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LABELLING STANDARD AND CATEGORY IV SUBMISSION CHECK LIST
Text
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.
 
Ce formulaire contient des champs obligatoires. Pour vous assurer que vous avez rempli les champs appropriés, cliquez sur le bouton "Finaliser" au bas du formulaire avant de l'imprimer et de le signer.Une fois finalisé, les champs seront verrouiller (les champs ne peuvent plus être modifié). Pour pouvoir modifier les champs après la finalisation, vous devez cliquer sur le bouton "Modifier" au bas du formulaire. Après avoir modifié les champs désirés et avant d'imprimer et de signer, cliquez sur le bouton "Finaliser" à nouveau afin de valider les entrées. 
 
The following forms/documents should accompany the Labelling Standard or Category IV Monograph Submission:
The following forms/documents should accompany the Labelling Standard or Category IV Monograph Submission:
Forms / Documents
Forms / Documents
Enclosed  (please check)
Enclosed(please check)
1*
1
A covering letter quoting the name and date of the referenced Labelling Standard or Category IV monograph, and indicating compliance with the document.
A covering letter quoting the name and date of the referenced Labelling Standard or Category IV monograph, and indicating compliance with the document.
2*
5
Certification Form:
Proposed Canadian Labelling:
DIN Submission Certification
Package Insert, if applicable
Category IV Drug Submission Certification
Category IV Drug Submission Certification
3*
1
Submission Fee Application Form and Payment
A covering letter quoting the name and date of the referenced Labelling Standard or Category IV monograph, and indicating compliance with the document.
4*
1
HC SC 3011: Drug Application for: Human, Veterinary, or Disinfectant Drugs and Clinical Trial  Applications/Attestation
A covering letter quoting the name and date of the referenced Labelling Standard or Category IV monograph, and indicating compliance with the document.
4a*
1
Template Authorization for a Third Party to Sign/File a Drug Submission Application on Behalf of the Manufacturer/Sponsor Company, if applicable
A covering letter quoting the name and date of the referenced Labelling Standard or Category IV monograph, and indicating compliance with the document.
5*
5
Proposed Canadian Labelling:
Proposed Canadian Labelling:
Label
Package Insert, if applicable
Package Insert, if applicable
Label
6*
5
Animal Tissue Form:
Proposed Canadian Labelling:
Category IV: Animal Tissue Form
Package Insert, if applicable
Labelling Standard: Animal Tissue Form
Label
NOTE: Inclusion of this document with a submission is optional.
NOTE: Inclusion of this document with a submission is optional.
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