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This document lists observations made by the FDA representative(s) dtuing 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 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 info,mation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone ntuuber and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 
Materials were exposed to lower than ISO 5 quality air. 

Specifically, 

Dming observation of sterile compounding activities on 6/3/2025 and 6/4/2025, it was observed that 
sterile.{15) {~) wipes, which were opened and stored in the ISO-7 cleamoom environment, were 
introduced and used within the ISO-5 hood dming sterile compounding processes. This practice 
potentially compromises the sterility of the ISO-5 environment and the products being compounded. 

For example: 

I.On 6/3/2025: a) Dming production of Testosterone Cypionate/Anastrozole (Grape Seed Oil) l0mL 
Vial 200Mg/0.5mg/mL (lot 421645): 

□  At approximately 11 :33 AM, a sterile compounding technician used an 4(b) ( lwipe from the 
ISO-7 area to clean spilled diug product within the ISO-5 space. 

□  Empty opened vials were present in the ISO-5 area when the wipe was introduced. 

b) Dming production of Testosterone Cypionate/Propionate (Grape Seed Oil) 5mL Vial 
180mg/20mg/mL (lot 421621): 
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□  At approximately 11 :32 AM, a sterile compounding technician used an (bl <4l wipe from the 
ISO-7 area within the ISO-5 space. 

□  Empty opened vials were present in the ISO-5 area when the wipe was introduced. 

2.On 6/4/2025, during production ofNAD+ l 00mg/rnL l0rnL Vial (lot 422171): 

DA sterile compounding technician used (bl <4l wipes from the ISO-7 area to clean the 
working area after finishing filling a vial tray within the ISO-5 hood. 

DA new package of vials was introduced and opened to continue filling in the ISO-5 area 
where the~bl<4Jwipe was utilized. 

OBSERVATION 2 
Smoke studies were inadequately perfonned under dynamic conditions. 

Specifically, 

Your fnm's smoke studies do not include a full set up and simulation of processing within the ISO-5 
space. Your fnm utilizes equipment within the ISO-5 space such as filling needle stands and 
pumps/tubing that are not present in your fnm's smoke studies. Your fnm 's cunent smoke studies were 
perfo1med to show the transfer of vial bins between ISO-5 hoods and into the [(6) (2J) JAccording to 
your fnm's Quality Director, this is the worst case challenge that compounding technicians could face. 
Routine production has not been simulated to dete1mine if smoke airflow is impacted for cunent 
processes and equipment in the ISO-5 area. In addition, turbulent air was observed during review of the 
most recent smoke study perfonned on 2/1/2025. 
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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." 




