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URGENT - FIELD SAFETY NOTICE - MEDICAL DEVICE RECALL

COMVITA™ Medihoney® Wound Gel
Manufacturer: DERMA SCIENCES, Inc. 104 Shorting Rd. Scarborough, Ontario M1S 354

EC Representative: INTEGRA LIFESCIENCES SERVICES (France) SAS - Immeuble Séquoia 2 -
97 Allée Alexandre Borodine - 69800 SAINT PRIEST, France - SRN : FR-AR-000002474

Primary Clinical Purpose: Assist in healing minor burns, cuts, grazes and ulcers
Impacted Products:

MEDIHONEY Antibacterial Wound Gel - 25¢ tube
MEDIHONEY Antibacterial Wound Gel - 50g tube

Date: 11/03/2026
‘Dear Valued Customer,

The purpose of this letter Is to Inform you that Integra LifeSciences is voluntarily recalling
COMVITA™ MediHoney® Wound Gel products listed in Table 1.

Reason for Recall:  Packaging failures were identified related to the MediHoney® Wound and
Burn products, which could lead to a breach in the sterile barrier.

Table 1: Impacted Product Information

Product NMC Comvita CE Batch Numbers
Code Code Certificate
Comvita MediHoney 103435 cOomM389 2326, 2328, 2340,
Antibacterial Wound 2341,2345,2419,2429,
Gel 25G 2433
Comvita MediHoney 103486 COME0060 2326, 2332, 2346
| Antibacterial Wound
Gel 506G




‘Risk To Health

It the packaging of a sterile product is inadequate and the product is used on an open wound,
there is a potential risk of infection. Additionally, the inability to use the device due to packaging
fallures may cause inconvenience to the user and delay care. There is no long-term health
consequences expected due to this problem.

Mo incident has been reported in Europe.



