To be typed on the company’s original letterhead

Date:     ………………………

Chief Executive Officer
National Medicines Regulatory Authority No. 130,W.A.D Ramanayaka Mawatha,
Colombo 02,
Sri Lanka

Declaration letter of the Product 
Product  Name: ……………………………………………
Brand     Name: ……………………………………………

I, ……………………………………… (full name), being the duly authorized signatory of the applicant/Marketing Authorization Holder, do hereby declare as follows.
[bookmark: _GoBack]☐No Change to Registered Product
I hereby confirm that there have been no changes to the product as previously approved by NMRA,including but not limited to composition, manufacturing process and site(s), specifications, packaging, labeling, and product information. The product remains identical in all respects to the currently registered product.
☐Changes to Registered Product
I hereby confirm that changes have been made to the product since the last approval granted by NMRA. oDetails of such changes are provided below and are fully supported within the submitted Re-Registration dossier, in accordance with the applicable variation guidelines.
 Description of the changes

1.    ……………………………………………………..
2.    ……………………………………………………..

I further declare that I take full responsibility for all consequences, which might arise from false or erroneous information submitted in the application and that I will cooperate with any official of the National Medicines Regulatory Authority for any such investigations relevant to the application.
If this application is approved, I agree to comply with all applicable laws, regulations and guidelines that apply to approve application
Company’s/Authorized person’s Official rubber stamp

…………………………………….. Signature of the Authorized Person
Name of the Authorized Person Designation of the Authorized Person
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