
LACHMAN CONSULTANT SERWCES, INC. 
CONSULTANTS TO THE PHARMACEUTICAL AND ALLIED INDUSTRIES 

1600 STEWART AVENUE, WESTBURY, NY 11590 
(516) 222-6222 * FAX (516) 683-1887 

October 14, 2003 

Dockets Management Branch 
Food and Drug Administration (HFA-305) 
Department of Health and Human Services 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Amendment to Docket No. 2003P-04641CPl 
ANDA Suitability Petition 
Clonazepam Oral Solution, I mg / 5 mL 
Clarification of Reference Listed Drug Product 

Dear Sir or Madam: 

The undersigned submits this amendment in quadruplicate to the above-referenced Docket to 
clarify that the reference listed drug (RLD) product upon with the petition is based is Klonopin 
(Clonazepam) Tablets, 1 mg. This is the RLD, as designated by the Agency in the Approved 
Drug Products with Therapeutic Equivalence Evaluafions, 23rd edition. The 0.5 mg and 2 mg 
products are mentioned for supporting purposes and to demonstrate that the proposed oral 
product can be utilized to provide for all approved doses cited in the approved labeling of the 
RLD. 

Respectfully submitted, 

Robert W. Pollock, Vice Presidint 
Lachman Consultant Services, Inc. 
1600 Stewart Avenue 
Westbury, NY 11590 
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cc: M. Shimer (Office of Generic Drugs) 
L. Lachman 
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