Medical Device Alert

Action

Ref: MDA/2009/068

Issued: 02 November 2009 at 15:00

Device

Careline EasiMT urine collection bag
manufactured by Unomedical Ltd.

Product code 47-60-LBH.
Affected batch number 327241.

NHS Supply Chain code GDWO031.

Problem

A faulty valve has been used in the
manufacture of batch 327241 resulting in
leaks.

Action by

All health and social care workers who use
these devices or look after patients who use
these devices in their own homes.
Personnel involved in the purchase, supply
and distribution of these devices.

CAS deadlines

Action underway: 30 November 2009
Action complete: 04 January 2010

e Identify and quarantine products from this
batch.

e Contact end users who have received
affected stock and retrieve any unused
devices.

e Contact Unomedical or your distributor to
arrange for credit or replacement product.

Manufacturer
Joanna Zardzewiala
Unomedical Ltd — a ConvaTec company

Tel: 01527 583626
Fax: 01527 591198

E-mail: joanna.zardzewiala@convatec.com

Link to full Medical Device Alert
http://www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/CON060190






