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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a fmal Agency determination regarding your compliance. If you have an objection regarding an 
observation, or 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. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED : 

OBSERVATION 1 

Failure to manufacture foods under conditions and controls necessary to minimize contamination. 

Specifically, during the inspection on 3/28/2012, an employee in the - line was observed to take the shipping boxes from 
the warehouse pallet, open the boxes and the plastic liner bags containing "Nutty Chocolate Pre-Mix" and empty the mix into 
the fruit feeder (hopper); the employee then proceeded to sweep the remaining contents out of the bag into the feeder with his 
gloved hand, throw the bag into the trash container, then break down the box and place it into the box stack. 

This employee's activity was observed to be repetitive; subsequently, the employee was also observed scratching his head, 
touching his cap and waistband, and then observed to resume his routine - including touching the pre-mix - as describe 
above. 

"Nutty Chocolate Pre-Mix" is an ingredient in the ''Nutty Chocolate Ice Cream." The pre-mix from the feeder goes directly 
into the filling machine, where it is mixed with ice cream and deposited into 112-gallon containers of fmished product. 

OBSERVATION 2 

Failure to handle and maintain equipment, containers and utensils used to hold food in a manner that protects against 
contamination. 

Specifical~~ during the inspection on 3/2812012, two partial pallets ofbulk "inclusions" and/or ingredients were observed 
inside the -degree room (cooler) that were not labeled and with residue on the lids and sides of the five-gallon buckets. 
"Inclusions" are ingredients added directly into various ice cream products during the final mixing and/or filling process, 
which are delivered into the production area in lidded, five-gallon buckets. 
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A brown, dried residue was observed on the lids and down the sides of at least 3 ofthe . unmarked five-gallon buckets on 
one pallet, and a yellowish, dried residue was observed on the lid of one ofthe ~arked five-gallon buckets on the other 
pallet. A third partial pallet of. five-gallon buckets labeled "Maraschino Cherries" was also observed to have reddish 
residue on the lids and sides ofat least 2 ofthe buckets. 
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