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Change Notification

Contec Sterile ProChlor, Contec Sterile CyChlor, Contec Sterile HydroPure
Contec Sterile ProKlean, Contec Sterile HydroKlean

Additional irradiation providers

Dear Distributor

Contec Sterile HydroPure, Contec Sterile HydroKlean, Contec Sterile ProChlor, Contec Sterile ProKlean, and
Contec Sterile Cychlor are aseptically filled products with validated gamma irradiation carried out on all the
raw materials before manufacture in a Grade B cleanroom.

Due to a shutdown at our validated irradiation site, Steris Daventry, UK, we needed to introduce two further
irradiation sites for these products.

Details of change

To ensure continued manufacture and supply and also cope with significant increases in demand for these
products we have introduced two further sites for the irradiation of raw materials prior to sterile fill.

Both sites are part of the Steris group of companies and operate under the same quality system as the current
approved site of Steris Daventry. Both sites are ISO 13485 compliant, please see certificate attached and meet
the requirements for ISO 11137-1 and ISO 11137-3 Sterilisation of Healthcare Products - Radiation

Both sites have been approved through our standard procedure for supplier approval and added to our
Approved Supplier list. The validated irradiation processing is conducted on the bottling components prior to
the sterile fill operation. Use of the additional Steris irradiation sites does not impact form, fit, or function or
the quality of the finished product.

Details of sites

Current Site
Synergy Health Sterilisation UK Ltd
(a STERIS Company)
Brunel Close
Drayton Fields Industrial Estate
Daventry
NN11 8RB
UK
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Additional sites

Synergy Health Ede B.V.
(a STERIS Company)
Morsestraaat 3

6716 AH
Ede
Netherlands

Synergy Health Sterilisation UK Ltd

(a STERIS Company)

Roysdale Way

Euroway Industrial Estate

Bradford
BD4 6SE
UK

Date of change

To maintain supply during the shutdown of the Synergy Health site at Daventry this change has already taken
place. Any of the product codes highlighted in table 1 may be supplied with raw material components gamma
irradiated at any of the three irradiation sites listed above.

Product codes affected

Please see Table 1 for a list of the product codes affected by this change.

Regions affected

This change affects all regions these product codes are supplied in.

If you require additional information concerning this notice, please do not hesitate to contact your Contec

Sales Representative.

Yours faithfully,
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Harry McBride

Contec Inc

EMEA Product Manager

Email: hmcbride@contecinc.com

Brian Lindsay

Contec Inc

Quality Manager
blindsay@contecinc.com
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Table 1 Products affected by this change

Part Number Description

SBT102PC Contec Sterile ProChlor, Trigger Spray, 1L
SBC102PC Contec Sterile ProChlor, Capped 1L
SBC502PC Contec Sterile ProChlor Capped, 5L
SBT100CC Contec Sterile CyChlor, Trigger Spray, 1L
SBC100CC Contec Sterile CyChlor, Capped 1L
SBC500CC Contec Sterile CyChlor Capped, 5L
SBC0702PC Contec Sterile ProChlor 700 ml Bottle
XSWPPO2PC Contec ProChlor SATWIPE Canister
SBT16HPW Contec Sterile HydroPure, Trigger Spray, 1L
SBC16HP Contec Sterile HydroPure, Capped 1L
SBC56HP Contec Sterile Hydropure Capped, 5L
SSWC16HP Contec SATWIPES with HydroPure Canister
SBT16HPW-ANZ Contec Sterile HydroPure, Trigger Spray 1L
SBC56HP-ANZ Contec Sterile Hydropure Capped, 5L
SSWC16HP-ANZ Contec SATWIPES with HydroPure Canister
SBT102PC-ANZ Contec Sterile ProChlor, Trigger Spray, 1L
SBC502PC-ANZ Contec Sterile ProChlor Capped, 5L
SBT34PK Contec Sterile ProKlean, Trigger Spray 1L
SBC170PK Contec Sterile ProKlean, Capped 5L
SBT34HK61R Contec Sterile HydroKlean, Trigger Spray 1L
SBT34HK61RJ Contec Sterile HydroKlean, Trigger Spray 1L (Japan)
SBC170HKLE Contec Sterile HydroKlean, Capped, 5L

SBC170HKLEJ Contec Sterile HydroKlean, Capped, 5L (Japan)





