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This document lists observations made by the FDA representative(s) dtu-ing the inspection ofyotu· facility. They are inspectional 
observations, and do not represent a final Agency determination regarding yotu· compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) dtu-ing the inspection or submit this infom1ation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone ntunber and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 
OBSERVATION 1 
Procedures designed to prevent microbiological contamination of mug products pmpo1ting to be sterile 
did not include adequate validation of the aseptic process. 

Specifically, 

A. During the observation of air visualization study SO# FL-OYPP232701P-1 for your dynamic 
aseptic filling operation in Buffer Roo~, Unit ID: K15) rrt the following deficiencies were 
noted: 

1. The setup of vials, stoppers, and caps at the edge of the hood results in air arching and 
<lI·agging, which prevents these critical components from receiving first air. 

2. The filler needle isKo) (4) Ioriented within a[(t:>) (4~ laminar flow hood blocking 
unidirectional airflow. 

3 . The viable air monitor's functionality was not demonstrated during operation, therefore, there 
is no evidence to show that its placement could affect airflow in the critical area. 

B. Dynamic FPC50 air visualization study: 

1. Air visualization studies show air arching over stoppers, caps, and seals, indicating that these 
critical components are not receiving first air. 

2. The filler needle is [(D) (4)l oriented within a[(t5) (4) laminar flow hood blocking 
unidirectional airflow. 

3. The auto-filler's setup, with the tubing that caITies the sterile solution to the needle, is not 
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included in the air visualization study, preventing an accurate assessment of airflow in the 
critical zone. 

C. 4 b) ( Dynamic and Loading air visualization study: 

1. Air arching was observed over open vials and incompletely seated, stoppered vials. 

2. Turbulence and smoke drag were present in the middle of the turntable, within the critical 
zone of the open vials. 

3. The video angle was inadequate to fully assess the filling and stoppering processes. 

OBSERVATION 2 
Your fnm failed to establish adequate written procedures for production and process controls designed 
to assure that the diug products have the identity, strength, purity, and quality that they are purported or 
represented to possess. 

Specifically, 

A. Your fnm lacks assurance that the light conditions are adequate for the visual inspection of 
amber-colored vials. Specifically: 

1. Your procedure, SOP-007 "Visual Inspection of Sterile Drng Products" (version 13, effective 
07/03/2025), requi1ts li~t intensity to be measured and documented [(o ) (~.LJ use, with 
a specified range o (6ff4 to 6>14 Lux. This range is not justified as bemg adequate for the 
effective inspection of amber vials. 

2. Fmthe1more, while your fnm claims t~at li~t levels at the working height are consistently 
within an acceptable range of(b) (4 to (o) (4) Lux, your cmTent procedures and 
documentation do not require or demonstrate the measurement of light intensity at the actual 
working height of the inspection station. The light measurements are perfo1med at a fixed 
reference point on the table surface, which does not provide assurance that the illumination 
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level at the point of inspection is consistently maintained. 

3 . As per your procedure SOP-007, the0Ct5) (4 ~ should contain paiiiculate defects that ai·e 
challenging for inspectors to detect. However, during my review of~) (4j ID: ~6) (41, I 
found that the "inherent pa1iicle," "intrinsic paiiicle," and "vial imper ecbon" de ects were 
too lai·ge and obvious to serve as a suitable challenge during qualification. 

OBSERVATION 3 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the to produce 
aseptic conditions. 

Specifically, 

A. During the [(b) (4) I cleaning and disinfection of the ISO 5 Laminar Airflow Workstations 
(LAFWs) and Auto Filler Systems (AF) in Cleamoom 305 on 8/5/2025, I observed three 
cleaning operators exhibiting poor cleaning practices. S~ecifically, after the interior surfaces of 
the LAFWs (LAFW~D) (4 t LAFW~D) (~J and LAFwrt>) (4J.) had been disinfected, I observed 
the cleaning operators stepping insi.cle tlie LAFWs ai·ea ana making contact with the cleaned 
interior walls of the LAFWs by leaning against them with their gaim ents (backs, shoulders, or 
aims) while cleaning the auto-filler units. 

B. Additionally, when the operator was cleaning the exterior walls of the LAFW 4
H I observed the 

operator's gloved hand contact the previously disinfected LAFW 41
ff interior wall. This contact 

occuned when the operator used the side wall of the LAFW for support while reaching to clean 
the upper lateral exterior wall. 

C. On July 30, 2025, I observed that a package of[(6) (,4) Iwipes was left open and 
exposed to the ISO 7 cleanroom 305 environment. I then observed an operator use a wipe from 
this package to perfo1m cleaning inside the ISO 5 hood during the disassembly of Auto Fill er □ 
at the completion of Olympia Vita-Complex, lot# G28A02-25. 
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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." 




