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November5, 1996

James Huisinga
VICCPresident
RoselandElevator

o 18701 Coumy Road 5 SW
Biox hdirUWSOta 56216

Refer to MIN 97-8

Dear Mr. Huisingx

An inspectionof your medicatedfeedndl locxed at Blomkcst, MN, conductedby
an inspector kom the Minnesota Department of Agricultureon behalfof the Food
and DrugAdministrationfotmd significant deviations horn CurmmtGood
ManufacturingPractice (CGMP) regulationsfor Medicated Feeds~kIe21, Q&

●

~, P= 225 (21 CFR 22S)]. Such ddaiom came mediated
feds bang manufacturedat the facilityto be adulterated withinthe meaningof
Section 501 (a)(2)(B) of the FederalFood, Drug and Cosmetic Act (the Act),

The followingdeviationswere noted duringthe inspection:

21 CFR 225.42(b)(6) - A dailyinventory record for each drugused
shallbe maintainedand shalllist by manufacturer’s Iot numberor
the feedmanufacturer’sshipmentidentification numberat least the
followinginformation
(i) The quanti~ of the drugon hand at the beginningand end of the

workday.
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(ii) The amount of each drugused.
(iii) The batches or productionruns of medicated feedin whicheach drug

was used.
Your firmdoes not alwaysrecord the batch or productionrun in the
drug inventoryrecord and a daiiyaccountability of each drugis not
beingdone. The f“lure to maintainthese records causedsignificant
differencesin the records fo]

21 CFR 225.58(b)( 1) - For feedsrequiringan approvedlicensefor
their manufactureand marking, at least t!! representative
samplesof medicatedfeed containingeach drug or drugcombination
usedin the establishmentshailbe collected and assayedat periodic
intervalsduringthe calendaryear. Your firm has not donedrug
assayssince I994.

The above is not intendedto be an ail-inclusivelist of CGMP violations. As a
manufaccurcrof medicatedand non-medicatedfeedsyou are responsiblefor
ensuringthat yow overaUoperation and the products you manufactureand
distributeare in compliancewith the law.

You shouldtake prompt action to correct these CGMP violationsand you should
establishprocedureswherebysuch violationsdo not recur. Failureto promptly
correct these CGMP violationsmay resultin regulatoryand/or administrative
sanctions. These sanctionsinclude, but arc not limited to, sazure, injunction
and/or notice of opportunityfor a hearingon a proposalto withdrawapprovalof
your licenseunderSection 512(m) (4)(13)(ii) of the Act and 21 CFR
514. 115(c)(2). This letter constitutes offiaal notification underthe law. Based
on the resultsof the August2, 1996, inspection,evaluatedtogetherwith the
evidencebeforeFDA when the licensewas approved the methodsusedin or the
facihies and controlsusedfor the manufacture,processingand packingof
medicated feedsare inadequateto assureand preservethe identity, strength,
qwlky and purity of the new animal drugstherein. This ktter notifiesyou of our
findingsand providesyou an opportunelyto comect the abovedefiaencies.
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You shouldnotify this officein writingwithin 15 workingdaysof receipt of this
letter of the stepsyou have @cn to bring your firm into compu~ce with the law.
Your responseshouldincludean explanationof each step beingtaken to correct
the CGMP violations and prevent their recurrence. If corrective action cannot be
completedwithin 1S working days,state the reason for the delay and the date by
which the corrections will be completed. Include copies of any available
documentation demonstrating that comxtions have been made.

Your reply shouldbe directedto Compliance Officer Robert P. SneU,Minneapolis
Distri~ at the addressindicatedon the letterhead

sincerely yours,

w John I%khnan
D-or
Minn+lolis District

RPs/ccl


