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Q:  What government agency regulates hand sanitizers? How do I know that a hand sanitizer manufacturer is registered 
with FDA and has followed all the regulations required?  
  
A: The FDA (Food & Drug Administration) is the only agency that regulates hand sanitizers because it is considered a 
drug. Below is a link you can use to determine if a product and/or company is registered with the FDA as a drug 
manufacturer.  Enter the company name in the search box, select labeler as the type, and it will list all products 
associated with a manufacturer that are being regulated and routinely audited to ensure they are in compliance. A 
screen shot of Mangiacotti's listing is attached below. 
  
https://www.accessdata.fda.gov/scripts/cder/ndc/dsp_searchresult.cfm 
  
Q: What processes do Hand Sanitizers have to go through prior to shipment to consumers? 
  
A: Because hand sanitizers are considered a drug by the FDA, they must have a registered drug facts label, lot code and 
expiration date on every bottle to comply with the "Drug Supply Chain Security Act Law".  Our hand sanitizers take 4 
weeks to produce because they require a microbiology challenge test in all 3 phases of production by an independent 
FDA certified lab. After initial 3 month stability on a new product which includes the formulation, bottles and closures, 
any change in manufacturers of bottles, sprayers and caps must have documented evidence that they have 
been stability tested for at least 3 months to confirm these components do not interfere with the effectiveness of the 
product.  
  
Q:  Can any hand sanitizer (alcohol or non-alcohol based) claim it kills Corona Virus (COVID-19)? 
 
A:  No, they cannot. Some companies have been warned by the FDA for making those false claims. (ie: Purell and 
Durisan) The FDA has strict guidelines that do not permit hand sanitizer of any kind to make a claim that they have an 
impact on Corona Virus on advertising, websites, social media or printed marketing material. If It is found on packaging, 
the product would be subject to a recall as being mislabeled.  
  

https://www.accessdata.fda.gov/scripts/cder/ndc/dsp_searchresult.cfm


Q: Why is Mangiacotti a trusted option for Hand Sanitizer? 
 
A: Mangiacotti has been producing Hand Sanitizer for over 5 years. Our labeling, packaging, and operations are audited 
by the FDA regularly. The facility where it’s produced has gone through years of painstaking regulatory audits by the FDA 
to ensure the product we distribute is safe and meets the criteria of our label claim regulated by the FDA. Our 
distribution facility is certified and keeps the required chain of custody database for every bottle that gets shipped so it 
can be tracked. Our staff has gone through the required training for adverse reaction plan protocols.  
  
As you can see, Hand sanitizer manufacturing is unlike any other product. It requires significant investment in time, 
money, education, and regulation to distribute.  
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