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- Sterile Disposable Syringe 3ml — Luer Slip

- Trade Mark: Livingstone International Pty Ltd
- Local Representative:
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Recall detail

' ;VT pe Of Prod‘ b | Medical Device

:"TGA Rec .il Reference“ RC-2013—RN-00739-1

 Product
8l Name/Description”

| Sterile Disposable Syringe 3mL - Luer Slip

" Batch Numbers: TO9AK

{1 procuct Code: DSLO0BMLSC

Product Code for loose pack: DSLOO3MLSC(L)

’ Supplied between11 May 2011 to 1 July 2013

|| ARTG Number: 140670

Recal! Actxon evel | Retail

.v:gegallAct W Class i

Racall
Commencement Date ‘ 24/07/2013

‘| Livingstone International Pty Ltd

| Livingstone International would like to advise that batch number TO9AK of Sterile
" | Disposable Syringe 3mL - Luer Slip may not be sterile.

Recall

‘,RecéI‘l Aétion‘ -

lnstructionsx Livingstone International is requesting users to quarantine and return any affected stock.

;:Contact tnformatxon’“ © | 1300 727 204 - Livingstone International

Footnotes

i Type of Product: Mediciné, Medical Device, or Biologital

i TGA Recall Reference: Unique number given by the TGA

ii Prfbduct Name/Description:'Brand name (including' active ingredient for medicines) and may include generic reference
for the kind of medical devices. Includes all necessary information such as affected: catélogue'/ model and / or batch /
serial numbers. 7 : ; :

v Recall Action Level: The level to which the recall action is to be undertaken. This is based on the significance of the
risk and the channels through which the goods have been distributed. The recall action levels are / Wholesale /

Hospital / Retail / Consumer. 3
®* Wholesale - includes wholesalers and state purchasing authorities.
® Hospital - includes nursing homes and institutions, hospital pharmacists, ambulance services, blood and tissue
banks and laboratories as well as wholesale as appropriate.
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The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



System for Australian Recall Actions

® Retail - includes retail pharmacists, medical, dental and other health care professionals as well as wholesale
and hospital as appropriate.
® Consumer - includes patients and consumers, as well as wholesale, hospital and retail levels as appropriate.
v Recall Action Classification: Recall actions of therapeutic goods are classified based on the potential risk the
deficiency poses to patients / consumers. They are classified as Class |, Class Il or Class lIl.
® Class | recall action Qccurswhen the product deficiency is potentially life-threatening or could cause a serious

risk to health. : "
® Class Il recall action occurs when the product deficiency could cause iliness, injury or result in mistreatment,

but are not Class I. ; :
. ® Class lll recall action occurs when the product deficiency may not pose a significant hazard to health, but action

may be initiated ’for other reasons eg. quality related issues. ‘
vi Recall Commencemeht Date: The d'ate the recall strategy and communication was agreed by the TGA.
Vi Régponsible Entity: Sponsor / Suppliér/ Importer responsible for the recall actions. i
vii Reason / Issue: Reason for the recall action.
ix Recall Action: Recall action is an action taken to resolve a problem with a therapeutic good already supplied in the
market for which there are issues or deficiencies in relation to safety, quality, efficacy (performance) or presentation.

There are three distinct recall actions - recall, recall for product correction and hazard alert.
* Recall - The permanent removal of an affected therapeutic good from supply or use in the market.
® Recall for product correction - Repair, modification, adjustment or re-labelling of a therapeutic good. The
corrective action may take place at the user's premises or any other agreed location.
* Hazard alert - Information issued to healthcare professionals about issues or deficiencies relating to an
implanted medical device or biological product and advice about the ongoing management of patients.
X Recall Action Instructions: What the customer should do.
’Xi C_Qntact Information: Who the customer should contact for additional information and clarification regarding the recall

- action.-
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The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report. ‘
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