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Infusion systems non powered infusion pump.
Easypump C-bloc RA on demand
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- Infusion systems non powered infusion pump. Easypump C-bloc RA on
demand

- Trade Mark: B Braun

- Local Representative:
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B DBRAUN
B. Braun Medica! Ltd
Thorncliffe Park
- Sheffield S35 2PW
Tel (0114) 225 9000
Fax (0114) 225 9111

httpi//www.bbraun.com

18th March 2013
Recall Information

Subject: Easypump C-bloc RA OnDemand

Art.-No.: 4440008
Batches: 152803, 182313, 192472

B Braun Medical Ltd on behalf of I-Flow/Kimberly-Clark (Manufacturer) are recalling the
above batches of the Easypump C-bloc RA and would kindly ask that all affected devices are
withdrawn from use immediately.

I-Flow/Kimberly-Clark recently determined that in a small quantity of Easypump C-bloc RA
pumps with OnDemand bolus button, the button may not lock in the down position when
depressed and/or the orange bolus refill indicator may stay in the lowermost position. In this
condition, the patient may receive continuous infusion at a rate greater than expected.

I-Flow/Kimberly-Clark's complaint analysis determined that approximately 0.04% of the pumps
(i.e., approximately 4 out of 10,000) may develop this condition. If this condition occurs, it may
not be detected during filling or priming of the pump. The use of a pump with this condition
may result in over medication of the patient and may potentially result in serious patient injury.

According to our records you have received the following stock:
Please contact ; Catherine Clulow, Team Leader Quality Complaints , Tel: 0114 2259155.

We will arrange the necessary collection of your stock and immediately issue free of charge
replacement stock.

We deeply regret any inconvenience caused by this matter and hope you understand the
measures we have to take.

Enclosed you will find an acknowledgement of receipt, we would please request that you sign
and send this back to us (fax no 0114 2259136) to confirm that you have received this notice

Yours sincerely

Peter Mitchell ¢ Karen Jackson
Technical and QA Director (R.P.) - Medical Affairs Manager

Registered in England No. 2296559




B BRAUN

Pield Safety Corrective Action - Product Recall

Subject:
Art.-No.:"
Batches:

Easypump C-bloc RA OnDemand
4440008
152803, 182313, 192472

B. Braun Medical Lt
lhorncliffe Park
Sheffield S35 2PW
Tel (0114) 225 2000
fFax (0114) 2258111

http://www.bbraun.com

PLEASE COMPLETE THIS FORM AND RETURN IT BY FAX TO 0114 2259136

We confirm that we have received and understood the "Recall Notice" in relation to:

0 We have received the Recall Notice and have stock to return and will require replacement
Product Code Batch Quantity

J We have received the Recall Notice and do not have any affected stock to return.

[ We have received the Recall Notice and have stock to return and require a credit note.
Product Code Batch Quantity

0 We have received the Recall Notice and the stock has been used without incident.
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