LIFE SCIENCES

® Q +44 (0) 2920 854 390 BRUNEL WAY, BAGLAN ENERGY PARK,
EC%LAB @ +44 (0) 2920 854 395 NEATH, SA11 2GA, UK

www.ecolabcc.com
infocc@ecolab.com

Follow up to the Klerpack BD Syringe Multi-Pack Field Safety Notice dated 2"
September 2016

Follow up to URGENT FIELD SAFETY NOTICE

According to MEDDEV 2.12/1 rev. 8 ANNEX 5

Commercial name of product: Klerpack BD Syringe Multi-Pack
Product Code / REF: see product listed in this letter

Lot: see product listed in this letter

Type of action: Field Safety Corrective Action
Attention: Hospitals - Pharmacy, Nuclear Medicine/

Radiopharmacy, Purchasing and Quality Departments

Industry - Purchasing, Quality and Production
Departments

12" September 2016
Dear Customer,
this is a follow up to the Field Safety Notice dated 2™ September 2016.

Details of affected devices:

Compared to the initial Field Safety Notice dated 2nd September 2016, the list of affected
products has changed. Please find below in Table 1 a list of products that have been
removed from our original Notice. We can confirm that these products are not affected as
they have different packaging (Tyvek®) and were included in error in the original Field
Safety Notice.

Klerpack BD Syringe Multi Packs, affected product SKU’s and lot numbers see are listed in
Table 2 in this letter.

Description of the problem:

Internal testing has identified that the sterile packaging may contain small holes in

the film of the pouch. If holes are present, the package integrity is compromised and there is
a risk that the syringe may no longer be sterile.

Actions to be taken by the user:

Please immediately examine stock and promptly quarantine the affected products & lots as
per Table 2 of the Follow up Field Safety Notice (see Table 2).

If you have further distributed the product subject to this Field Safety Notice, please identify
your customers and notify them at once of this Field Safety Corrective Action. Your
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notification may be enhanced by including a copy of this Field Safety Notice. This Field
Safety Corrective Action should be carried out to the user level. Please monitor and
reconcile the actions taken on the affected lot from your customers.

Please complete and return the enclosed response form by either fax or email as soon as
possible, but no later than 30" September 2016.

Upon receipt of the completed response forms, we will issue a return material authorization
(RMA) and ask that you return any unused product of the affected batch to Ecolab Ltd. at the
address listed in the attached form. We will issue a credit for the unused product upon
receipt.

Transmission of this Field Safety Notice:
This follow up notice has been provided to:
Local Competent Authorities

Intertek

Davy Avenue

Knowlhill, Milton Keynes

MK5 8NL, United Kingdom

Please maintain awareness on this notice and resulting action for an appropriate period to
ensure effectiveness of the Field Safety Corrective Action.

Please contact your local Customer Service or Sales Representative if you have any
questions or concerns regarding this notification.

Yours faithfully

/s

Phil Addison
Global Quality Director Life Science
Life Science
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Table 1: Products that have been removed from our original Notice

Product SKU Product Name Lot Numbers

5323SW1D, 4413SW3D, 2443SW3D
1483SWe6D, 3264SW1D, 1304SW2D
1334SW5D, 1464SW1D, 2494SW1D
Klerpack BD 30ml Syringes — US Specification 10 | 3065SW2D, 2095SW6D, 2145SW1D
packs x 25 pcs 3165SW3D, 1185SW1D, 3205SW1D
4295SW3D, 4305SW1D, 4026SW3D
2056SW4D, 2066SW3D, 2076SW2D
1316SW3D

3333SW3D, 2373SW2D, 7393SW1D
3413SW2D, 1433SW1D, 3453SW1D
2473SW1D, 4493SW1D, 1034SW1D
2054SW1D, 1084SW1D, 2094SW2D
2094SW1D, 3134SW3D, 3154SW2D
2154SW4D, 3154SW1D, 3174SW2D
2214SW2D, 4214SW1D, 3214SW4D
1254SW2D, 3264SW3D, 1284SW4D
2294SW4D, 2294SW5D, 2334SW2D
5374SW1D, 1384SW1D, 5424SW1D
3444SW1D, 3454SW1D, 5494SW3D
4055SW3D, 3095SW2D, 1105SW4D
1135SW1D, 2145SW3D, 2175SW3D
6175SW6D, 5175SW3D, 1245SW1D
2255SW2D, 4345SW2D, 5345SW4D
5345SW3D, 4365SW3D, 2375SW1D
1375SW3D, 2375SW2D, 3375SW6D
2405SW1D, 3395SW1D, 6395SW5D
2395SW1D, 2395SW2D, 2405SW2D
1425SW1D, 3435SW1D, 2485S5W2D
4505SW1D, 3515SW2D, 3056SW1D
4066SW9D, 4306SW2D, 6336SW2D
1323SW4D, 2323SW3D, 2383SW3D
2423SW2D, 2473SW2D, 1054SW7D
2104SW4D, 3164SW3D, 3194SW1D
Klerpack BD 30ml Syringes - US Specification 3194SW2D, 5284SW2D, 2304SW1D
10 packs x 50 pcs 5334SW2D, 2364SW1D, 4404SW1D
2494SW4D, 3065SW4D, 3125SW4D
4175SW2D, 5185SW2D, 3215SW2D
1056SW2D, 2066SW2D

3040020

Klerpack BD 60mISyringes - US Specification
3040040 10 packs x 25 pcs

3040130
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Table 2: Amended list of affected products (as confirmation, with the exception of the
removal of the products in Table 1, there have been no further changes made to this list)

Product SKU Product Name Lot Numbers

3038080

Klerpack BD 1ml Syringes - EU/US Specification
10 packs x 5 pcs

4483SW4D, 3064SW3D, 3104SW1D
3236SW3D, 4246SW5D

3038090

Klerpack BD 10ml Syringes — EU/US
Specification 10 packs x 5 pcs

2313SW3D, 1363SW5D, 2393SW3D
2433SW3D, 1483SW4D, 4503SW4D
5124SW1D, 4124SW4D, 5144SW2D
5144SW5D, 2274SW1D, 4354SW5D
2384SW1D, 5434SW2D, 2514SW2D
3045SW3D, 3075SW1D, 4125SW2D
52458W4D, 1285SW2D, 5305SW3D
24355W2D, 2435SW5D, 1485SW1D
2026SW3D, 2046SW2D, 4076SW1D
3086SW2D, 4086SW3D, 4126SW3D
3286SW1D

3038100

Klerpack BD 60ml Syringes — US Specification
10 packs x 5 pcs

3353SW1D, 3353SW2D, 1413SW4D
3433SW1D, 2473SW4D, 5493SW5D
25235W2D, 2064SW3D, 5104SW2D
4104SW4D, 4164SW3D, 4164SW4D
5244SW2D, 1294SW2D, 1294SW3D
2304SW2D, 4374SW1D, 3374SW6D
1414SW3D, 1414SW1D, 4424SW1D
1464SW2D, 3494SW1D, 3494SW3D
4514SW3D, 4055SW1D, 3065SW3D
2095SW7D, 4125SW3D, 3165SW4D
42158W3D, 4255SW2D, 4405SW4D
4465SW4D, 3515SW3D, 3016SW1D
2016SW5D, 1026SW4D, 1026SW1D
1216SW3D, 6216SW2D, 2286SW3D

3038110

Klerpack BD 1ml Syringes — EU/US Specification
10 packs x 10 pcs

5313SW3D, 3373SW3D, 2413SW2D
3433SW6D, 4453SW1D, 4513SW2D
2074SW5D, 4114SW4D, 4134SW3D
4194SW1D, 4254SW2D, 4264SW4D
4314SW3D, 4314SW1D, 1474SW2D
4484SW2D, 4045SW5D, 5065SW6D
4105SW4D, 3145SW4D, 6215SW3D
1255SW1D, 2285SW3D, 3305SW2D
1335SW2D, 4435SW2D, 1435SW1D
3505SW1D, 3036SW2D, 3046SW2D
1256SW2D, 2266SW2D

3038120

Klerpack BD 10ml Syringes - EU/US Specification
10 packs x 10 pcs

2343SW4D, 2343SW3D, 1343SW3D
1343SW1D, 1343SW2D, 3363SW3D
4393SW1D, 1453SW2D, 1473SW5D
6493SW4D, 5014SW1D, 4074SW1D
3074SW5D, 2114SW1D, 4144SW6D
3204SW3D, 5254SW2D, 4334SW2D
1394SW1D, 1394SW2D, 4434SW1D
5454SW1D, 4454SW4D, 2514SW1D
1514SW3D, 3045SW2D, 2065SW2D
20758W2D, 3155SW6D, 1165SW2D
4225SW3D, 3225SW3D, 1285SW4D
4295SW5D, 3325SW2D, 2405SW5D
1425SW5D, 2455SW7D, 1465SW7D
25158W3D, 3535SW3D, 2036SW4D
6106SW1D, 4256SW1D, 5266SW3D
3286SW4D, 1296SW1D

3039820

Klerpack BD 3ml Syringes - EU/US Specification
10 packs x 5 pcs

1463SW2D, 6493SW2D, 3044SW2D
5094SW2D, 2244SW5D, 5384SW1D
5045SW1D, 4145SW6D, 5245SW1D
52758W2D, 1335SW1D, 2046SW4D
1076SW3D, 3286SW2D

3039830

Klerpack BD 5ml Syringes - EU/US Specification
10 packs x 5 pcs

4363SW1D, 6373SW3D, 5054SW1D
2144SW3D, 2234SW4D, 2244SW6D
1274SW1D, 5314SW5D, 1434SW1D
2474SW2D, 2065SW1D, 5265SW3D
2365SW1D, 3385SW1D, 4385SW1D
34158W1D, 1076SW1D, 3236SW4D
4246SW6D, 3286SW3D

3039840

Klerpack BD 20ml Syringes - US Specification

4313SW2D, 1453SW5D, 6493SW5D
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10 packs x 5 pcs

5034SW2D, 1064SW4D, 2064SW1D
1104SW2D, 3514SW3D, 4045SW2D
11458SW2D, 4255SW1D, 5275SW4D
5305SW2D, 4405SW1D, 2425SW2D
34955W2D, 1046SW5D, 2076 SW3D
3236SW2D, 4246SW4D

3039850

Klerpack BD 30ml Syringes - US Specification
10 packs x 5 pcs

5493SW4D, 5503SW2D, 1024SW3D
1054SW4D, 1184SW6D, 2184SW3D
5294SW2D, 5294SW1D, 2444SW1D
1494SW3D, 2055SW3D, 5085SW2D
31158W2D, 4165SW1D, 5215SW3D
22458W1D, 4295SW1D, 3295SW5D
44058W2D, 2425SW3D, 2455SW6D
54955W2D, 1236SW3D, 1276SW2D

3039870

Klerpack BD 3ml Syringes - EU/US Specification
10 packs x 10 pcs

1333SW1D, 5363SW1D, 3393SW3D
2443SW1D, 5463SW1D, 4513SW5D
3034SW5D, 3064SW5D, 3084SW5D
4084SW2D, 5134SW2D, 1144SW3D
4194SW1D, 4194SW5D, 2234SW2D
5264SW2D, 4294SW1D, 5314SW2D
3404SW1D, 5504SW1D, 3025SW1D
1045SW4D, 5045SW3D, 1075SW4D
5105SW2D, 5155SW3D, 2155SW3D
1225SW2D, 1235SW4D, 3245SW1D
4285SW3D, 4335SW1D, 4405SW3D
2425S5W4D, 4445SW1D, 1525SW1D
45158W5D, 3016SW2D, 2026SW1D
2046SW3D, 5096SW1D, 1126SW1D
1296SW2D

3039880

Klerpack BD 5ml Syringes - EU/US Specification
10 packs x 10 pcs

3333SW1D, 2363SW4D, 3393SW1D
5413SW1D, 4433SW2D, 1473SW1D
1473SW4D, 2513SW1D, 3024SW2D
4044SW1D, 5054SW3D, 4064SW3D
5114SW1D, 5114SW3D, 3144SW4D
5184SW4D, 2244SW7D, 3264SW2D
1274SW4D, 2474SW3D, 1514SW1D
4025SW3D, 2045SW4D, 2045SW3D
20758SW1D, 1115SW2D, 3155SW1D
2185SW5D, 2235SW1D, 3245SW2D
42855W4D, 2335SW1D, 4385SW2D
1425SW6D, 1455SW4D, 3515SW1D
3026SW1D, 2026SW4D, 5056SW1D
2086SW1D, 1106SW1D, 4106SW3D
3196SW6D, 3236SW5D

3039890

Klerpack BD 20ml Syringes - US Specification
10 packs x 10 pcs

1313SW4D, 3413SW3D, 3453SW2D
1523SW1D, 2064SW2D, 2064SW6D
5074SW3D, 1094SW3D, 2104SW3D
2194SW4D, 2194SW6D, 2234SW6D
4274SW4D, 4274SW5D, 3324SW2D
4324SW2D, 1444SW1D, 3474SW4D
3474SW3D, 3474SW5D, 4514SW14
3035SW1D, 1065SW1D, 1085SW1D
3075SW3D, 2125SW1D, 2165SW1D
32255W2D, 3235SW1D, 2295SW1D
32955W1D, 3305SW3D, 2335SW2D
25158W2D, 2535SW3D, 1016SW3D
2016SW2D, 5016SW4D, 2046SW1D
5046SW1D, 4066SW8D
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3039900

Klerpack BD 30 ml Syringes - US Specification
10 packs x 10 pcs

4313SW3D, 2343SW6D, 3343SW1D
2363SW1D, 2403SW2D, 1423SW1D
3463SW2D, 2503SW2D, 1503SW2D
5024SW2D, 1074SW1D, 1104SW5D
2134SW3D, 3184SW3D, 3184SW5D
2234SW7D, 2264SW4D, 2264SW2D
1284SW2D, 1284SW3D, 1304SW1D
24448SW3D, 4474SW3D, 3514SW5D
3055SW2D, 2095SW3D, 2125SW3D
3165SW2D, 1225SW3D, 2245SW5D
5265SW5D, 4295SW2D, 4445SW3D
44355W4D, 2485SW1D, 2036SW1D
1046SW2D, 2246SW2D

3039910

Klerpack BD 60ml Syringes - US Specification
10 packs x 10 pcs

3323SW3D, 1363SW1D, 2383SW3D
3403SW3D, 2433SW4D, 3463SW3D
2483SW3D, 2503SW3D, 2513SW2D
2024SW1D, 2044SW1D, 2064SW4D
3134SWe6D, 2174SW2D, 4184SW1D
2234SW8D, 2294SW3D, 2294SW2D
2294SW1D, 2334SW1D, 2364SW2D
2364SW3D, 4374SW3D, 2464SW2D
4494SW2D, 4494SW3D, 3065SW5D
21058W2D, 2135SW3D, 1175SW3D
32258W1D, 2245SW4D, 1265SW1D
3365SW5D, 3365SW2D, 4425SW4D
24455W1D, 1475SW2D, 5465SW2D
1505SW2D, 2505SW1D, 2505SW2D
2036SW6D, 4116SW2D

3039920

Klerpack BD 1ml Syringes - EU/US Specification
10 packs x 25 pcs

2333SW1D, 6343SW6D, 2353SW1D
1383SW3D, 3443SW4D, 3034SW2D
3054SW4D, 3084SW1D, 5174SW1D
4224SW2D, 4504SW1D, 2025SW3D
1075SW2D, 4105SW8D, 4145SW3D
6215SW1D, 2265SW1D, 5285SW2D
1435SW5D, 3036SW1D, 3056SW5D

3039940

Klerpack BD 3ml Syringes - EU/US Specification
10 packs x 25 pcs

4333SW5D, 1363SW3D, 3403SW1D
2403SW3D, 4443SW3D, 4014SW3D
4054SW4D, 3074SW3D, 3094SW3D
3304SWD2, 5504SW5D, 5045SW4D
6215SW2D, 3235SW3D, 3265SW2D
3335SW1D, 4375SW1D, 415SW4D
1146SW1D, 4146SW2D, 2166SW2D

3039960

Klerpack BD 5ml Syringes - EU/US Specification
10 packs x 25 pcs

1443SWe6D, 2463SW2D, 5473SW3D
4503SW2D, 3503SW2D, 4503SW3D
5084SW2D

3039980

Klerpack BD 10ml Syringes - EU/US Specification
10 packs x 25 pcs

4333SWSD, 4373SW2D, 5503SW1D
4024SW2D, 4044SW5D, 5064SW3D
4204SW4D, 2224SW2D, 3274SW1D
1324SW4D, 5354SW2D, 3394SW2D
5434SW3D, 3464SW8D, 1494SW1D
3514SW1D, 4075SW4D, 4135SW5D
7175SW1D, 4205SW4D, 1255SW5D
43255W1D, 5325SW2D, 2365SW6D
4365SW1D, 4385SW3D, 2445SW4D
1465SW1D, 1475SW4D, 4475SW3D
24758W3D, 4525SW2D, 2535SW1D
4116SW1D, 2156SW4D, 2166SW1D
4176SW2D,

3040000

Klerpack BD 20ml Syringes - US Specification
10 packs x 25 pcs

4403SW4D, 5423SW1D, 3463SW1D
1503SW1D, 1044SW2D, 1044SW1D
5274SW2D, 5324SW1D, 4514SW2D
3035SW3D, 2085SW2D, 3115SW1D
41558W5D, 1295SW3D, 2315SW1D
53558W2D, 5375SW3D, 1445SW2D
1465SW5D, 24955W4D, 1515SW3D
2535S8W2D, 4535SW1D

3040060

Klerpack BD 1ml Syringes - EU/US Specification
10 packs x 50 pcs

3313SW2D, 5343SW2D, 7393SW4D
4423SW6D, 5443SW2D, 4473SW1D
4184SW5D, 5224SW4D, 3175SW1D
5185SW4D, 3265SW3D, 4275SW1D
33355W2D, 1345SW1D, 3046SW1D
4066SW7D, 2076SW4D
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3040070

Klerpack BD 3ml Syringes - EU/US Specification
10 packs x 50 pcs

6343SW2D, 4343SW1D, 4343SW3D
4393SW2D, 5393SW1D, 6493SW3D
1513SW4D, 5513SW1D, 4064SW1D
4104SW1D, 1184SW2D, 4244SW1D
4254SW5D, 4294SW3D, 4384SW1D
4424SW3D, 2474SW1D, 1055SW2D
5105SW4D, 4135SW3D, 2155SW5D
3435SW3D, 4455SW6D, 4515SW4D
2036SW5D, 4046SW3D

3040080

Klerpack BD 5ml Syringes - EU/US Specification
10 packs x 50 pcs

3343SW4D, 4423SW1D, 5483SW1D
4034SW2D, 1124SW3D, 4144SW2D
3204SW1D, 2224SW4D, 1274SW5D
1324SW2D, 3434SW1D, 5484SW2D
1514SW2D, 41158W2D, 3155SW5D
21958W1D, 3235SW5D, 4505SW4D
45355W1D, 4046SW6D, 1096SW1D

3040100

Klerpack BD 10ml Syringes - EU/US Specification
10 packs x 50 pcs

2324SW1D, 1364SW2D, 1394SW4D
3474SW1D, 4045SW1D, 1125SW1D
41758W1D, 4195SW1D, 4195SW2D
32558W1D, 1295SW5D, 2305SW3D
4375SW4D, 3415SW3D, 2455SW2D
34955W1D, 2036SW3D, 1086SW3D
3106SW2D, 5146SW1D, 4166SW3D

3040120

Klerpack BD 20ml Syringes - US Specification
10 packs x 50 pcs

2423SW3D, 2493SW2D, 5044SW2D
2104SW5D, 1214SW1D, 5284SW1D
1334SW2D, 3374SW2D, 4394SW1D
2434SW1D, 3464SW4D, 3464SW1D
3464SW2D, 3464SW3D, 1055SW5D
3085SW1D, 3125SW1D, 1145SW3D
21655W2D, 3165SW1D, 4195SW3D
41958W4D, 4235SW3D, 3255SW3D
3295SW3D, 5335SW1D, 2385SW5D
54758W2D, 4505SW5D, 1016SW2D
5016SW3D, 4076SW2D, 1086SW1D

3058710

Klerpacks BD 10ml Syringes — EU/US
Specification / B Braun Blue Capped
10 packs x 50 pcs

2254SW2D, 2364SW4D

3058720

Klerpack BD 3ml Syringes — EU/US Specification
/ B Braun Blue Capped 10 packs x 50 pcs

3334SW1D
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Response Form - Klerpack BD Syringe Multi-Pack

Please Fax or Email this Completed Response Form to:

TO: Customer Service, Ecolab Ltd

FAX: +44 (0) 2920 854 391

EMAIL: infocc@ecolab.com

RE: Field Safety Corrective Action — Klerpack BD Syringe Multi-Pack
CUSTOMER NAME:

CONTACT PERSON:

CONTACT PERSON

PHONE:

Please check ALL appropriate boxes

O | have read and understand the instructions proyided in the Field Safety Notice dated 2™ September
2016.

| | have checked my stock and have returned inventory consisting of cases.

Any adverse events associated with the affected product?: ] Yes ] Mo

If yes, please explain:

Please check the appropriate box{es) to describe your business:

] wholesaler/distributor [l retailer
Il re-packer | manufacturer
O hospital/medical facility O medical laboratary

Please confirm the quantity of recalled product remaining available for use at your facility:

Product SKU Lot Number(s) Quantity Originally Quantity of Product Available

Shipped to Customer for Return and Credit

PLEASE RESPOND BY 30™ SEPTEMBER 2016



