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Corporate Statement

RE: Products without expiration dating 

As per the FDA, Code of Federal Regulations, listed below is paragraph (h),  
which applies to Safetec hand sanitizer and p.a.w.s® antimicrobial wipes.  These two  
human OTC antimicrobial hand cleaners do not have dosage limitations and our 
products are stable for 3 years supported by our stability data. 
 

TITLE 21--FOOD AND DRUGS 

SUBCHAPTER C--DRUGS: GENERAL 

CHAPTER I--FOOD AND DRUG ADMINISTRATION  DEPARTMENT 
OF HEALTH AND HUMAN SERVICES 

PART 211 -- CURRENT GOOD MANUFACTURING PRACTICE FOR FINISHED 
PHARMACEUTICALS  
Subpart G--Packaging and Labeling Control  
Sec. 211.137 Expiration dating.  
(h) Pending consideration of a proposed exemption, published in the Federal 
Register of September 29, 1978, the requirements in this section shall not be 
enforced for human OTC drug products if their labeling does not bear dosage 
limitations and they are stable for at least 3 years as supported by appropriate 
stability data. 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=211
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=211
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=211
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Corporate Statement

RE: Ammonia towelette 

Safetec’s ammonia towelette contains no drug facts and is not intended to diagnose, 
treat, cure, or prevent any disease or health condition. Because Safetec’s ammonia 
towelettes are not drug products, there is no regulatory requirement for expiration dating.

What Safetec does say about our Ammonia products:

Directions For Use:
Tear open and wave pouch under nostrils. Do not remove pad from pouch.

Warning:
For external use only. Flammable, keep away from fire or flame. The safety 
of this product has not been determined. If swallowed, get medical help or 
contact Poison Control Center right away. Do not use in large quantities, on 
skin, or in eyes.

Ingredients:
Ammonia, ethanol, purified water

Caution:
Keep Out Of Reach Of Children.


