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INSTRUCTIONS
This form contains mandatory fields. In order to ensure you have completed all appropriate fields, please press the \"Finalize\" button at the bottom of the form before printing and signing. 
Once finalized, the fields in the form becomes "locked" (i.e. Fields cannot be modified). In order to modify fields after finalizing, you must press the "Modify" button at the bottom of the form. Following modifications to the desired fields and before printing and signing, please press the "Finalize" button again to re-validate entries.  Alternatively: 
-Save, print, sign and date the completed form;
-Scan the signed form, and
-Send to Health Canada in electronic format.
ATTESTATION
1. All the information and material included in the submission and additional information or material filed to amend the submission are accurate and complete, and  the sectional reports and the comprehensive summaries correctly represent the information and material referred to or included in the submission. No information is false or misleading; no omissions have been made that may affect its accuracy and completeness.
2. If applicable:
 a) all pivotal studies included in the submission are complete and a final comprehensive analyses provided;
 b) all pivotal data necessary to support the proposed indications, doses and formulations have been provided;
 c) the formulation used in the studies (clinical and pharmacokinetic) is identical to that proposed for marketing or evidence that the preparations used in the pivotal clinical efficacy and pharmacokinetic studies are bioequivalent to the preparation to be marketed. The batch of the drug substance or the final formulation used in pre-clinical studies (especially the carcinogenicity studies) is representative of that proposed for marketing, or acceptable evidence and rationale are provided to defend that any variation does not affect the interpretation of data generated in support of both safety and efficacy.
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 c) the formulation used in the studies (clinical and pharmacokinetic) is identical to that proposed for marketing, or evidence that the preparations used in the pivotal clinical efficacy and pharmacokinetic studies are bioequivalent to the preparation to be marketed has been provided. The batch of the drug substance or the final formulation used in pre-clinical studies (especially the carcinogenicity studies) is representative of that proposed for marketing, or acceptable evidence and rationale are provided to defend that any variation does not affect the interpretation of data generated in support of both safety and efficacy.
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