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PRODUCT LICENCE APPLICATION FORM Security Alert
Adobe Acrobat or Reader 10.1 or newer
 
This form requires the use of external web services and as part of the security settings built into the PDF Form. Due to these security settings, this form will require authorization as a "Trusted Form". By selecting "Start New Form" following this text, this form will conduct a series of connection tests to the appropriate Health Canada databases and services.  Depending on the performance of your computer and/or internet connection, this may take 30 seconds or more.  Following the successful connection test, both Adobe Acrobat and Adobe Reader will require the authorization of this form to be Trusted.  This can be found in the Yellow Alert bar at the top of the form which will appear if the "Enhanced Security" features have been enabled found in the Preferences panel in Adobe Reader or Adobe Acrobat.
 
The following steps based on your preferences for accessing controls within PDF:
 
Mouse User:
 
Start by selecting "Start New Form.  Following the selection the Yellow Trusted Status bar will appear. Select the "Options" drop down menu at the right of the Alert bar, the choice can be made to "Trust this document one time only" or "Trust this document always".  A pop-up window will appear and provide the option to save or not save the form locally to your computer which will then include the new Trusted Status of this form.  Following the save, select the "Start New Form" button again and the form will load.
 
Keyboard User with Adaptive Technology:
 
To access this menu by keyboard commands, Start by selecting "Start New Form.  Following the selection the Yellow Trusted Status bar will appear. Select Shift+F6 twice and then Right Arrow to the Options drop down menu, select Space to activate the Options button and then Down Arrow to the selection to "Trust this document one time only" or "Trust this document always". Following the Trust Selection, a pop-up window will appear and provide the option to save or not save the form locally to your computer which will then include the new Trusted Status of this form.  Following the save, tab to the "Start New Form" button again, select the button and the form will load.
Adobe Acrobat or Reader 10.0 or older
 
This form requires the use of external web services and as part of the security settings built into the PDF Form. Due to these security settings, this form will require authorization as a "Trusted Form". By selecting "Start New Form" following this text, this form will conduct a series of connection tests to the appropriate Health Canada databases and services.  Depending on the performance of your computer and/or internet connection, this may take 30 seconds or more. 
 
Following this authorization the first page of the form will launch.
Third Party Viewer
 
This form requires the use of external web services and as part of the security settings built into the PDF Form. Due to these security settings, this form will require authorization as a "Trusted Form" which is currently only supported in Adobe developed PDF Viewers. Please download Adobe Reader or Adobe Acrobat to access the features of this form.
This form has been completed.
PRODUCT LICENCE APPLICATION FORM
Natural Health Products Directorate
NOTES:
* denotes mandatory
** if yes, complete Animal Tissue Form  
PART 1 - APPLICANT AND CONTACT INFORMATION
A - APPLICANT OR LICENSEE (This is the product licence holder)
B - SENIOR OFFICIAL (This is the name of the principal contact person for the applicant/company)
C - CONTACT FOR THIS APPLICATION (This is the contact person for product-specific questions)
Contact 
D - REPRESENTATIVE IN CANADA (Only required where Address in "A" is not in Canada)
PART 2 - APPLICATION TYPE
A - PRODUCT LICENCE APPLICATION
B - REFERENCE A SUBMISSION 
Other Supporting Submission 
Contains Information to Support *
"Where related NHP submissions are referenced in the subject submission, provide the company code (see Section 5 above), the file number, the submission number, and the NPN/DIN-HM number (if available). Indicate the summary report being referenced by checking the appropriate box for safety, efficacy, quality, or complete submission.When an applicant wishes to reference another submission, he/she must reference one or more of the summary reports (Safety, Efficacy and/or Quality) in their entirety (i.e. if referencing the safety summary report, the applicant must reference the entire report and not submit any additional safety information).Additional information on referencing other submissions may be found in Chapter 4.1 of the Product Licensing guidance document."
C - NHPD MASTER FILE 
Supporting Master File 
"In some circumstances a NHP Master File may be referenced. A NHP Master File may be submitted, when a company would like to submit confidential information on behalf of another company (i.e. a supplier submitting confidential manufacturing information on behalf of a manufacturer).

Where related NHP submission information is contained in a Master File, please indicate the master file number and the information being supported (i.e. safety, efficacy, quality, or complete submission). When the Master File has not been submitted by the company applying for the licence, a Letter of Access must be included authorizing the NHPD to access the indicated parts of the Master File. Refer to the Master File guidance document for further information on the requirements for a Master file and information that must be included in the Letter of Access.

It is the responsibility of the applicant to ensure that a Master File has been submitted on his/her behalf if a Master File is to be referenced."
Contains information to support *
D - POST-LICENCE CHANGE
PART 3 - SITE INFORMATION
Site 
Site Activity Type
PART 4 - PRODUCT INFORMATION
This product is for general homeopathic medicine claim only. The brand name must not indicate or imply a specific claim, recommended use or purpose. 
Other Brand Names
Sterile *
A - MEDICINAL INGREDIENT(S)
MI : 
Homeopathic Potency *
Synthetic *
Animal Tissue *
When the Homeopathic Potency is above 30CH or below the minimum OTC limit as described in the Homeopathic Pharmacopeoias, then additional scientific rationale must be submitted.
Source Information*
All medicinal ingredients of animal origin (nosodes, sarcodes, etc.) must be sterilised as per HPUS and HAB requirements or equivalent.
Was animal tissue used in the processing of this ingredient or natural lactose used for triturations?*
Does the ingredient contain animal tissue?
A - MEDICINAL INGREDIENT(S)
MI : 
Animal Tissue **
Synthetic *
Source *
Source Material(s) *
Method(s) of Preparation *
Subingredient / Potency
Extract
:
:
Solvents
Solvent
Solvent Strength
B - NON-MEDICINAL INGREDIENT(S)
NMI : 
Animal Tissue **
Was animal tissue used in the processing of this product?
C - INGREDIENT(S) USED IN PROCESSING
Was animal tissue used in the processing of this product, although not present in the final product?**
PART 4 - PRODUCT INFORMATION
D - RECOMMENDED CONDITIONS OF USE
Recommended Use and Purpose *
Auto completed
Recommended Dose (repeat for each sub-population group)
Sub-Population 
Dosage
-
Frequency
-
times a
Duration Statement
Risk Information
Cautions and Warnings 
Contraindications 
Known Adverse Reactions 
E - NANOMATERIAL INGREDIENTS
Does this product contain any ingredients (medicinal or non-medicinal) that would be considered nanomaterials?  If you are unsure, please consult the Interim Policy Statement on Health Canada’s Working Definition for Nanomaterials for more information. *
F - ANIMAL TISSUE FORMS
Ensure that all the Animal Tissue forms appended to this document are completed before submitting the Product Licence Application form.
SUMMARY OF PART 4 PRODUCT INFORMATION
It is recommended that the user uses the down arrow through this section.
Basic Information
A - Medicinal Ingredient
Chemicals and Proteins
No.
Standard or
Grade
Ingredient
Type
Quantity
Additional Quantity
Approved Name
Proper Name
Common Name
Animal Tissue
Synthetic
Source
Source Material
Subingredient
Constituent
Quantity
Organisms and Organism Substances
No.
Standard or
Grade
Ingredient
Type
Quantity
Additional Quantity
Approved Name
Proper Name
Common Name
Animal Tissue
Synthetic
Method of Preparation
Source Materials
Source Material
Strain
Potency
Constituent
Amount
Extract
Ratio
Quantity Crude
Original Material
Solvents
Solvent
Strength
Homeopathic
No.
Standard or
Grade
Homeopathic Potency
Proper Name
Common Name
Quantity
Method of Preparation
Animal Tissue
Synthetic
Animal Tissue used in Processing
Source Information
B - Non-Medicinal Ingredient
No.
Standard or
Grade
Approved Name
Common Name
Animal Tissue
Quantity
Purpose
Source Information
C - Ingredient(s) Used In Processing
D - Recommended Conditions of Use
Recommended Dose
Sub-population group
Amount to be taken at one time
Frequency
Additional Dosage Information 
Directions of use
Risk Information
PART 5 - LABEL TEXT
Any labels used in the marketing of this product must reflect the information outlined on the product licence and must comply with the labelling requirements as per Part 5 of the Natural Health Products Regulations.
MONOGRAPH ATTESTATION
When submitting a product licence application in respect of a natural health product for which one Natural Health Products Directorate (NHPD) monograph exists in the Compendium of Monographs:
 I attest that the information provided in this product licence application [proper name(s), common name(s), source material(s), route(s) of administration, dosage form(s), use(s) or purpose(s), dose(s), duration of use, risk information, etc.] respects the information contained in one NHPD monograph; 
 I attest that the non-medicinal ingredients in the product are present and compliant with the Natural Health Product Ingredients Database (NHPID) and do not exhibit pharmacological effects, do not have any effect contradictory to the product's recommended purpose, do not exceed the minimum concentration required for the formulation, do not adversely affect the bioavailability, pharmacological activity or safety of the medicinal ingredients, and that they are safe;
 I attest that the label text is acceptable as per sections 86-94 of the Natural Health Products Regulations and that the information on the label text is consistent with the information provided in this product licence application;
 I attest that the natural health product's brand name(s) submitted in this product licence application is consistent with the information provided in this product licence application (e.g. recommended purpose, quantities, etc.), does not pose a risk to health and safety, and is not false and misleading;  
 I attest to selling this product within the conditions of this attestation and the terms of market authorisation (product licence). I fully understand that if I were to operate outside of this attestation that I may be subject to compliance and enforcement.
 
ATTESTATION
" I attest that the natural health product that is the subject of this product licence application will be manufactured, packaged, labelled, 
distributed and stored according to the following two paragraphs.
         a)   If the natural health product is imported, in accordance with the 'Good Manufacturing Practices' requirements as set out in 
                Part 3 of the Natural Health Products Regulations or in accordance with requirements that are equivalent to those set out in 
                Part 3, or 
         b)   If the natural health product is not imported, in accordance with the 'Good Manufacturing Practices' requirements set out in 
                Part 3 of the Natural Health Products Regulations.
I, the undersigned, certify that the information and material included in this product licence application is accurate and complete. By clicking on the ‘I Agree ’ button and generating the Attestation Code, this generated code is confirmation of my attestation and will serve as authentication of this fact in the future."
If the signing official is a third party acting on behalf of the Senior Official of the applicant company designated in Part 1 of the application, a designated Party Authorization form must be signed by the Senior Official and filed with the complete application. 
This form has been completed.
ANIMAL TISSUE FORM
Natural Health Products Directorate
It is recommended that the user uses the down arrow through this section.
1. INGREDIENT DERIVED FROM ANIMAL TISSUE
It i
2. USED AS
Select how the animal tissue is being used
3. ANIMAL SPECIES
4. ANIMAL TISSUES USED
NOTE: If you checked cattle; deer or elk; sheep; or goat, in section 3 please fill in the following two sections (5 and 6).
5. WHAT IS (OR WILL BE) THE AGE OF THE ANIMALS USED?
6. COUNTRY/COUNTRIES FROM WHICH THE ANIMALS ORIGINATE(S) (OR WILL ORIGINATE)
SIGNING AUTHORITY
I am aware that the above information may be used to conduct a risk-based assessment before any decision is taken with regard to the accompanying Product Licence application.  I agree that if the company changes either the source or the type of animal sourced material used in the product prior to or after receiving final approval for a product submission, it must submit an Amendment of Product Licence form to the Natural Health Products Directorate of Health Canada.
Database Search
It is recommended that the user uses the down arrow through this section.
SEARCH INGREDIENT/MONOGRAPH DATABASE
If you would like to narrow your search parameters, please select one of the following substances, or leave the selection at "Any" to search all databases.
Selecting an ingredient name will add the ingredient to the form and return to section of Part 4 from where the database search was selected.
Result
Sorry, no results matched your criteria.
Pre-cleared Information
Proposed Regulatory Label Text
PRINCIPAL DISPLAY PANEL
ANY PANEL
Applicant or  License Holder
Importer
Importer:
A -Medicinal Ingredient
Ingredient:
Potency
Extract
D - Recommended Conditions of Use
Duration of Use
Recommended Dose
Directions of Use
Risk Information
Cautions and Warnings
Contraindications
Reactions Information
Provided by applicant
OUTER LABEL TEXT ONLY
B - Non-medicinal Ingredient
Non-medicinal Ingredient Number (Reference Only):
Mercury Statement
SECURITY PACKAGE
SPECIALIZED LABELLING  - INNER and/or OUTER
Homeopathic Medicines Labelling
Preservatives Used
as preservatives.
Multiple-dose Container Seal Warning
Preservatives, Isotonicity, Viscosity and Stabilization Agents
Otic Warning
Pressurized Container
Symbol of Flame Projection of Less Than 15 Centimetres
Symbol of Flame Projection 15 Centimetres or More but Less Than 45 Centimetres
Symbol of Flame Projection 45 Centimetres or More or Flashback to the Container
Symbol of Flame Projection 45 Centimetres or More or Flashback to the Container
Cautionary Statements
Organic Product Statements
Irradiated Product Statements
Eucalyptus/Camphor Product Statements
Label Text
Appropriate text must be in English and in French as per Part 5, Section 87 of the NHP Regulations
PRINCIPAL DISPLAY PANEL
ANY PANEL
OUTER LABEL TEXT ONLY
SECURITY PACKAGE
SPECIALIZED LABELLING  - INNER and/or OUTER
Symbol of Flame Projection of Less Than 15 Centimetres
Symbol of Flame Projection 15 Centimetres or More but Less Than 45 Centimetres
Symbol of Flame Projection 45 Centimetres or More or Flashback to the Container
Symbol of Flame Projection 45 Centimetres or More or Flashback to the Container
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