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This document lists observations made by the FDA representative(s) dtu-ing the inspection of yotu· facility. They are inspectional 
observations, and do not represent a final Agency determination regarding yotu· 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) dtu-ing the inspection or submit this infom1ation to FDA at the adch·ess above. If you have any 
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DURING AN INSPECTION OF YO UR FIRM WE OBSERVED: 
OBSERVATION 1 
Non-microbial contamination was observed in your production area. 

Specifically, 

Thick white powder residues ~ere observed on the ceiling intake vent over the I (6) (4) I 
I -(6) (4) hood (Asset# 6)14l) and on top ofthe [(o) (4)] hood within the film's hazardous diug 

4 room (b) ( . TheJb ~~ hood and room are utilized in the production of the following hazardous 
diug proal1cts: Cliolestyramine Pure Powder, Estrogen, Testosterone, Progesterone, Methylene 
Blue, and Disulfiram. 

• 

• 

• 

Large amounts of blue colored staining were obse1ved on the inside of the door to the I (b) (4) I 
I (b (4) I glasswasher within the film's hazardous diug room. The glasswasher is 
utilized in the cleaning of glassware and equipment for the production of hazardous di11g 
products. 

Flakingy6nt, T st spots 
""

an
b 

d yellow colored staining were observed on the interior of the fmn's 
(4) (Asset balance which was located within tl1e I (I>) ( 4) I 

4) Asset#:~ lb )14)] hood. The balance/hood are utilized in the weighing/production 
ielo' lowing non-liazardous diug products: creams/ointments and nasal sprays (Vasoactive 

intestinal peptide). 

~j) 
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• Yellow colored stainU s were LJ-noted on the b 4 to the followin {1:5) (~ hoods: b 4 
_____ , Asset#: and There is no assurance that the( l:5) (4) hoods are functioning as 
they are purported to prevent cross contamination since the fnm is not following manufacture's 
guidelines in the changing of the (6) (4) . These hoods are utilized in the ~roduction of the 
following non-hazardous drn roducts: m ca sules D 4 , 
suspensions/solutions b 4 suppositories, and vasoactive intestinal 
peptide nasal sprays. 

OBSERVATION 2 
You produced hazardous mugs without providing adequate segregation, cleaning of work surfaces and 
cleaning of utensils to prevent cross-contamination. 

Specifically, 

• 

• 

• 

You did not use a cleaner suitable for removin haim aceutical residues and there is no evidence 
that the household cleaners used b 4) are capable of removing hazardous 
materials such as ho1mones, antibiotics and controlled substances. 

A (15 (41 beaker within the fnm's clean glassware storage ru.·ea was observed with an unknown 
opaque residue on the interior of the beaker. 

Several containers of the following finished non-hazru.·dous dmg product were observed being 
stored within the fnm's hazru.·dous dmg production room: Naltrexone 1.5mg lot# 
07312020:97@1. In addition, review of the fnm's b 4 for the following non­
hazru.·dous mug products revealed that they had been processed w1tliiii the fnm's hazardous m11g 
room: Naltrexone 3mg capsule lot# 07082020:33@7 and Naltrexone 3mg capsule lot# 
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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." 




