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Form F201
Change of a Manufacturer’s Registration Status

1. Pursuant to sections 32.3 and 32.4 of the Canadian Medical Devices Regulations and section
5.4.2.1 of Health Canada’s Policy on Canadian Medical Devices Conformity Assessment
System (CMDCAS), the registrar noted below hereby informs the Medical Devices Bureau
of the following:

I:I Suspension I:I Withdrawal / Cancellation Reduction of scope

(*attach copy of new certificate)

of the quality management system certificate identified in section 2 of this form.

PrOVIAE Aetails: oonee e e e e e e

2. 1SO 13485:2003 registration information
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This change to the above certificate is effective as of (YY/MM/DD): .......cc.coeiviiiiiiiiiiiiiiiennn,
Name of registrar’s rePreSENtAtIVE: ... ...c.oit ittt e e et e e e e e e e e e
SIgNALUNE: .. e e e Date (YY/MM/DD): ....ovvvivenennnnn.

Number of pages (including this form): ................

Instructions:

1. Fill out all applicable fields of this form.
2. Fax or e-mail form to Health Canada within 15 days of the effective date of suspension, withdrawal /
cancellation, or scope reduction.
3. Ifthis is to notify of a scope reduction, attach a copy of the new certificate including all attachments to
the certificate.
4.nd this form by fax to (613) 946-6758. Attention: Head, Quality Systems Section, or email a
brtable document format (PDF) version of the completed form to F201@hc-sc.gc.ca
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Sticky Note
Please note Emergo Group has identified this as an incorrect address.

Application forms should be sent to: 

Device Licensing Services Division
Medical Devices Bureau
Therapeutic Products Directorate
Health Canada
2934 Baseline Road
Address Locator: 3403A
OTTAWA, Ontario  K1A 0K9

Phone: (613) 957-7285
Fax: (613) 957-6345
E-mail: device_licensing@hc-sc.gc.ca





