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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final 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. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:
Observation 1) Equipment, materials, and/or supplies are not disinfected prior to entering the aseptic

processing areas.

Specifically,

The repeater pump used to dispense drug stocks into smaller unit vials is wheeled from the ISO-7 Ante
room to the [SO-6 IV Clean Room when needed and wheeled back to the Ante room when not needed.

Observation 2) The [SO-classified areas have difficult to clean, particle-generating, or visibly dirty
equipment or surfaces.

Specifically,

I observed that gaps in the emergency exit double doors from the 1SO-6 IV room are sealed with tape,
but there were some arcas where the tape had been worn or was not fully maintaining the seal, thus
possibly compromising the integrity of the ISO-6 room.

EMPLOYEE(S) SISNATURE DATE ISSLUED
SEE REVERSE | Roger F Zabinski, Investigator wawr) 32472017
OF THIS PAGE X Roger F Zabinsk
Fogar F Zabinesl
Envestgater
Sign=t bry: Roger 7. Zabinsd -5

FORM FDA 483 {09/08) FREVIOUS EDITION Q8S0LETE INSPECTIONAL OBSERVATIONS PAGE | OF 2 PAGES






