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questions, please contact FDA at the phone number and address above. 

DURI NG AN INSPECTION OF YO UR FI RM WE OBSERVED: 

OBSERVATION l 
Disinfecting agents and cleaning wipes and pads used in the ISO 5 classified aseptic processing areas 
were not sterile. 

Specifical ly, we observed your Pharmacist-in-Charge cleaning your ISO 5 laminar air flow hood on 
7/8/2021. 

A. During these cleaning activities, we observed the use of non-sterile I (5) (4)j wipes which were 

used specifically to clean the ISO 5 laminar air fl ow hood. 
B. During these cleaning activities, we observed the use of non-sterile :(5) (4) used along 

with the non-sterile wipes. 

OBSERVATION 2 

The ISO 5 classified aseptic processing areas had difficult to clean equipment or surfaces. 

Specifically, 

A. During cleaning, you did not clean an approximate (b)(•J radius porthole located on the right 
sidewall of your laminar air flow hood. 

B. D~ring cl~a-nin~, you did not clean all surfaces of the outer packaging of0CD) (.21-) I 
wipes res1dmg m the laminar air flow hood. 
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OBSERVATION 3 

Materials or supplies were not disinfected prior to entering the aseptic processing areas. 

Specifically, you did not disinfect your sterile bottle of[ b) (4) I before transferring from your ISO 7 

room into your ISO 5 laminar air flow hood. 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and regulations enforced by the 
Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which , in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has been 
prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health . A copy 
of such report shall be sent promptly to the Secretary." · 




