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This docurnenl lists observations made by tbe FDA represcntative(s) during tl1e inspection of your facility. "nJcy are inspccliollill
 
ObSCfV<l'iions, and do not represent a fmal Agency detcnnination regarding your compliance. If you have an objcc1ioJ1 regarding an
 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss lhe objection or
 
action with the FDA represcntative(s) dUling the inspection or submit this information to FDA at the address ab0ve. If you h[lVC illlY
 
questions, please contact FDA at the phone number and adclrcss above.
 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Causing a residue of an approved human or animal drug above an established safe level, safe concentration, or tolerance,
 
through use of the drug contrary to its labeling.
 

Specifically, on 1110612006, your farm offeredldairy cows for sale for human consumption. Three of tlJC cows were
 
subsequently slaughtered and resulted in violative tissue drug Tcsiducs identified as follows:
 

A) Bilck 'fag #_had a tissue drug level (Sulfadimethoxil1e) of 0.23 in the Liver and 0.185 in tbe J\1usc1e.
 

B) Back Tag #_ had a tissue drug level (Sulfadimethoxine) of 0,78 in the Liver and 0.57 in the Muscle.
 

C) Back Tag # _had a tissue ch'ug level (Sulfadimcthoxinc) of 0.57 in the Liver and 0.38 in the Muscle. This same
 
cow also had a tissue drug level (Penicillin) of 0.51 in the Kidney and 0.08 in the Liver. 
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OBSERVATION 2 

Failure to systernalically review treatment records prior to offering an animal for slaughter for human food, to nssurc that
 
drugs have beell used only as directed and that appropriate withdrawal times have been observed.
 

Specifically, your farm offered three dairy cows (Back Ta for sale for human 
consmnption on 1] /06/2006. These animals were found to have violative tissue levels (as noted in Item HI). \\!ithdravv'fll
 
times were not observed before the animals were culled and sold at auction.
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OBSERVATION 3 

failure to maintaul treatment records. 

Specifically, nc!cquate reCl)rds are not kept on your farm. The medical treatment records for Ill. treated animills which were 
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sold on 1110612006 toshlughtcr for human consumption lacked the drug amount administered, the [01,J1c of admi.nistration, 
and " drawal time. These records include the animals identified with Back Ta_ancl. 

that were found to contain violative tissue levels of SulfadimethoxineaJ=vetissue level 
of Penicillin as well (as noted in Item #1). 

OBSERVATION 4 

Failure to segregate treated animals. 

Specifically, your farm does not segregate the treated aJ1imals from the rest of the herd. The [<lIm does nol have a dcsignntcd 
Separ(lle hospital pen for the treated animals. 

OBSERVATION 5 

Failure In maintain records regarding the identity of the imimal(s) thaI you purchased and delivered for sale at an ClllClion 

yard. 

Specifically, records and documentation could not be found that showed from where thclanill1als that were sold to slaughter 
for human consumption 011 11106/2006 originated. Your farm is receiving approxinlatcl.of your animals from out of 
state sources mainly Pennsylvania, New' Hampshire, and Vermont. Three of (h, -il.nimals sold were found to contnjn 
violative tissue residues (as noted in Item eft 1). 

FDA EMPLOYEE'S NAME, TITLE, AND SIGNATURE: 

Donald WMyrick, Investigator 

DATE :S:ilk:) 
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