Australian Government

Department of Health
Therapeutic Goods Administration

Quality Management System Certificate
ISO 13485:2016

Issued to:
ANSTO

This is to certify that the Quality Management System for the manufacture of the services
described below conforms to the relevant provisions of 1IS013485:2016.

TGA File Number: 20147010418
Manufacturer Name: ANSTO
Manufacturer Address: Building 23

New Illawarra Road
LUCAS HEIGHTS NSW 2234
AUSTRALIA

Scope of Certification: Provision of sterilization services by Gamma Irradiation of therapeutic
goods.

Effective Date: 30 January 2019
Expiry Date: 27 November 2019

This Certificate is valid for the period indicated
subject to periodic and satisfactory surveillance.

/4‘4”% 30-Jan-17

Signature Date

MI-2018-CE-05784-1

Director

Quality Audits and Assessments Section
Medical Devices Branch

Therapeutic Goods Administration

PO Box 100, Woden ACT 2606 Australia
Phone: +61 (0)2 6232 8540

This Certificate is the property of the Medical Devices Branch, TGA, and must be returned upon demand.




