zethon

Zethon Ltd
2 Halton Brook Business Park
Weston Road

URGENT FIELD SAFETY NOTICE Aston Clinton
Bucks
Zethon Reference  ZFSN-003 P22 3WF England
Tel +44(0)1296 634090
Date of Notice 3 July 2015 Website www.zethon.com
Email info@zethon.com
ATTENTION TO All

Affected products

Manufacturer

Pre Feb 2015
Manufacturer
formerly known as

Intended device
use

Event description

Patient Risk

FORCEPS STERILE

PART NUMBERS:

AV-950, AV-952, AV-953, BAF2015-05, BAF2015-10, BMF2010-05, BSF2015-05, BSF2015-
10, BSF2015-20, BSF2020-05, BSF2020-15, BSF2020-20, BYF2020-10, BYF2020-20, CM-
090/1-D, CM-094/1B-D, CM-094/1-D, CM-094B-D, CM094-D, CM-06/1-D, CM-096, CM-
098/22-D, CM-099-D, CM-099, EM-091/D, EM-094/1-D, EM-094/21-D, EM-098/24A-D,
EM-098/24DW/A, EM-099-D, PH-091/201D, PH-094/10.5D, PH-096/181D, REM-090/1-D,
REM-091/6-D, REM-091-D, REM-092/4-D, REM-094/1B-D, REM-94/1-D, REM-094-D, REM-
095/4-D, REM-095-D, REM-095-DS, REM-096/15-D, REM-096/1-D, REM-096-D, REM-
097/1-D, REM-098/1-D, REM-098/21-D, REM-098/22-D, REM-098-24-D, REM-098/2A-D,
REM-098-D, REM-099-D, REM-099-DNS, VC-094-D, VC-096-D, VC-099-D, YSO-9225, YSO-
9325, YS0-9425, YSO-9625

BATCH NUMBERS:

238, 340, 341, 342, 343, 2038, 2039, 2041, 2043, 2044, 2047, 2048, 2049, 2050, 2051,
2053, 2056, 2057, 2059, 2060, 2061, 2062, 2063, 2072, 2073, 2074, 2075, 2080, 2082,
2083, 2086, 2087, 2088, 2089, 2090, 2093, 2094, 2095, 2096, 2097, 2098, 2101, 2102,
2103, 2105, 2106, 2107, 2108, 2109, 2112, 2113, 2114, 2115, 2116, 2117, 2118, 2119,
2127,2128, 2129, 2130, 2133, 2136, 2137, 2138, 2144, 2147, 2148, 2150, 2151, 2152,
2156, 2160, 2161, 2162, 2165, 2168, 2169, 2172, 2184, 2186, 2187, 2188, 2189, 2192,
2194, 2195, 2196, 2197, 2198, 2199, 2202, 2203, 2207, 2208, 2209, 2212, 2213, 2176L,
2200L, R2162, R2181, R2187, R2188, R2189, R2198, R2207, R2208, R2209,

Zethon Limited
2 Halton Brook Business Park, Weston Road, Aston Clinton, Bucks

HP22 5WF, UK

Ross Electro Medical Limited
Units K1-K3, Quarry Field Industrial Estate, Mere, BA12 6LA, UK

The above listed products are designed to be used as a sterile bipolar forceps.
Zethon has advised that all listed products above, which also have a batch number listed
above, have problems with sterility.

There have been no reported safety incidences from using the product.

Advise on action to be taken immediately
1. Immediately inform hospital staff, product users, sales representatives, distributors and any
other personnel who may be in contact with the above listed to quarantine products.

Formerly trading as Ross Electro-Medical Ltd.

Registered in England. Company 2973862



2. Please complete, print, sign date and return the attached Customer Response Form to confirm
the effectiveness of the resulting action and to assist with stock accountability

3. Return all stock to the manufacturer for the above address. Each shipment must be clearly

labelled with the following details:
Attn. Zethon Vigilance — FSN0O3

MHRA have been informed of this recall. Should you have any queries or would like further assistance
with the issue please contact:

Email: vigilance@zethon.com
Telephone: +44 (0) 1296 634 090

Thank you in advance for your cooperation.

Yours faithfully

S . \i-\-«—w—:‘&\\(‘

Will Desoutter
Director




zethon

URGENT FIELD SAFETY NOTICE

Customer Response Form

Regulatory Action Field Safety Notice

Description Sterile Bipolar Forceps

Please complete this page to confirm which product(s) you hold in stock that are listed in the
above letter.

Product Code Batch Number Quantity

Representative/Distributor/
Hospital Name and Address
at location for the above
listed batches

Contact Name

Contact Title

Contact Signature

Contact Telephone Number

Contact Email Address

Date of form completion




