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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 rep resent a fmal Agency determination regarding your compliance. Ifyou 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 represent:ative(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 WE OBSERVED: 

OBSERVATION 1 

Clothing of personnel engaged in the processing ofdrug products is not appropriate for the duties they perform. 

Specifically, cleanroom technicians who engage in aseptic operations do not use sterile lab coats, sterile masks, sterile hair 
nets, or sterile shoe covers. 

OBSERVATION 2 

Reports of analysis from component suppliers are accepted in lieu of testing each component for conformity with all 
appropriate written specifications, without performing at least one specific identity test on each component and establishing 
the reliability of the supplier's analyses through appropliate validation of the supplier's test results at appropriate intervals. 

Specifically, components used in the production of sterile dmg products, are not test~d for conformance with appropriate 
specifications ofpulity, strength, and quality, including the total bioburden ofnon-sterile raw materials. 

OBSERVATION 3 

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile do not include 
adequate validation ofthe sterilization process. 

Specifically, 

a) (b) (4)Qualification studies have not been performed on the firm's (Asset# 4.030.1), which is 
used to sterilize drug products and utensils. For example, studies utilizing current maximum load patterns for the 
- have not been conducted to demonstrate the equipment's ability to adequately sterilize glassware. 

Addtionally, the process ofsterilizing drug products bas not been validated, including an evaluation ofeach cycle's 



impact to drug product identity, potency, quality, purity and stability. 

b) Qualification studies have not been performed on the firm' (Asset# 
4.040.1), which is used to sterilize glassware, including beakers used for mixing. For example, studies utilizing 
current maximum load patterns for the - have not been conducted to demonstrate the equipment's ability to 
adequately sterilize glassware. 

c) 

OBSERVATION 4 

Each batch of drug product required to be free of objectionable microorganisms is not tested through appropriate laboratory 
testing. 

Specifically, all lots offillished sterile drug product do not undergo ~erility and/or endotoxin testing. In addition, lots of 
sterile drug products produced in quantities greater thet8 UI)its ·are only tested for sterility and endotoxins on a periodic 
basis; meanin , no frequency anO/or time:fi·ames have been established. 

OBSERVATION 5 

Testing and release of drug product for distribution do not include appropriate laboratory determination ofsatisfactory 
conformance to the identity and strength of each active ingredient prior to release. 

Specifically, not all lots ofsterile drug product are tested for potency prior to approval and release for distribution. Although 
certain lots ofproduct are periodically analyzed for potency, there is no predetermined schedule stating the required 
frequency oftesting. 

OBSERVATION 6 

There is no written testing program designed to assess the stability characteristics of drug products. 

Specifically, there is no written stability testing program in place to set appropriate expiration dates, continuously monitor the 
stability ofbatches on the market, and assess the on-going !?tate of control of aseptic processing operations. 

' \' 



OBSERVATION 7 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, the firn! does not monitor the environment within the ISO Class 5 laminar air flow hood during aseptic 
processing operations, including air and surface sampling, dwing every instance ofsterile drug product manipulation. 

OBSERVATION 8 

Aseptic processing;areas are deficient regarding the system for cleaning and disinfecting the room to produce aseptic 
conditions. 

Specifically, the firm to clean the Prep Room, ISO 7 Ante Room, 
and ISO 5 Clean Room. no had "sporacidal" activity. Furthermore, 
there has been no evaluation ofthe effectiveness a cleaning agent, or-a sanitizing agent, 
WJiich:are used to clean the floors, counters, and/or ""'''r""m prep room, and anteroom. 
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