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Subject : Change in the inlet/outlet connection of sampling bags used in mdi Single Use Systems

Scope : This change notification will affect the products with the following catalog number:

e ADOTXXXXXXSC301
o ADO2XXXXXXSC301
o ADT2XXXXXXXC301
o AD28XXXXXXSS301

o AD29XXXXXXSS301

o AD3IXXXXXXXC301
o AD44XXXXXXSS301

o AD75XXXXXXXC301
o AD76XXXXXXXC301
o AD77XXXXXXXC301
o AD78XXXXXXXC301
o AT38BXXXXXXSC301
o A202XXXXXXXC301
o A203XXXXXXXC301
o A216XXXXXXXC301
e ABDXAMLXXXXX302
e ABDXBMLXXXXX302

Background:

In our efforts to provide the user more robust products, it has been decided to make certain
changes in the design of the inlet/outlet connection of sampling bags used in mdi Single Use

Systems with catalog numbers as mentioned above.

Need for Change:

Existing Sampling bags used in the mdi Single Use Systems with catalog numbers as mentioned
above are manufactured using boat type inlet/outlet connection. These inlet/outlet
connections are validated to withstand a pressure upto 5 psi. During usage of the Single Use
Systems at customer end, sometimes the pressure generated on these sampling bags is more
than the 5 psi. In such cases, a pathway is created next to the inlet/outlet connection of the
sampling bag and leakage is observed through this pathway. To overcome this design
constraint, it has been decided to infroduce a new improved design of inlet/outlet connection
in sampling bags. The new design of inlet/outlet connection has been verified for critical
product performance parameters including increased operating pressure. No change has
been done in any other dimensions or materials of construction.
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How Does It Affect the User:
From a practical point of view this change only improves the operating pressure rating of the
sampling bags used in Single Use Systems. All other performance specifications and product

attributes remain unchanged, except the increased operating pressure.

OLD DESIGN NEW DESIGN

Effective Date:
mdi Single Use System with catalog numbers as mentioned above, manufactured after the
implementation date (March 05, 2019) will have the said changes. However, the available
stock of mdi Single Use System (with mentioned catalog numbers) having sampling bags with

old type of inlet/outlet connection will be received by you fill the stocks last.

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

info@mdimembrane.com

o

Quality Assurance
Advanced Microdevices Pvt. Lid.
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