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1. TGAARTG 4t:

https://www.tga.gov.au/medicines-and-tga-classifications

ealth

Administration Search TG

Home Safetyinformation Consumers Health professionals RULIE(SE About the TGA News room

Home » Industry » lation basics » How therapeutic goods are regulated in Australia
Industry - = 2 =

> SME Assist Medicines and TGA classifications

~ Regulation basics

How therapeutic goods are regulated Aus;ra_ha hlas a two-tiered system for the regulation of medicines, including complementary 1
in Australia medicines:
Australian Register of Therapeutic Goods + Higher risk medicines must be registered on the Australian Register of Therapeutic Goods

) ) (ARTG), which involves individually evaluating the quality, safety and effectiveness of the
Industry educational materials

product.

Legislation & legislative instruments « Lower risk medicines containing pre-approved, low-risk ingredients and that make limited
Advertising hub claims can be listed on the ARTG.
Labelling & packaging Within the requlatory framework, medicines are classified as either registered or listed:

Import and export
Registered medicines

Clinical trials

Registered medicines are d by the TGA for quality, safety and efficacy.

Cosmetics

2. BLE E¢ 7= Search the ARTG

TTIENPEULIL JUUUS RIILETEU ITTUTE AUSUdIN REUISIED UL ITIRIdPRULIL LUUUS [ART) LT UE IdWIlIy

¥ SME Assist L .
supplied in Australia.

Regulation basics

How therapeutic goods are regulated in Information held in the ARTG
Australia

Information held in the ARTG includes:
Australian Register of Therapeutic Goods

Industry educational materals + product name and formulation details

o o + sponsor (company) and manufacturer details
Legislation & legislative instruments

Advertising hub R . . .
View public, sponsor or manufacturer information on the ARTG

Labelling & packaging

There were approximately 86,896 products on the Australian Register of Therapeutic Goods as at
Import and export Aprl 2016,

Clinical trials

Cosmetics 0 Search the ARTG

Scientific quidelines
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3. ARTG# % &

< 0 @ 5 tps/Aga-seachabentsfunelback comsssarthhiml query= beollection=ga-aty ¥ =L @
Tontact TBA: infoigaigocau | 1900 020653 | Muore contadt infy ) rrendate | subscribe

Australian Government

Department of

LEREN Safetyinformation  Consumers  F

Home AETG search

ARTG search

The Australian Register of Therapeutic Geods s 3 register of therapautic goods that can be Lwfully supplied in Australia

Search resulrs from the ARTG incude (o
and P dacuments are avalable an this website

ation [ P} and Public Sumeary documents. Not 2 CMI

You can alsa search for al procucts added to the ARTG within the |t

Seach e ARTG KN

Copyright | Pebvacy | Dischaimer [ Security | Acrmyms & chossary | Sitemap | A-Z quice | Contact the TGA ! Freedomof Information

Safety information Consumers Health professionals

4. 4> B3 F (M 4F ‘Robotic Surgical System)

Australian Government

Department of Health
pe i

Safety information  Consumers

Hame ARTG search

ARTG search

The Australian Register of Therapeutic Goods s a register of therapeutic goods that can be lawfully supplied In Austraia.

ot all CMT

You can atso search for all products added to the ARTG within the Last 2

Robotic Surgical System _
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5. 4~ M4t 3F (M4EF Robotic Surgical System)» ¥ % % %

ARTG search

The Australian Register of Therapeutic Goods is a register of therapeutic goods that can be lawfully supplied in Australia,

Search results from the ARTG include Consumer Medicines Information (CMI), Product Information (P1) and Public Summary documents. Not all CMI
and Pl documents are available on this website,

Yau can also search for all products added to the ARTG within the last 2 days, 7 days, 14 days, 31 days.

Robotic Surgical System

Advanced search + | Help

ARTG, Pl and CMI results

[ Query: Robatic Surgical System - Documents: 18 fully matching plus 480 partially matching |

1. Brainlab Australia Pty Ltd - Surgical Navigation Planning Software -...

+ ARTGID: 319846

+ Product name: Surgical Navigation Planning Software - Robatic surgical system software, navigation
+ Sponsor: Brainlab Australia Pty Ltd

* Manufacturer: BrainLAB AG

2. Zimmer Biomet Pty Ltd - ROSA® KNEE SYSTEM - Robotic surgical system

* ARTGID: 313971

* Product name: ROSA® KNEE SYSTEM - Robotic surgical system
» Sponsor: Zimmer Biomet Pty Ltd

* Manufacturer: Zimmer CAS

3. Mathys Orthopaedics Pty Ltd - Robotic surgical system

& ARTG ID: 298589
* Product name: Robatic surgical system
s Sponsor: Mathys Orthopaedics Pry Lrd

¥ kL oe

nformation.  Consumers  Health prof Indusiry  AbouttheTGA  New

Howe + AXTG search

ARTG search

The Austrahian Regrster of Therapeutic Gaods s a register of therapeutic goads that can be lawfully suppled in Australia

Search results from the ARTG include Co
and Fl documents are avallable on this websie.

dhcines Infon ), Produt |

on {P1) and Pudliz Summary documents. Not all CMI

Yiou can atse search for all products added to the ARTG withan the last

ARTG ID 232447

Mesleuca Recover Al

curcievin Camelia sinensis Harpagophiium procumbens Zingber offidnalz

Mesaleuea of Australia and New Zeaiand Pty Lid

Medcing Lisied

10 232447 - public ARTG summary (pdl]
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7. BkiE Public ARTG summary 87+ PDF % - EH e 4T (%= F 4 %):

Australian Government

Department of Health
Therapeutic Goods Administration

Public Summary

Summary for ARTG Entry: 232447 Milakeuca Recover Al
ARTG entry for Medicine Listed
Sponsor Malabruca of Australia and New Zealand Ply Lid
Fostal Address PO BOX 733, Babwyn, VIC, 3103
Australia
ARTG Start Date BI01/2015
Product category Medicine
Status Adlive
Approval area Listed Medicines
Conditions

Cobouring agents used in listed medicine for ingestion, other than those listed for export only under section 25 of the Act, shall be only those included in
the liat of ‘Colourings permitied in medicines for oral wse'.

The sponsor shall keep records relating to this listed medicine as are necessary lo: (a) Expedite recall i necessary of any batch of the listed medicine,
(b) Wdentify the manufacturer(s) of each batch of the listed medicine, Where any part of or step in manufacture in Australia of the lsted medicing is
sub-contracied to a third party who is not the sponsor, coples of relevant Good Manufacluring Practice agreements relation 1o such manufacture shall be
kept.

The sponsor shall relain recornds a[lne :hslmlmn nl the listed m«tr.lne inr a period of fve years and shall provide the reconds or copies of the reconds
ta the: C ¥ Goods PO FEqUIES],

The sponsor of the listed medicine must nol, by any means, intentionally o rnecklessly advertise the medicine for an indication other than these accepted
in relation to the inclusion of the medicine in the Register.

All reparts of adverse reactions or snmhu i i wim the use or i ion of the listed medicine shall be notified 1o the Head, Office
of Product Feview, T G after the sponsor of the goods becomes aware of those reports. Sponsors
of listed medicines must retain records of such fiports rw @ pcmd of nod kess than 18 months from the day the Head, Office of Product Review is notified
of the repon or repons.

The sponsor shall nol supply the listed medicine afler the expiry date of the goods.
Where a listed medicine is distributed overseas as well as in Australia, product recall or any other regulatory action taken in relation 1o the medicine
oulside Ausiralia which has or may have relwanoe to the qualily, safety or efficacy of the goods distibuted in Austraka, must be nolified 1o the National
Manager T| Goods the action or s known 1o the sponsor.

Produsts

1. Melaleuca Recover Al

Product Type Single Medicine Product Effective date 8/01/2015
Permitted Indications
Mo Permitled Indications inclided on Record
Indication Requirements
Mo Indication Requirements included on Recond
Standard Indications
May ly relieve joinl with mild arthrilis
Mary refieve mild rhesmatic joint pain
Specific Indications

Arewrwung oqqnd

Muscle and joint anti-inflammatory.
Helps relieve mild joint pain and stifiness as well as helping to decrease muscle aches and pains.
Helps decreasefreduce/relieve mild joint and muscular aches, swelling, pain and stilfness.

Warnings
If symplomes persist consult your healthcare practitioner (or words to that effect).
Additional Product information

Pack Size/Poison information
Pack Size Poison Schedule
Components
1. Formulation 1

Page 1of2 Produced at 16.07.2019 at 05:28:21 AEST
This is not an ARTG Certificate document.

The onus is on the reader o verify the current ofthe i ion on the subseq) to the date shown

Visit www.tga.gov.au for contact information
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