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Food and Drug Administration

cortifiod/Rcturm Roaolpt Requostod Kansas City Dktrict Otfice
11630 West 80th Street
PO. Box 15905
Lonexa, Kansas 66285-5905

April 23, 1997
Telephone: (913) 752-21 M

Fred Raybourn, Prosldent
Western Feed Mills, Inc.
Route 1, Box 596
Cedar Vale, Kansas 67024

Ref. # - KAN-97-014

Dear Mr. Raybournl

M inspection of your medicated feed mill operation, located at the
above address, conducted by an inspector with the Kansas Department
~f Agriculture on March 6, 1997, found significant deviations from
Current Good Manufacturing Practice (CGMP’) re lations for

YMedicated Feeds (21 CFR, Part 225). Such dev ations cause
medicated feeds being manufactured at this facil$t to be
adulterated within the meaning of Sectio

!
!501(a)/2~(B) of the

Federal Food, Drug, and Cosmetie Aek (Ae ).

Our hispeat$op ~ou d: 1) failure to properl
! 1

identify and store
ckugs to maintain heir integrity and ident ty in that danminth 48
had expired on 8-1-96~ and kg q&@d: ~bj~o% O and neo-o~ 50/50

‘ao~~~ +J # !aLuv&! Jgylpixjiyuwgof
was found in invento kM4

jifi:g;?%~iq: M& --97 torn eafle aawl fee, utwas
9 $nventom ?eaordl 3) M u~e tO Perform

the required annual drug assays Qn $ra oh $C Ul
containing chlottetraqali~e and laaa!oail~ ~) ti~%d$i~~~a’s
mcster reuord files to aonta!n o ~ o of @pproved abelinq for all
mediaated feeds manufactured; 5?!! a lure to have proofread labels
dated and initialed by a responsible individual.

The a ve is not intended to be an all-inaluaive list of
Yviola ions, As a manufacturer of mediaated and non-medicated

feeds, you are responsible for asau%inq that our overall operation
1and th8 produuts you manufaatur. ase h aom ~ ante with the lawo

IAt tho aonaltis!on of the inspection Form FD 483, Inspeational
Obset’vatione, was issued to and discussed with You. This form is a

f
corn rehansive listing of
dur nu the inspection.

deviations observed by-the inspector

e DISTRIBUTION:
Origo: Addressee
boa: LF/ FF(1910316); HFA-224; WV-236; WV-226; HFI-3!5/DIB(via
FOI); HFC-21OJ RRlf; W/RP; IBRF

CRP:rll
I
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April 23, 1997
Western Feed Mills, Inc.

You should tak- prompt action to correct the noted violations, and
you should 6stablish procedures whereby such violations do not
recur. Failure to promptly correct these violations may result in
regulatory and/or administrative sanctions. These sanctions
include, but are not limited to, seizure, injunction, and/or notice
of opportunity for a hearing on a proposal to withdraw approval of
your facility license under Section 512(m)(4)(B) (ii) of the Act and
21 CFR 514.115(c)(2). (This letter constitutes official
notification under the law.) Based on the results of the March 6
inspection, evaluated together with the evidence before FDA when
the license was approved, the methods used in, or the facilities
and controls used for, the manufacture, processing, and packing of
medicated feeds are inadequate to assure and preserve the identity,
strength, quality, and purity of the new animal drugs therein.
This letter notifies you of our findings and provides you an
opportunity to correct the above deficiencies.

You should notify this office in writing, within fifteen (15)
workin da s of receipt of this letter, to inform us of the

Hspecif c s eps you have taken to correct the noted violations and
to prevent their recurrence. If corrective action cannot be
completed within 1!5 working days, sta e the rea on for the delay

f Eand the time within which the correct ons will e completed. You
may address
Offiaar, at W%xya$rx:ence ‘“ ‘end’eton’ compliance

Sincerely,

W, ichael Rogers
!!Di8 rict Director

Kansas City District


