
APO-PREGABALIN Capsules 75 mg and 150 mg  
 

   

6. FINISHED PRODUCT 
 
6.4 Stability 
 
6.4.1 Stability Summary and Conclusion     

 
The following batches of APO-PREGABALIN Capsules 75 mg and 150 mg 
manufactured at Apotex Research Private Limited, packaged in blisters are 
placed on stability study. 
 
Summary of Stability Studies Submitted is provided in the table below 

  

Batch 
Number Strength Pack  

Type Pack Size 
Storage 

Conditions 
(ºC / % RH) 

Completed 
Test 

Intervals 

PGCF/10240 

75 mg 

Blister  10’s 25ºC/60%RH 24 months 

PGCF/10240 Blister  10’s 40ºC/75%RH 6 months 

PGCF/10255 Blister  10’s 25ºC/60%RH 24 months 

PGCF/10255 Blister  10’s 40ºC/75%RH 6 months 

PGCF/10267* Blister  10’s 25ºC/60%RH 24 months 

PGCF/10267* Blister  10’s 40ºC/75%RH 6 months 

PGCD/10238 

150 mg 

Blister  10’s 25ºC/60%RH 24 months 

PGCD/10238 Blister  10’S 40ºC/75%RH 6 months 

PGCD/10253 Blister  10’s 25ºC/60%RH 24 months 

PGCD/10253 Blister  10’S 40ºC/75%RH 6 months 

PGCD/10265* Blister  10’s 25ºC/60%RH 24 months 

PGCD/10265* Blister  10’S 40ºC/75%RH 6 months 

 
    Note: 
 

*Batches mentioned above were manufactured and charged for stability study for   
other market however the formulation and manufacturing process are identical to  
the proposed formulation and manufacturing process proposed in this  
application.  
 














