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Benzoate :

AGENCY: Food and Drug Admmlstratlon HHS

ACT!ON Flnal rule

ni ratlon (F DA) is amendmg the ammal

SUMMARY' The Food and Drug*Adaj;

drug regulatlons to reﬂect approval of a supplemental new ammal drug

apphcatlon (NADA) filed by PR Pharmaceutlcals Inc T Eemgmal ,;
-~ NADA prov1des fer subcutaneous m]ectmn in the ear on suspensmn

~implant of estradlol benzoate mlcrospheres for mcreaéed by
in suckling beef calves It also adds the mdmatlon for usj reased rate;
of Welght gam in steers fed in confmement for slaughter;‘, prevmuslyapproved

ata lower dose, to the hlgher appm Yo 4 level

DATES: This rule is effectlve [msert date of pubhcatzon 1n the Federal Reglster} >

FOR FURTHER INFORMATION CONTACT Erlc S Dubbm Center’f ’"‘*iVe*termary

Medicine (HF V—-126) Food and Drug Admmlstratlon, 7509

SUPPLEMENTARY INFQRMATKON PR Pharmaceutmals Inc 1

" Collins, CO 89524 fl]ed a supplement to NADA 141»-040

beef calves. The supplemental NADA also adds the mdwatmn for use for ~
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lncreased rate of welght gam in steers fed in Confmeme; t for slaughter

| prev1eusly approved at a Iower dc;a"i , 10 1 “'e};hlgher appreved dose ]evel The

supplemental NADA is appmv-ed V‘s.iidf uary 19 2006 and the regulatlons 5

are amended in21 CFR 522 841 to reﬂect the approva

is of approval |

is dlscussed in the freedom of mfermatmn summary

In accordance w1th the freedom of mformatlon prov ef 21 CFR part

20 and 21 CFR 514 11(e)(2)(11) a summary of safety and :eness data and

9 a.m. and 4 p m., Monday through Fmdav

The agency has determmed under 21 CFR 25 33((;" : : 1onlsof ‘

the human envxmnment Therefore nelther an env1ronm ssessment nor

an env1r0nmental mlpact statement 1s requn‘ed

‘This rule does not meet the deflmtxon of “rule” in;;5; U:‘S.,C.:-v,804(3)(A)

because it is a rule of “partlcula' y Therefore lt is not sub]ect '

to the congressional review Leqmreﬁﬁieﬁ; 5 ir 5' U S C 801~808
List of Subjects leCFRPart 522 oo
Animal drugs

m Therefore, undeir the Federal Food Drug, and Cosm eti ‘

authority de]egated to the Commlsswner ef Food and Dru & élegated to

the Center for Veterlnary Medlcme, 21 C part 522 is amended as follows




PART 522——-IMPLANTATION on !NJEGTABLE noszj
DRUGS L

m1.The authomty c1tat10n for 21 CFR patrt 522 contmues to read as f@llows

Authonty 21 U.S.C. 360b

m2.In§ 522. 841 revxse paragraph (d) to read as follaws
§522.841 Eslradlol benzoate s

* % * Sk %

descrlbed in paragraph (a)(z) of thls sectmn) far mcreas
and nnproved feed efflclency ‘ |
(2) Lumtatmns For subcutaneous m]ectlon 1n the ear , D@ not use in

calves mtended for reproductlon or calves less than 30 days/ old A w1’thdrawal




perlod has not been estabhshed f‘or thls pxoduct m pre

not use in calves to be processed

‘Dated: %/015*

February 8; 2006.
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