s Auvstralian Government

Department of Health and Ageing
Therapeutic Goods Administration

ARTG Certificate

Issued to
Store Holdings Pty Ltd
for approval to supply

STORE HOLDINGS P/L - Compress, <specify>

ARTG Identifier 120115 Class 1

ARTG Start date 27/06/2005

Product Category: Medical Device Included Class 1

GMDN 34969

GMDN Description Compress, <specify>

Intended Purpose Intended to ease pain and swelling to soft tissue injuries when applied externally.

ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following conditions:

The automatic conditions applicable to the inclusion of all kinds of medical devices in the Register are as specified in section 41FN of the Therapeutic Goods Act 1989.
The standard conditions that are imposed under section 41FO of the Therapeutic Goods Act 1989 when kinds of medical devices are included in the Register are as set
the following paragraphs.

For a medical device included in the Register under Chapter 4 and imported into Australia, the Sponsor must ensure that information about the Sponsor is provided in
way as to allow the sponsor to be identified.

Each sponsor shall retain records of the distribution of all of the sponsor's medical devices included in the Register under Chapter 4. In the case of records relating to a

AIMD medical device, Class III medical device, or Class IIb medical device that is an implantable medical device, the distribution records shall be retained for a minimu:

period of 10 years. In the case of records relating to any other device, the distribution records shall be retained for a minimum period of 5 years.
The sponsor of a medical device included in the Register under Chapter 4 shall keep an up to date log of information of the kind specified in Regulation 5.8.
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The sponsor shall provide to the Director, Office of Devices, Blood and Tissues, Therapeutic Goods Administration, three consecutive reports which include informatio a

kind specified in Regulation 5.8 that arises during the reporting period, concerning Class III, Class AIMD or implantable Class IIb medical devices. The reporting perio

first report commences on the date of inclusion and is to be at least a period of six months but not more than 18 months ending on 1 October. For subsequent reports th

reporting period is 12 months ending on 1 October.

%

Where a medical device included in the Register, contains a substance which is included in the Fourth Schedule to the Customs (Prohibited Imports) Regulations or the'Eighth

Schedule to the Customs (Prohibited Exports) Regulations the Sponsor shall, at the time of importation or exportation of the medical device, be in possession of a licen
permission for importation or exportation of each consignment of the goods as required by those regulations.

A sponsor shall ensure that a medical device within their control is stored and transported in accordance with the instructions and information provided by the manufac

Products covered by this Entry

1. Compress, <specify>
Product Specific Conditions
No specific conditions have been recorded against this entry.

Product Standard Indications

No standard indications have been recorded against this entry.
Product Specific Indications

No specific indications have been recorded against this entry.

END OF CERTIFICATE
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The details contained in this copy of the ARTG Certificate reflect the information held at the nominated date and time of printing.
The currency and accuracy of the details can be confirmed at www.ebs.gov.au.
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Department of Health and Ageing
Therapeutic Goods Administration

CERTIFICATE OF FREE SALE
FOR THE MINISTRY OF HEALTH, UNITED KINGDOM
Certificate Number: 05/847A
Products: Medichill [ce Pads
Medichill Cohesive Bandaje

GMDNS codes: 14969

Sponsor Store Holdings Pty Ltd
Linit 113 Westpaint Centie
396 Scarhprough Beach Rod
Osborne Park
Western Austialin 6017

The above product(s) ure included on the Australinn Register of Therapeutic Goods (ARTG)
under the Austrilian Register of Therapeutic Goods Number ARTG number 120115 and as
suich are availghle for free sale in Australia und for export from Australin by the Sponsor.

The Sponsor has provided a Declamtion to the Thermpeutic Goods Administration that devices
of that kind comply with the Essential Principles.
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Michael Flood
Delegate of the Secretary

Office of Devices, Blood and Tissues

215t September 2005

Adidresss PO Box 100 Woden ACT 2606 Websile: wwwiigagovaiu
Telephone: 02 6232 8444, Faesimili (2 232 8605 ABN 40 939 406 8§04



Safeguarding public health
Qur Ref: CA 009624

Mr Paul Maynard
Medichill UK |id

1a Caooperage Graen
Roval Clarance Yard
Weevil Lana
Gosport, Hampshire
PO12 1AX

United Kingdom

11 Way 2007

Drear Wr Paul Maynard,

MEDICAL DEVICES REGULATIONS 2002: REGULATION 13
Registration of Persons Placing General Medical Devices on the Market

Thani you for informing the Competent Awthority of the daefads of Manufacturers Name:-
Thermasorb Pty Ltd located at Manufacturers Address:- 9b Merola Way Campheilfield
Victoria 3061 Australia for whom you are acting as the authorised represeniative and for
supplying the medicat device infarmation.

Your registration has been recorded based an your declaration thaf you have
determined that the deviceis} fall within the definition af “medical device”, and that you
have classified it/them as falling within Regulation 18 taking inta account the intended
purpose(s) and mode{s} of action. In accepting your registration, | should maie clear
fhat the Competent Authority does not examine cach individual notification and
therefore cannot and does not necessarily endorse these determinations. Neither does
this letter represent any form of accreditation or approval by the UK Competent

Authority.
Your registration is based upon your declaration on the RG2 form and means that,

For Manufaciurers of Class | medical dovices, Assemblers, and Storilisers

You shoukd now be operating under the Medical Devices Directive and {he above Regulations
for the products you asked us 1o register, by fully comphying with the pasenlia) regUirements,
CE marking those products or labelling them as such.

For Manufacturers of Custom-mado devices
You snouid be ready to claim compliance with the Direclive and Reguiations and should be
manufaciuring custom-made devices in accordance with their requirements.

If you stop placing devices on the market orif you are nol complyirg with the
Regulations you sheuld inform us so that we can amend our records. You should be
aware that it is an offence to place on the market CE marked devices that do oot

comply with the reguiations.

The information you provided has been recorded against the reference nuner shown al the
{ap of this letler, which we ask you to quote in all fulure corespondence and communications.

Please inform us of any changes to:

= the company information
e additional generic groups of devices (nof individual products within an existing EnETic

gralip) )
v discontinuation of o generic grous of devices.

Medicines and Healtheare prodocts #egulaiony Agency
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Please use RG2, the Registration form, to tell us about any of these changes.
Thark you for registering the following generic groups of devices:

Class ! Devices:
Medichill lce Pads
Medichilf Cohesive Bandages
Medichill Gel Packs
Medichill Instant lce Packs

Custom Made Devices:
None

Products Covered By Article 12:
None

Should you have any queries regarding your registration please do not hesitate in contacting
us.

Yours sincerely

N/
,."t-:-J"‘IL)QfL\ Z‘J d A-’P\,__.......\..._,_H
Sean Williams
Reglﬂat@fy Affairs Administrator

Tei: 0207 084 3325
Fax: 0207 084 3107
Email: sean.williams@mbra.gsi.gov.uk

RegRephDD Vers Nov 06



New Sponsor Notification Confirmation Page 1 of 1
MGDSAFG
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REGULATORY INFORMATION

Medical Device Notification

Confirmation

This is to confirm that detaits of the following device have been emailed to Medsafe.
WAND Reference: 081215-WAND-85V4G2

Sponsar's own reference: Medichill Ice Pads
GMDN;

Medsafe recommends that you print and keep a copy of this confirmation as a record of your notification.
This confirmation may be used as proof of notification for prospective customers,

Notifications made using the interim process before implementation of the new system in February 2009 will not be viewable
online,

Back to Device Notification Form

http://www.medsafe.govt.nz/regulatory/MedicalDevices/DeviceConfirm.asp?ID=081215-WAND-65V... 15/12/2008



