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URGENT PRODUCT CORRECTION

TGA Reference Number: RC-2026-RN-00753-1

ADRENALINE-LINK 1:10,000 1mg/10ml

ADRENALINE (EPINEPHRINE) ACID TARTRATE
INJECTION 1MG IN 10ML BP PRE-FILLED SYRINGE (PFS)

Batch number: 0161123
AUST R 210672

FOR ATTENTION OF:

Intensive Care Unit Staff | Accident & Emergency Staff | Rapid Response Teams
Hospital Managers / CEOs | Hospital Pharmacists Clinical Directors
Purchasing Managers Nursing Managers Supplies Managers
Risk Managers Resuscitation Officers Hospital personnel

Please distribute copies and bring this Product Correction to the attention of ALL
who need to be aware of it.

Dear Healthcare Professional,

Link Medical Products, after consultation with the Therapeutic Goods Administration
(TGA), is issuing a Product Correction relating to ADRENALINE-LINK PFS (batch
0161123). We are contacting you as the potentially affected batch was supplied to your
organisation.

Background

ADRENALINE-LINK PFS is currently supplied in a twist box sealed with closure labels at
both ends. As the labels on the twist box at times appear to realign upon closure, this
may result in twist boxes with empty syringes being placed back on the crash trolley
instead of being discarded per local procedures.
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This Product Correction provides information to mitigate the risk of empty syringes
being placed back into circulation and potentially delaying the delivery of an emergency
medicine. If an empty syringe is not identified prior to use, treatment may be delayed
while a replacement product is obtained. Delays in the administration of adrenaline
during an emergency situation may adversely affect patient outcomes.

Figures 1 & 2: Current appearance of closure labels in unopened/intact
ADRENALINE-LINK PFS twist box.

Figure 1: green-and-white striped Figure 2: white closure label
closure label (unopened/intact) (unopened/intact)

Closure labels on the twist box may occasionally appear to realign after the box has
been opened and re-closed. Therefore, prior to use, both end labels should be visually
inspected to help identify previously opened packaging and detect any used or empty

syringes that may have been inadvertently returned to the twist box and subsequently
returned to stock.

Figures 3 & 4: Example of appearance of current closure labels following opening
and re-closing of ADRENALINE-LINK twist box - Lot number 0161123.

Figure 3: green-and-white striped Figure 4: green-and-white striped
closure label (opened) closure label (opened)



Actions

1. Inspect both ends of the ADRENALINE-LINK PFS (batch 0161123) twist box and
verify that the closure labels are intact prior to use.

2. Follow local procedures for the handling and disposal of used or empty
ADRENALINE-LINK PFS packaging and syringes.

3. Be aware of the updated closure label design that has been introduced in future
batches to support identification of previously opened packaging.

4. Faxoremail the completed response form to
customerservice@linkgroup.com.au or contact LINK Customer Service on 1800
181 060.

5. Please share this information with healthcare professionals and other staff
involved in the use, storage, or management of ADRENALINE-LINK PFS.

Closure Label Design Update for Future Batches

The manufacturer has developed an updated closure label design that will be available
for future batches. The revised design will incorporate a jagged asymmetrical cut
pattern when opened, providing a clearer visual indication that a twist box has been
previously opened, including where it has subsequently been re-closed.

Best Regards,

Electronically signed by: Lisa Cronin
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Lisa Cronin
QA Manager ANZ



