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TIlis document fists observations made by the fDA representative(s) during the inspection ofyour facility. They are ittspectiotlal
 
observations, and do not represent a final Agency detennination regarding your compliance. Ifyou have an objection regarding an
 
observation1 01' have implemented., or plan to implement, corrective action in response to an observation, you may discuss the objection or
 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above, lfyou have any
 
questions, please contact FDA at the phone number and address above.
 

IOBSERVATION 1 

ICausing a. residue of a.n approved human or anima! drug above an established safe level, safe concentration, or tolerance, 
thro!lgh use ofthe grog contri!11' to its labeling, . . 

Specifically, on 01105/2009 you sold.head 
(b) (4)

of cattle to a USDAIFSIS inspected slaughter facility to be
 
slaughtered for human consumption, One ofth.ead (b) (4) resulted in a violative drug residue identified
 
below:
 

1.	 Dairy cow identified with Ear Tag 

-----------------------11 
~(House(b) (4) (b) (4)Tag ~ was found to have a tissue drug 

level (Flunixin) of0.1525 ppm in the liver. The toleran~el for Flunixin in the Wlcooked I
r e1J.l_I'_b_!e_t_is_s.\!~le .~li_V_er_).._iS_O~._1_25_pp_m_, 

OBSERVATION :I 

Us. oran animal drug in a manner wnlra!)' lplabel directions without benefit ofa valid vetetinary client-p.tien! relationship. 

Specifically, 

1.	 When Penicillin is used on your farm, you routinely medicate the animals with 40 cc of 
Penicillin (PEN) in a 24 hour period. The labeled dosage for Penicillin as indicated on the label 
states 1 cc per 100 pounds (10 cc per 1,000 pounds) body weight. There is not a veterinary 
prescription label on the bottles of Penicillin at your fann authorizing the administering of the 
drug in excess ofthe indicated dosage. 

a.	 For example, you medicated a dairy cow identified with Ear Tag # • (b) (4) 'with 40 cc of 
Penicillin (PEN) Oil 08/07/2009. 
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NAME AND TITLE OF INDIVIDUAL TOWHOM REPORT ISSUED 

TO, Mark A. Lucas, Farm Managert�
~with(b) (4)b.� For example, you medicated a dairy cow identified with Ear Tag 40 cc of 

Penicillin (PEN) Oil 08/08/2009. 

I 
(b) (4)c. For example, you medicsted a dairy cow identified with Ear Tag ~ with 40 cc of 

Penicillin (PEN) on 08/12/2009. 

OBSERVATION 3 

Failure to follow your veterinarian's prescription for route ofadministration. 

Specifically, I 
Oil 12/30/2008, you medicated a dairy cow identified with Ear Tag # (b) • (4) with Flunixin (Banamine,� 
BANA, BAN) via Intramuscular (lM) route of administration.� 

I
The veterinarian prescription label indicates F1unixin should he administered via slow Intravenuous� 
(IV) route of administration. 

IOaSERVATION <& 

Treatment records were not complete, 

Specifically, 

1.� You do not routinely record the route of administration of each drug administered to the dailY 
cows on your farm. 

(b) (4)a.� For example, you medicated a dairy cow identified "'lith Ear Tag # _.with Flunixin 
(Banamine, BAN, BANA) on 12/30/2008. Your computer generated and written records 
do not indicate the route of administration. 

(b) (4)
b.� For exampie, you medicated a dairy cow identified with Ear Tag #.with Penicillin 

(PEN) on 08/08/2009. Your compllter gener!!ted !!lld writit;;n rt;;cord~ do nl)t indic!!te the 
route of administration. 

1---------,-;E"'Mo;p'mOY;EiEE"'(S}"''''"'N'''A=TURE~·--------------------------.I'D;cA1E='SS;;;UE"'.Dc---I1 
SEE REVERSE Donald W Myrick, Investigator 
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c.� For example, you medicated a dairy cow identified with Ear Tag # _"lith 
Sulfadilllethoxine (SDM) on 08/05/2009. Your computer generated and Wlitten records 
do not mdu:ate • ,he route ofadm,mstratlOn;� . 

2. You do not always record the dosage of each drug administered to the dairy cows on your farm. 
I

(b) (4)a.For example, you medicated a dairy cow identified with Ear Tag #.with Flunixin 
(Banamine, BAN, BANA) on 12/30/2008. Your computer generated and written records 
do not indicate the dosage of Fhmixin that was administered to this dairy cow. 

b.� For example, you medicated a dairy cow identified wi1h Ear Tag #.with (b) (4) Flunixin 
(Banami.lle, BAN) on 08/04/2009, Your computer generated and writtelll'ecol'ds do not 
indicate lhedosage ofFlunixin that was administered to this dairy cow. 

(b) (4)c.� For example, you medicated a dairy cow identified with Ear Tag #~ith 

I� 
Sulfa,f L nnell0xme I (SDM) on 08/05/2009 Your computer generate d an d.vvntten recoT' dtS 

do not indicate the dosage ofFlunixin that was administered to this dairy cow. 

I

• DATES OF INSPECTION: 
OSf14fl009(Fri), 08f20f2009(Thu),08l3112009(P.,,1on), 09/18!2009(F!i) 

I 

EMPLOYEE(S) $lGNAiURE;� DATE: iSSUED 
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