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April 1, 2003 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

RE: FDA, Mercury Compounds in Drugs and Food; 
02/03/2003 Request for Information: 
Docket No. 98N-1109 

Dear Sir or Madam: 

Pursuant to the Food and Drug Administration’s February 3, 2003 Request for 
Information, pertaining to intentionally introduced mercury compounds, Bayer 

Bayer HeaikhCare LLC 
Consumer Care DIVISKTI 

HealthCare, Consumer Care Division is providing information listed below for 
reformulated Bayer products originally listed March 12, 1999 to Docket No. 
98N-1109 for containing mercury compounds. Bayer has reformulated all Neo- 
Synephrine and Nasal products to no longer contain mercury. 

36 Columbia Road 
P.0. Box 1910 
Momstown, N.J 07962-1910 

Phone, 973 X4-5000 

Commercial Product 
Name Code 

Reformulated 
Drug Product - 

Drug Listing Date 

aSal Saline Moisturizer Spray 

Neo-Synephrine 12-Hour Nasal 
Decongestant Spray 
Neo-Synephrine 12-Hour Extra 
Moisturizing Nasal Decongestant Spray 

0970 8123102 

0990 8123102 

Copies of each of the products’ labeling are attached. 



Please contact me at 973-408-8045 or ToniAnn Dudor, Associate Director, 
Regulatory Affairs at 973-264-4778 should you have any questions concerning 
this submission. 

Sincerely, 
Bayer HealthCare LLC, Consumer Care Division 

Annette C. Owens 
Manager, Regulatory Affairs 

cc: Gerald M. Rachanow 
Center for Drug Evaluation and Research (HFD-560) 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 



l Gently moisturizes dry, irritated nasal passages 
l Non-medicated, use as often as needed 
l Natural saline formulation, gentle enough 

for infants 
l Contains no alcohol, won’t sting or burn 
l Fine mist spray dispenser 
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Also available in easy-to-use monodrops. 
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l Nalural saline formulation, gentle enough for infants 
l Contains no alcohol, won’t sting or burn. 
l Non-medicated, use as otten as needed 
l Easy-to-use monodropper. 
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