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DEPARTMENT OF HEALTH & HUMAN SERVICES

8an Francisco District

1431 Harbor Bay Parkway
Alameda, California 94802-7070
Telephone: (810) 337-8700

Our Refecrence: 29-50905

June 20, 1997

John Bos

Arend J. Bos

AJB Rarch

28724 Stockdale Highway
Bakersficld, California 93321

Decar Messrs. Bos:

Tissue residue reports from the United States Department of Agriculture (USDA) and an
investigation of your dairy on June 3 and 5, 1997, by Food and Drug Administration (FDA)
Investigator Thomas W. Gordon have revealed serious violations of the Federal Food, Drug,
and Cosmetle Act as follows:

A food s adulterated under Scction 402(a)(2)(D) of the Act if it contains a new animal drug
that is unsafe within the meaning of Section $12 of the Act. On April 3, 1997, you consigned
a cull dalry cow (identified by USDA laboratory teport number 260799) to be slaughtered as
human food. This cow, which was delivered for introduction into interstate commerce by
your firm, was adulterated by the presence of Hllegal antibiotic drug residues. USDA unalysis
of tissues from this animal revealed the presence of gentamicin in the kidney tissue at .3 parts
per million (ppm). A tolerance level for gentamicin has not been established for the edible
tissuc of cattle.
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You lack an adequate system for assuring that animals to which you administer medication
have been withheld from slaughter for appropriate periods of time to depiete potentiaily
hazardous residucs of drugs.

3. You lack an adequate system for assuring animals have been treated only with drugs which
have been approved for use in their class of animal or species.

4. You lack an adequate system for assuring that drugs arc used in a manner not contrary to
the directions contained in their labeling.

5. You lack an adequate system for determining that quantitles of drugs are being accounted
for to prevent the possible overdosing of animals.

You are adulterating the drug GentaMax 100 brand gentamicin sulfate within the meaning of
Section S01(a)(5) of the Act when you do not use this drug in conformance with preseribed
labeling. Your veterinarian prescribed the gentamicin sulfate for treatment of pneumonia or
diarrhen in your calves. Labeling on the drug includes a prescribed withdrawal time of eighteen
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You ure using one tube per quarter for
tube per quarter is to be used. A second tube may be use
A maximum of two tubes may be used.

Your use of drugs for treating your dairy cows does not conform to the inbeiing inatructions.
Fatlure to comply with the lubel instructions on drugs used to treat animais makes the drugs
unsafe for usc.



<l|

AJB Ranch -3
Bakersfield, California

Inteadiicing adultaratoed fiuxle into interctate commercee ie a violation of Section 301(a) of the
MRIVUULGHIP SGUUILIGIVUY TUVUD 1TV HRSIJBIe SVIIRITRITE 10 & 7IVIRUUI Vi USEliVis sV e, Vs s
A e
nei.,

You shouid be aware that it is not nccessary for you to have personaliy shipped an aduiieraied
animal into interstate commerce to be responsibice for a vioiation of the Act. The fact that you
offered an adulterated animal to be slaughtered into food for human consumption where it was
held for sale in interstate commerce is sufficient to make you responsibic for vioiations of the
Act,

Your firm has cstablished a history of offering animals for sale for human food use which have
been found to be adulterated with drug residues. According to USDA analytical reports
during the period of Junc 28, 1989, through April 9, 1997, your firm sold nincteen cows and
three calves which contained violative levels of sulfamethazine, oxytetracycline, penicillin,
gentamicin, tctracycline, and streptomycin.  An inspection was conducted of your dairy on
March 23 and 24, 1993. During the inspection you were warned that it is illegal to market
cull dairy cattle which contain illegal levels of antibiotics. A Warning Letter, dated July 6,
1993, was sent to your firm as a result of the violations found during the inspection. A second
inspection was conducted of your dairy on Fecbruary 28, 1996. During this second inspection
y(m were again warned that it is illegal to market cull dairy cattle which contain illegal levels

f antiblotics. A Warning Letter, dated April 2, 1996, was sent to your firm as a result of the

of antibiotics. A warhin
violations found during the Inspection. Alm the U.S. Department of Agriculture has sent you
letters for cach of the cull cows and calves in which USI_)A analysis found violative levels of
Ao recdduse You have falled to take adeauate corrective nuhm It is your _rgmgmlhllllv to
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cooalosre sevians werntilt bos anfoarcamant notinn withaut forthor naotico inchuling colzure and/or
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injunction.
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steps you bave taken to correct ihese vioiations and preciude their recurrence. 1 correciive
1 1
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action cannot be completed within fiiteen working days, staie the reason for ihe delay and ihe
time frame within which corrections wiil be compicted. Your response shouid address each
discrepancy brought to your attention during the inspection and in this ietter, and shouid

include copics of any documentation demonstrating that corrections have been made. Please
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direct your reply to Thomas W. Gordon, Investigator, Food and Drug Administration, P.O.
Box 169, Fresno, California 93707.

Sincerely yours,

Chondy D Posa . Ay /o

Patricia C. Ziobro
District Dircctor
San Francisco District
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