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I. EXECUTIVE SUMMARY

We performed statistical analysis of 12 months long-term dissolution stability data at 1h, 4h, 8h, 

and 12h for Memantine HCl ER manufactured by Forest Research for the strength of 14 mg 

/ 10 mg and 28 mg/10 mg. 

The results are summarized in Table 1.As it shows, the shelf life for each strength is not able to be 

established because most of the observations at 4h and 8h are out of the specification proposed by 

FDA. More specifically, the dissolution results at 4h and 8h are in general too high compared to 

the upper limit of the acceptance criteria. Revision and finalization of the specifications may be 

needed for this combined drug product. 

Please see section III for detailed stability analysis results.

Table 1 - FDA Statistics Reviewer’s Estimated Shelf Life for each Strength using Long-term 
Dissolution Stability Data and FDA’s Proposed Specification

Strength 1h 4h 8h 12h

14 mg / 10 mg 18 months Most observations are out of the 
upper limit of the proposed 

acceptance criteria

18 months

28 mg/10 mg 18 months 18 months

II. INTRODUCTION

The sponsor submitted the long-term stability data of dissolution testing up to 12 months for the 

following batches as listed in Table 2. The product of each batch was packaged in bottle 

configurations of 30 counts and 90 counts as shown in Table 3. 

Table 2: Available Long-Term Stability Data
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