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TO: Christop :er tvf. Schulte, Owner 

FIRM NAME 

Pensacola Ap ,thec~ry, Inc . DBA Everwell Specialty Phannacy 

STREET ADDRESS 

6506 N . Davis Highway j 

CITY, STATE ANDI:ziP Cs>DE 

. Pensacola, FL 'P 25~4 
TYPE OF ESTABLI SHMENT IN f "'CTED 

Producer of Sterile and fion-sterile Drug P:.-oducis 
i ~ : i I

!THIS DOCUMENlil ..·i . o~ YOU~ FACILiT~'. THE\' !'.RE P~SPECT ;LIST? OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE JNSPECTIOI~ ONAL 
: OBSERVATIONS : . ND ifO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANC E. IF ~'OU HAVE At•' OE:JECTION F1::GAF DillS Al'l 
. OBSERVATION . R H~VE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE fO Alii OBSERVAW:m. ·y .::J ·_ ~· l A" DISC ', S: ; TH::" 
OBJECTION OR j.CTIOI)IIMTH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS IN FbRIIIi ATimJ TO FD. ~ .;,T T;-:E ADDF~ESS .I' BO ll ( . IF 
YOU HAVE ANY UESTiONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. j 
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Sterile Drug :Protluct10n 
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ION 1OBSERVA 
' 

:~:~:~~~~e~nne~ gowning apparel improperly, in a way that may have caused!the gowning appare! ro beco ·n" 

Specifically ~; the i gowns wom during aseptic production at'e stored on a shelf neXt to the sink tn the anteroon·· 

where they l ·an be splashed with water during handwashing. ; 

I I ' 
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OBSERYA ~~0~ 2 i 
I ! 

Equipment, ~at~rials , and/or supplies are not disinfected prior to entering the a!s eptic processing areas. 

I 

Specifically :Ge~eral Aseptic Technique SOP 5.2.1 states that work surfaces o~ th e aseptic pro~uct i on area ~:.1< 1!l b1 
cleaned prio to use . While observing the production ofMethylcobalamin Lot 082.420 16@U; tt was noted tnat the 

1 • • I 

.inside surfa e on the IS05 unit was not sanitized prior to productiOn. i 
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TO: Christo~~er ¥· Schulte, Owner 
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FIRM NAME ! STREET ADDRESS 

Pensacola Appthe9ary, Inc. DBA Everwell Specialty Phannacy 

: CITY, STATE AN~( ZIP 9 0DE 

1 Pensacola, Flp2504 

l 
6506 N. Davis Highway: 

TYPE OF ESTABLISHMENT INSPE::TED 

Producer of Sterile and :~on-sterile Drug Pro:l uci s 
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~; ' 

. I 
< I ' 

Written pro :,edures are not established for the cleaning and maintenance of eqyipment, includi ng utensils., used in 
the manu fa< fure ( processing, packing or holding of a drug product ; 

~ ; ! i 
Specifically '· the! Cleaning And Maintenance of the Non-Sterile Compounding _fl..r,:a SOP 4.1 5 1 ha s not been 
validated to 'ass~re removal of residual product and sanitizing agents and preveh t crossover betwee:1 batche~. 
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