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Privacy Notice

The personal information you provide to Health Canada is governed in accordance with the Privacy Act. The
collection of your personal information is authorized under the Controlled Drugs and Substances Act. This
information will be used to process your application for an exemption to use a controlled substance for
scientific purposes. Information may be used to provide reports to management. The information may also be
used for research, planning, audit and evaluation purposes. In limited and specific situations, your personal
information may be disclosed without your consent to law enforcement or in accordance with subsection 8(2) of
the Privacy Act. Failure to provide the requested information may result in a refusal to process the application.
This personal information collection is described online at Info Source: Sources of Federal Government and
Employee Information Health Canada. In addition to protecting your personal information, the Privacy Act gives
you the right to request access to and correction of your personal information. For more information about these
rights, or about our privacy practices, please contact Health Canada’s Privacy Coordinator at
hc.privacy-vie.privee.sc@canada.ca. You also have the right to file a complaint with the Privacy Commissioner
of Canada if you think your personal information has been handled improperly.
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1. Licence Number

2. Name and Address of the Licence Holder

Licence Holder Name

Street Address

City

Province

Postal Code

Contact Name

Telephone Number

Email Address

3. Mailing Address (if different from licence holder address)

Street Address

City

Province

Postal Code

4. Type of Amendment(s) (check all that apply)

Section of this Apblication
Type of Amendment Proposed Amendment Application Form pga es
to Be Completed g

[ ] | Adding an activity 5.a 3
Activities

[ ] | Removing an activity 5.b 3

[ ] | Adding a substance 5.c 4
Substances

[ ] | Removing a substance 5d 4
Adding/Removing a [ Adding or removing a product manufactured 5e 5
Product Manufactured by or for' the applicant '
Adding/Removing a [] Adding or removing a product packaged by 5 f 6
Product Packaged or for' the applicant '

. . Change in quantity of base substance

Production Quantity [] oroduced in a time period 5.9 7

] Change to the legal name of the licensed 5nh 7
Legal Name dealer (SAME Certificate of Incorporation) '

Change in address appearing on the licence .

Address LI | (WITHOUT change of location) S 8
Physical Security ] Change in physical security 5 8

' Amended information will be kept on file but will not be reflected on the licence.
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5. Sections to Be Completed

Complete the sections below as required. If additional space is required, please attach pages to your application.

5.a Adding an Activity

Licensable Activity to Be Added Substance(s)1

Production (eg: synthesis, extraction)

Packaging (eg: tablets into bottles)

Sale, Sending, Transportation, Delivery

Other Activity to Be Added Substance(s)’

Laboratory analysis

Research and development

Conducting clinical studies

Distribution under Special Access Program (SAP)

Import / Export

! List all the substances that will be used to conduct the activity.

5.b Removing an Activity

Licensable Activity to Be Removed Substance(s)’

Production (eg: synthesis, extraction)

Packaging (eg: tablets into bottles)

Sale, Sending, Transportation, Delivery

Other Activity to Be Removed Substance(s)’

Laboratory analysis

Research and development

Conducting clinical studies

Distribution under Special Access Program (SAP)

Import / Export

'List all the substances that are no longer being used to conduct the activity. Please note that these substances will not
be removed from your licence unless you indicate so in section 5d below.
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5.c Adding a Substance

Applicants must verify that proposed substances appear in the schedules of the Controlled Drugs and Substances Act
(CDSA). For substances that are not listed, applicants must provide confirmation from the Status Confirmation of
Substances Section of Health Canada (hc.status-demandedestatut.sc@canada.ca) indicating that the substance to be
added to the licence is controlled under the CDSA.

Failure to include this confirmation with your application may result in it being returned to you as incomplete.

Substance* Listed in CDSA Status confirmation attached
[ [
[ [
[ [
[ [
[ [
[ [
[ [
[ [

*Name as it appears in the Controlled Drugs and Substances Act (CDSA), if applicable.

5.d Removing A Substance

Substance(s)* to be removed from the licence

*Name as it appears on your Controlled Drugs and Substances Dealer’s Licence.
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5.e Adding or Removing a Product Manufactured By or For the Applicant
The following documents are required for each new product to be added:

e A copy of the Notice of Compliance (NOC), if applicable;
e A copy of the Drug Identification Number (DIN), if applicable; and
e A sample label for each package size of the new product to be marketed.

3
Add/ Product Substance’ Strength DIN? For Other*
Remove / Unit /By
e.q: MY- Self (applicant to
Add O L.c?r.aze am Lorazepam 20mgitab | 01231111 | For O | manufacture its own
Remove (O P By O | product)
Drugmakers Inc.
(applicant no longer has
Add O | e.g: MY-Nabilone | Nabilone 1mgitab | 01111123 | For O | Drugmakers Inc.
Remove O By O | manufacturing their MY-
Nabilone product)
Add O ForQ
Remove O By O
Add O ForO
Remove O By O
Add O ForO
Remove O By O
Add O ForO
Remove O By O
Add O ForO
Remove O By O
Notes:

1. Substance: Name as it appears in the Controlled Drugs and Substances Act (CDSA).

2. DIN: Drugs authorized for sale in Canada are issued an eight-digit Drug Identification Number (DIN).

3. For/By: Indicate whether the product is manufactured by the applicant for itself or for another company, or by
another company.

4. Other: Name of party who is/was manufacturing the product for the applicant, or for whom applicant is/was
manufacturing the product.
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5.f Adding or Removing a Product Packaged by or for the Applicant
The following documents are required for each new product to be added:

e A copy of the Notice of Compliance (NOC), if applicable;
e A copy of the Drug Identification Number (DIN), if applicable; and
e A sample label for each package size of the new product to be marketed under the applicant’s name.

Add/ Product Substance' Strength | Package DIN? For/ Other*
Remove / Unit Size By

U Pharm Ltd.
(applicant no

Add @ eg: Morphine HCI 10 mg/tab 12121111 | For O  longer has U

Remove (O MY-morphine 100, 500 By (¢ | PharmLtd.
packaging
their product)
Self
(applicant to

Add O e.g: MY- Lorazepam 20 mg/tab 01231111 | For ® | start

50, 100 .

Remove (¢) Lorazepam By O | packaging its
own product)

Add O ForO

Remove O By O

Add O ForQ

Remove O By O

Add O ForO

Remove O By O

Add O ForO

Remove () By O

Add O ForO

Remove O By O

Notes:

1. Substance: Name as it appears in the Controlled Drugs and Substances Act (CDSA).

2. DIN: Drugs authorized for sale in Canada are issued an eight-digit Drug Identification Number (DIN).

3. For/By: Indicate whether the product is packaged by the applicant for itself or for another company, or by
another company.

4. Other: Name of party who is/was packaging the product for the applicant, or for whom applicant is/was
packaging the product.
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5.9 Change in Quantity of Controlled Substance Produced per Calendar Year
This table can be used to indicate:

e The addition of a new substance to be produced as raw material under the licence, or
e The quantity (in kg) of a substance to be produced as raw material for the remainder of the calendar year.

Substance’ Quantity (kg)

|O New
O Amend

ONew
OAmend

New

O Amend

O New

O Amend
New
Amend
New
Amend
New
Amend
New
Amend
New
Amend
New
Amend

ONew
O Amend

Note:

1. Substance: Name as it appears in the Controlled Drugs and Substances Act (if applicable)
5.h Change To Legal Name Of The Licensed Dealer (same Certificate of Incorporation)

Licences must reflect the legal name of the licence holder. Licence holders must inform the Office of Controlled
Substances of any legal name change in a timely manner. Activities with controlled substances cannot legally be
conducted until a licence bearing the new legal name of the company is issued.

Note: A name change involving a new certificate of incorporation requires the submission of a new licence application and
will result in a new licence number.

Previous Legal Name of the Licensed Dealer

New Legal Name of the Licensed Dealer

Supporting Documentation Included ]

Date of the Legal Name Change of the Licensed Dealer

(YYYY/MM/DD)
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5.i Change in Address Appearing on the Licence (without change of location)

Licences must reflect the correct address of the licence holder. Licence holders must inform the Office of Controlled

Substances of any address change in a timely manner.

Note: An address change due to relocation requires the submission of a new licence application to the Office of
Controlled Substances with a new security proposal and once approved, will result in a new licence number.

Previous Address

Street Address

City

Province Postal Code

New Address

Street Address

City

Province Postal Code

5. Change in Physical Security

All proposed changes to the physical security of the storage area for controlled substances must be submitted to the
Office of Controlled Substances for review, even if the change does not entail a change to the security level.

Following a complete assessment of the proposed amendment, if it is deemed that the updated security proposal may
meet the requirements of the Directive on Physical Security Requirements for Controlled Substances (Security Directive),
an inspection may be conducted to confirm compliance of the information submitted in support of the application and the

Security Directive.

NOTE: For the addition of a vault, safe or cage, the new installation cannot be used for the secure storage of controlled

substances until the new security level is reflected on the licence.

Type of Amendment

(_DChange without affecting the security level
(OcChange affecting the security level
OAdditional security level (new storage area)

OvVvault Osafe O Cage QOther:

Approved Security Level

Proposed Security Level

Description of the Change(s)

[ ]Floor plan attached
|:|Security template attached
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6. Declaration
The following statements must be signed by the Individual in Charge of the Premises.

I hereby certify that | wish to modify my Controlled Drugs and Substances Licence.
| hereby certify that all information and supporting documents provided with this application, are to the best of my
knowledge correct, complete and in accordance with the relevant sections of the Controlled Drugs and Substances Act

(CDSA) and its associated regulations.

| hereby certify that | have the authority to bind the applicant.

Individual in Charge of the Premises:

Surname (last name) Given Name(s)
Signature Date
(YYYY/MM/DD)
7. Submission

Submit this completed application form and all required documents pertaining to the proposed amendments to the Office
of Controlled Substances at hc.cds-sdc.sc@canada.ca or by mail the address below. Amendments to personnel in
charge must be submitted using the Application for Changes Affecting Personnel form. Should you wish to have your
amended licence sent by courier, you must provide the waybill(s) with your application.

Controlled Drugs Section
Authorizations Division

Office of Controlled Substances
Health Canada

AL 0300B

161 Goldenrod Drwy

Ottawa ON K1A 0K9

Note: The licensee should keep a copy of all documents.
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