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PILOT DRUG EVALUATIOM STAFF (HFD-007) CHEMIST'S REVIEW

NDA NUMBER/S#: 14-901/S028 DATED: 5/1/89

APPLICANT: E. R. Squibb & Sons REVIEW NO.: 1
P.0. Box 4000 AF NUMBER:
Princeton, New Jersey 08543-4000

NAME OF DRUG (PROPRIETARY): KENALOG-40 Injection

DOSAGE FM/STRENGTH (GENERIC): triamcinolone acetonide

CHEMICAL NAME AND STRUCTURE (only if new): NA *
RELATED NDAs, INDs, DMFs, etc.: NA
AMENDMENTS/ADDITIONAL CORRESPONDENCE/TELCOMS: None

A
SUPP. PROVIDES FOR: Use of . s N‘"
alternative ciosure.
DISCUSSION: - ~ doejhot contain : e St
as do the two approve stoppers ' e e \“A)
Information conta1ned in DMF —= ;s sat1sfactory. Supplement

contains .

Supplement conta1ns‘stabi11ty data on two 1ots of product using

the csescommmee=l 1 i o e
at 500c). Sat1sfactory

NOTE: Chemist's Review by Ernie Pappas dated 3/20/90 recommended
approval. The review was signed off by the HFD-007 Peer

v

Reviewer on 3/15/90, but letter never issued and we were unable

to Tocate the review.

g

CONCLUSIONS AND RECOMENDATIONS:  Supplement to be approved.

- JBATE RECETVED: ';/é%é;yz<;)?;§zfi2224{@6¢/é(///

E COMPLETED: 2/11/92 REVIEWED BY: Herbert T. Behrens

Interdisciplinary Scientist

cc: Org Jacket( ); Div File ( )
HFD-007/CS0:
HFD-007 /HTBehrens /2 /11/92 A

HFD-007/C. Yaciw | ,
R/D Init. by: C.Yaciw 2/11/92
F/T by: B.Shekitka 2/12/92

Wang #: 0556b



