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A. Folder one: ((Registration paper )
1-Summary Sheet

2-Composition

3-Certificate of responsibility (prominent stamp)
4- Valid registration license

5- Registration license extension

6- Composition attached registration license

7- Previous stability study approval

8- Variation

9- Withdrawal report

10- NODCAR

11- Covering letter illustrating manufacturing of active pharmaceutical
ingredient(s) of supplier

12. Production plan

13- Finished product specifications

B. Folder two:

1-Certificate of Analysis

2-Stability study tables

3-Method of Analysis

4- Stability agreement between applicant and where stability study performance
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C. Folder three:

1- Test Validation method and it " s chromatograms
2- Assay chromatograms

3- Dissolution charts (If Required)
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