CUSTOMER NOTICE - URGENT - MEDICAL DEVICE FIELD SAFETY NOTICE

DUODERM CGF DRS 10X10CM (1X5PK) NAI
DUODERM XTHIN DRS 10X10CM (1X10PK) NAI
DUODERM XTHIN DRS 15X15CM (1X10PK) NAI

Dear Product User,

We are writing to inform you of a potential product packaging issue affecting batches of the above
listed products. An increasing trend of in complaints related to open seals, tears and rips in the
primary packaging was reported in 2020 for DuoDERM Extra Thin and DuoDERM CGF products
families. As the potential hazard is the dressing being open or the product being sealed within the
seam of the primary package, there is potential for a breach in the sterile barrier resulting in a
possible risk of infection, delayed wound healing and increased scarring. For this reason,
ConvaTec are initiating a voluntary recall of product potentially affected by this issue. The
following batches of products are being recalled:

ICC# Lot#
187957 9J02859
187955 9L01731
187955 9H01234
187955 9M01779
187660 9B02984Y
187660 9K05775
187660 0A03460
187660 9A04124Y

NOTE: Only the product codes and lot numbers identified within this notice are affected.
We are providing you with this communication to make you aware of the issue and outline the
steps that you can take if you have product affected by this issue.

1) Check all DuoDERM products in your possession against the Product Codes and Lot Numbers
listed above.

2) Please return all affected stock to your original supplier for reimbursement.

ConvaTec strives to provide the highest quality products and services to every customer. We
want to reassure you that we have addressed the issue on the manufacturing line and corrected
product has been distributed into the market.

Contact details of local representative (name, e-mail, telephone, address etc.)*

ConvaTec Hong Kong Customer Service
Tel: (852 ) 2516 9182
Email: CSHK@CONVATEC.COM
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ConvaTec Hong Kong Customer Service
EEEh: (852) 25169182
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