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Weather-ford Compounding Pbannacy LLC 
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Weatherford, TX 76086 
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OATE(S) OF M!PECI10N 

I(Vl-S/11; 10113/11;21.3/12 

FE! NUMBER 

3008790859 

STREET AOORESS 

175 CollegeParlc:Drive#l75 
TYPE OF ESTAei.ISHMEHT INSPECTS) 

Veterinary Compounding Pharmacy 

THIS DOCUIM:NT USTS OBSERVATJONS MACE BY THE FDA REPRESEMt'ATI\IE(S) DIJRING THE IHSPEC'I10N OF Y~ FACiliTY. lHCY ARE INSPECTIOHAL 
()SSS{VAllONS; AHO DO NCIT REPRESENT A FINAL AGE1fCY IJE'lffiMI~TION REGARDm YOUR COMPUANCE F YOU HAVE AN OB.EcnON REGARDING~ 
OBSERVAllON, OR HAVE IMPI..EMENJB), OR PlAN TO IMPLEMENT ~ AcnON IN RESPONSE TO AN OBSERVA"TlON, YOU MAY DISCUSS THS 
09.ECTfON OR ACTION WITH THE FDA REPRESE14TA~ DURNG TtE lNSPECTtON OR SU8IoliT THIS IN'OIWA110N TO FDA AT nE ADDRESS A&CNE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE fiHOIE HUMBER AND ADDAESS ABOVE. 

DURING AN INSPECT10N OFY~FIRM II) @OBSER\IS); 

pBSERVATION#l 

Documentation was not provided to demonstrate that your firm bas conducted media fills to validate the 
sterilization process for compounded sterile preparations (CSP's) for parenteral use. Some recent examples of 
compounded sterile preparations shipped to consignees consist of1he following: 
A. Enrofloxacin lSOmg!Flunixin 17mg/V~ B12 SOOmcglml, lot #EFB0911 {Expiration date: 3/12) was 
compounded oo 9/6/11 and shipped to a consignee on the same date. 
B. Ce.ftiofur 150mg/ml/Enrofloxacin 200mglmWit B12.1 OOOmcg/mJ,lot #CFEll 0110 {Expiration date: 
1111/2011) was compounded on 11/30/10 and shipped to a consignee on 1he same date. 
C. Tulathromycin SOmglmi/Ce.ftiofur 150mglmi/Flunixin 25 mg/ml,lot #TCF111810 (Expiratf.on date: 
11/18/20 11) was compounded on 2/17/11 and shipped to a consignee on the same date. 

OBSERVATION #2 

Your finn failed to provide data to demonstrate that the dcpyrogeoa.tion of glass vials and closures used in the 
ampounding of sterile preparations has been conducted. 

OBSERVATION #3 

Documentation was not provided to demonstrate that your firm has condo (~L(41 J after 
compounding of sterile preparations has been perfonned. 

OBSERVATION #4 

Your finn tailed to conduct investigations of potency fiu1ures for the following compounded sterile preparations: 
A. Ceftiofur 200mg/Fiunixin 50mg/Vitamin B-12 1000mcg/ml, lot #CEF091010, had potency results of73.9% 
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(Specification: b) (4 ) Yo) for Ceftiofur and 71.9% (Specification: b) (4) o) for Flunixin Megluminc. 
B. Tulathromycin SOmg/Ccftiofur lSOmg/Flunixin ~mg(ml, lot #100814/20100502170452C had potency results 
of 132.8% (Specification. b 4 } %) for Ceftiofur and 114.2% (Specifi~on: b 4 o) for TuJathromycin. 

BSERVATION #5 

Your fum mled to calibrate the (b) ( 4) scale (Manufilc (b) ( 4) used in the 
weighing of raw materials and active pharmaceutical ingredients which are included in compounded sterile 
preparations. 
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