






(i) has available sufficient information to substantiate that compliance with the essential principles; or
(ii) has procedures in place, including a written agreement with the manufacturer of the kind of 
devices setting out the matters required by the regulations, to ensure that such information can be 
obtained from the manufacturer within the period specified in the regulations; and
(f) either:
(i) an appropriate conformity assessment procedure has been applied to devices of that kind; or
(ii) requirements, comparable to the conformity assessment procedures, have been applied to 
devices of that kind; and
(g) the applicant:
(i) has available sufficient information to substantiate the application of the procedures referred to in 
subparagraph (f)(i) or the requirements referred to in subparagraph (f) (ii); or
(ii) has procedures in place, including a written agreement with the manufacturer of the kind of 
devices setting out the matters required by the regulations, to ensure that such information can be 
obtained from the manufacturer within the period specified in the regulations; and
(h) both of the following are complied with in relation to devices of that kind:
(i) the applicable provisions of the Therapeutic Goods Advertising Code;
(ii) the other requirements (if any) relating to advertising applicable under Part 5-1 or under the 
regulations; and
(i) devices of that kind do not contain substances that are prohibited imports for the purposes of the 
Customs Act 1901; and
(ia) devices of that kind are not to be used exclusively for one or more of the purposes specified 
under section 41BEA; and
(j) the information included in or with the application is complete and correct.

Note: See section 41BH for when a medical device complies with the essential principles, section 
41BI for when conformity assessment procedures are taken not to have been applied to a medical 
device and section 41BIA for when requirements comparable to those procedures are taken not to 
have been applied to a medical device.

41FDA Basis of certification of conformity assessment procedures
 
When certifying the matter referred to in paragraph 41FD(f), the applicant must also state that the 
certification of the matter is based: 
(a) on a conformity assessment certificate that is in force; or 
(b) on an Australian conformity assessment body certificate that is in force; or 
(c) on an overseas regulator conformity assessment document that is in force.

This is in accordance with Therapeutic Goods (Medical Devices—Information that Must Accompany 
Application for Inclusion in the Register) Determination.

IMPORTANT - It is taken that the person, who is stated in this application as the contact person, has 
authorised and electronically signed the declaration under section 41FD of the Act, as provided 
above, on behalf of the sponsor.
 
In electronically submitting this application to TGA, I hereby declare that in relation to this 
medical device the information given in this application and the above statements on this 
declaration form are current and correct.

PLEASE NOTE:
A false declaration will result in the device entry being removed/cancelled from the ARTG. 

Signatory name of the person submitting the application.:
…………………………………………….

History

6/04/2011 2:01:55 PM Approved.

Review Completed - Accepted, 6/04/2011)



Record Date
Fee 810 Date Paid 21/03/2011

Date Decision 06/04/2011

Start Dates Finish Dates Working Days
Application Received 17/03/2011 Payment Received 21/03/2011 2
Payment Received 21/03/2011 Application Decision 06/04/2011 14

Total Working Days 16




