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Certification to Medical Devices - Quality Management Systems (1ISO13485:2003)
Organization Profile Form
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Please fill this profile form for quotation. Please also call BSI Group Japan KK. if you have any queries. Any information provided in
this form will be regarded as confidential.
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E-mail Address: Organization Website:

24350 organisation Details
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Is your firm part of some

larger organization? If Yes, @50)
please specify the name of
organization:
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Address:Main site (1) ()
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Number of Manufacturing Sites : Number of Employees:
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Total Staff at Site (1) Number of Employees in production/service:
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Describe work actwity at this site:
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Note: If Invoice address is different please inform BSI Group Japan K.K. in writing.
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Other sites to be included in certification (Name, Location): (Please attach separate sheet if there are more than 3 locations.)
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Other Site (2): (E30)
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Total Staff at Site  (2)
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Number of Employees n production/service:
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Number of Employees in
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services:
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Describe work activity at this site:
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Describe work activity at this site:
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What management system standard do you require?

1SO13485: 2003
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Scope/Devices to be Covered:
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72XV Y. Listany services which are to be included in your scope of registration, butw hich you outsource:
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Continuous Assessment Frequency
(Please cicle one)
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Annual Every 6 months
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Number of Sterilization Processes Used
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If sterilization is subcontracted, provide name of company
and details of their current quality system certffications:
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Details of other subcontractors
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Is your quality manual ready yet?
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If No, when do you expect it to be completed (enter a date

after today's date)?
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Did you have a valid ISO 9001:2008 certficate w thin the
past 6 months?
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Preferred date of Initiall Audit Year Month Tarr;;‘tift_'on Year Month
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Use Consultant? No
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Signature;
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Title;
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Date:
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BSI Group Japan K.K.

On completion of this form please return it to:
T 107-0061 HUASEXALF 111 2-12-28  F [l E/L 5
5th Floor, Seizan Bldg., 2-12-28 Kitaaoyama, Minato-ku
Tokyo 107-0061 JAPAN
Tel: (03) 6890-1172 Fax:(03) 6890-1181 Internet www bsigroup.com
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