Medtronic

49 Changi South Avenue 2
Singapore 486056
www.medtronic.com

tel +65 6436 5000
fax +65 6776 6355

URGENT MEDICAL DEVICE RECALL

Covidien LigaSure™ Maryland Jaw Laparoscopic Sealer/Divider

21 December 2017

Attention: Risk Management Director and O.R. Materials Management

CC: The Chairman Medical Board and relevant Head of Departments

Dear Valued Customer:

The purpose of this letter is to advise you that Medtronic is voluntarily recalling specific item codes and production
lots of Covidien LigaSure™ Maryland Jaw Laparoscopic Sealer/Divider. This voluntary recall is being conducted
due toalogisticsissue. There are no patient safety implications related to this action.

Medtronic requests that you quarantine and return any unused products of the items/lots detailed below. Unused
products from the affected lots should be returned as described in the Required Actions section below. If you have
distributed the Covidien LigaSure™ Maryland Jaw Laparoscopic Sealer/Divider products listed below, please
promptly forward the information from this letter to those recipients. Allunused products from the affected lots

must be returned.

This voluntary recall affects only the item codes and lots listed below.

2::; Description Affected Lots

71600065V | 72570245V | 72700180V

LF1723 | LigaSure™ Maryland Jaw 23 cm Laparoscopic Sealer/Divider IS 5y | Aaclely | B dplinds
71640216V | 72500124V | 72930054V
72240030V | 72220267V | 72330094V
71730247V | 72220267V | 72330094V

LF1737 | LigaSure™ Maryland Jaw 37 cm Laparoscopic Sealer/Divider L e T PR
72080331V | 72290253V | 72630280V
72120202V

LF1744 | LigaSure™ Maryland Jaw 44 cm Laparoscopic Sealer/Divider | 71980170V
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This action is being taken with the knowledge of requlatory authorities. We request that you contact your
Medtronic representative if have any questions related to this action.

Required Actions:

1. Please quarantine and discontinue use of the affected lots listed above.
2. Please complete form even you have no inventory of the affected lots listed above.

3. Pleasereturn affected product as follows:

Customer with inventory:

Customer with
Zero Inventory

Where to send the completed form

Purchased
DIRECTLY from
Medtronic

Complete Recalled Return
form and return to your
local Medtronic
representative together
with affected units if any.

Complete form
and check the
box indicating
“noinventory”.

Contact your Medtronic
representative

Purchased from
a Distributor

Complete ALL fields on the
form and contact your
Distributor directly to
arrange for return of
product.

Complete form
and check the
box indicating
“noinventory”.

Contact to your Distributor directly.

We apologize for this inconvenience. If you have any questions or concerns, please do not hesitate to contact your

Medtronic representative.

Medtronic

Director of QRA, South East Asia
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Medtronic

49 Changi South Avenue 2

Singapore 486056
www.medtronic.com

tel +65 6436 5000
fax +65 6776 6355

RECALLED PRODUCT RETURN FORM
LigaSure™ Maryland Jaw Laparoscopic Sealer/Divider

ALL CUSTOMERS PLEASE COMPLETE THE FORM IN ITS ENTIRETY

Customer Contact Details

Medtronic Contact Details

Hospital / HCP:

By E-mail:

Address:

Telephone no:

Fax no:

E-mail:

By Post:

Even if you have no affected stock to returned, please complete this form and table; return to your local

Medtronic contacts stated above

Please tick (either one) only:

[] No, no affected inventory to be returned.

[ Yes, affected inventory to be returned.

Item code

Product
Description

Lot number

Address if distributed to
QTY (Each) another facility

| have read and understand the instructions provided and acknowledge receipt of the Covidien LigaSure™
Maryland Jaw Laparoscopic Sealer/Divider recall notification dated 21 December 2017 by signing below:

Name:

(print) Signature:

Stamp: Date:
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