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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
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are not followed

Spcmﬁca!ly,

Your firm’s Standard Operating Procedures entitled, “REQUIRED GARB FOR NON-STERILE
COMPOUNDING AREA” SOP Number 7.090, Version 1.0 Effective 11-01-14 states that “When
compounding non-sterile preparations, sterile gloves should be worn. If non-sterile gloves are used,
they must be disinfected with sterile (b) (4) . or an appropriate disinfectant™.

On January 4, 2017, I observed the firm's Certified Pharmacy Technician (CPT) produce one baich
containing ®“ capsules of Tri-Est Progesterone (b) (4) 1/200mg SR, Lot # 2017-01-03:63@16.
The GRT, placed &9 (b) (4) and. (b)(4)

using  bare hands in the (b) (4) hood. = started compounding capsules
approximately in May 2015 and stated that st was trained to (b) (4)

with @@ bare hands then put on non-sterile gloves before (b) (4) From October 1,
2016 t through December 31, 2016, approximately (P) (4) prescriptions for compeunded capsules were
prepared by the firm.

*DATES OF INSPECTION
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