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DOCUMENTS REQUIRED FOR GRANT OF API’s

1. Proper application on Firm’s Letter Head and should be signed by CEO / Director.
2. A fee of Rs. 75,00/- per API. 
3. Names and quantities of chemicals to be used in manufacturing.
4. Names and quantities of chemicals to recycled in manufacturing.
5. Manufacturing process steps and flow chart.
6. Theoretical yield of manufacturing process.
7. Trial batches record and stability data along with validation (if available).
8. Reference monograph and testing method  
9. List of testing equipment’s. 
10. Shelf life of API
11. Material safety data sheet
12. All documents should be duly attested / verified by approved technical staff along with Company stamp. 
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