
ATTORNEYS AT LAW 

Rctkesh M. Amin, LL.M., R.Ph. 
Direct (312) 327-3382 
Rakesh@Amin-Law.com 

July 

Division of Standards and Labeling Regulations 
Office of Special Nutritionals (HFS-820) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Re: New Dietary Ingredient Notification 

Dear Sir/Madam: 

ASSOCIATES 
Laura A . Chubb 

Christina Kolliniatis 
Avaneesh Marwaha 

In accordance with 21 C.F.R . § 190 .6, Amin Law, on behalf of its client, SK 
Chemicals, Inc., hereby notifies the U.S . Food and Drug Administration that the company 
intends to market the new dietary ingredient Clematis mandshurica and hereby submits 
the enclosed information in support thereof. 

Please note that we had prior submitted notification far Clematis mandshurica on 
July 19, 2004 and FDA responded with their concerns on September 29, 2004 . Since then 
after several conversations with your office, we have made substantive amendments to 
our notification . The current notification provides additional information in support of the 
new dietary ingredient notification . As such in accordance with 21 C.F.R . § 190.6 (d) we 
respectfully request the FDA to reset the 75-day period . 

An original and two copies of this notice are submitted pursuant to 21 C.F.R . 
§ 190.6(a). Please confirm receipt of this notice and maintain confidentiality of these 
submitted materials pursuant to 21 C.F.R . 190.6(c) and (e), respectively . 

Thank you for your attention in this matter. Please call me if you have any 
questions at 312-327-3382 . 

Sincerely, MS 

Rakesh M. Amin 
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