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Reference : CHANGE NOTICE No.: CN/14/07

Subject : Improved/Modified design of mdi Stericheck (Closed Sterility Test System)

Scope : This change notification is applicable to all types of Stericheck canisters (Closed

Sterility Test system) supplied either EO sterilized or Gamma (Irradiation) sterilized.

Background:
In our efforts to provide the user with befter products and more convenience, certain

changes/modifications have been made in the mdi Stericheck canisters (Closed Sterility Test

system).

Need for Change:

As above.

How Does It Affect the User:
From a practical point of view the changes implemented will improve the convenience of the
user with regards fo improved venting operation, visibility and volume measurement of the
flled volume inside the canister. There is no change in the materials of construction,

performance specifications and product attributes remain unchanged.

e Air vent on canister top - Air vent on canister top is now separated from the canister body,
earlier it was a part of canister body. This will reduce the possibility of liquid getting in
contact with air vent membrane during use, hence will improve the venting operation of

canister.

e Transparency of the canister surface - Canister surface is now more polished/transparent.

This will improve the visibility of any growth during incubation.

e Graduation marks of canister — Different volumes filled inside the canister are now
quantified by a graduated line all along the canister surface, which were earlier quantified
by graduation marks at two sides of the canister surface only. This will improve the filled

volume measurement inside the canister by viewing from any side of the canister.
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NEW DESIGN OLD DESIGN

Effective Date:
mdi Stericheck (Closed Sterility Test System) manufactured after August 10, 2014 will be with
said changes. The mdi Stericheck (Closed Sterility Test System) lots with improved/modified

design will be shipped to the customer after September 5, 2014.

In case you have any queries, please feel free to contact our Technical Support Team at

'support2@mdimembrane.com’.

Quality Assurance
Advanced Microdevices Pvt. Lid.
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