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Box Approval

Naming Approval
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References Product declares pack, Storage conditions, shelf life, and Inactive
ingredient(s).

6. Cover Letter on Applicant Paper illustrating shelf life and storage conditions
of the product.
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1. Folder one: Registration Documents

1- Summary Sheet (PDF and Word File)

2- Composition

3- Certificate of responsibility (Signed and stamped)
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9- Finished product specifications

10- References Product Insert declares pack, Storage conditions, shelf life, and
Inactive ingredient.

11- Cover letter include shelf life & storage conditions (temperature, or any other
side storage statement), & pack in details.
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2. Folder two:

1-Certificate of Analysis
2-Stability study tables

3-Method of Analysis
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3. Folder three:

1-Validation Report and its charts
2-Assay Charts
3-Dissolution Charts




