(301) 443-374L - -

Sincerely youyrs,

For /project Manage .
Center for Drug Evaluation and

cc: " ’ -
Original NDA

HFN-007/150

HFN-007/150/CS0

SUPPLEMENT ACKMOWLEDGEMENT

Research



