DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administ‘tation st

21 CFR Part 524

Ophthalmlc and Toplcal Dosage Form New Ammal Drugs, Gentamlcm

Sulfate, Betamethasone Valerate, Clotnmazole Omtment =

AGENCY: Food_:anﬁ Drug Administratic})n,iHHS. ’,

ACTION: Final rule; technical amendment

SUMMARY: The Food and Drug Admm1 rahon (FDA) is amendmg the ammal
drug regulations to reﬂect approval of a supplemental abbrevmted new ammal
| drug apphcatmn (ANADA) filed by Med~Pharmex, nc The supplemental

ANADA prov1des for anew contalner 31ze a 15-gram botﬂe, from Wthh

gentamicin sulfate betamethasone valerate, c}otrlmazole"‘ol “tment may be

dispensed for the treatment of acute and chromc camne otms ex‘terna

DATES: This rule is effectlve [1nsert date of pubhcatzon m i‘he Federal Reglster]

FOR FURTHER INFOBMATION CONTACT. Ghrmtopher Melluso Center for Vetermary &

Medicine (HFV——IO4) Food and Drug Admmlstretlon 7500 Standlsh Pl

Rockville, MD 20855 301—827—*0169 -mall chmstopher melluso@fda .hhs.gov. -

SUPPLEMENTARY INFORMATION Med-—Pharmex Inc., 2727 Thempson Creek Rd

Pomona, CA 91 767—;1 861, filed ;asupplement to ANADA"-Z ‘

for use of TRLOTIC (gentamicin sulfate, USP; betamethaso :fvalerate USP;

and clotrimazole, USP) Ointment 'for the treatment of Camne otms externa

associated with yeast '(M'alassezia *pachydermaus, formerly Pztymsporum canis).

and/or bacterla susceptlble to gentammm The supplement prov1deb for anew
container size, a 15- gram bottle The supplemental ANADA is approved as of

cv0586.

920400200;?;7 e

- .229 that prov1des

- N2



February 27, 2006, and the regulatlons are amended in § 524?&044g (21 CFR
524. 1044g) to reflect the approval The baszs of approval is dlscussed in the

freedom of information summary

In addrtlon, FDA has notlced that a 21 5~gram bottle slze was approved
for this product under ANADA 200-——-229 but not COdlled WAt thls tlme that ,

,:J_ken to tmprove

bottle size is bemg added to§ 524 1044g ThlS actlon is be"l Y

the accuracy of the regulatlons

In accordance with the freedom of 1nformat10n prov1srons of 21 CFR part i

20 and 21 CFR 514. ll(e)(z)(n) a summary of safety and effeotrveness data and o

information submitted to support approval of thls apphcatlon may be seen in.
the Division of Dockets Management (HFA——BOS] Food and Drug 1
Admmlstratlon, 5630 Fishers Lane, rm 1061 Rockvxlle, MD 20852 between

9 a.m. and 4 P am., Monday through Erlday

The agency has determmed under 21 CFR 25 33(a)(1) t ) ‘tﬁthls actlon is-

of a type that does not 1nd1v1dually or cumulatlvely haveja;s:xgmftcant effect

on the human envn‘onment Therefore, nelther an envxronmental assessment

K

nor an env1ronmental 1mpact statementﬁ rs.,:requlred

This rule does not meet the definttlon of “rule” in 5 U S C 804(3)(A)
because it is a rule of “partlcular apphcablhtyd it Therefore, 1t 1s not sub}ect

to the congressmnal review requ1rements in 5 U. S C 801—-888
List of Subjects in 21 CFR Part 524 S

Ammal drugs

m Therefore, under the Federal F ood Drug, and Cosmetlc Act and un der :

authority delegated to the Comm ﬂ :one“r of Food and Drugs and redelegated to

the Center for Veterlnary Medleme, 21 CFR part 524 is amended as follows



m1.The authomtycntatmnfoerC J

Authoritiy-f‘ 21U.5.C. 360b.

§524.1 044g Geniamlcm sulfaie, bet methasone valera
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(1) From 7.5- or 15 -g tubes, 10-, 1.: 5 15

for dogs welghlng less than 30 pound > _

 1b or more.

* * * * -

Dated: m&( d«- &4 J«;‘O(a
March 245 2006 : ,

' g B;zrnade‘t.t'é A1

Deputy: Director, L

25 or 30—g 0

6 (1 ;),>01: 8 drops fm‘ dogs WeLg mg BQ

 geaste

Office of New Animal Drug .-Evalua;%g;n;; L el

- Center for Veterinary Me‘
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