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Change Notice No.

Notification date

Implementation date

CN/F/24/001 February 20, 2024 March 20, 2024
Subject : Change in lot release criteria for mdi Hydrophilic membrane filters
Scope : This change will affect the products with following catalog numbers: (# can be any

alphabet or numeral):

o CGCK#H##OV##H#HH#H#H#H o [KGHH#H#O2#HHH#H##H
o CH2##H#OHHAH#H#HH#H o KLHH#H#OV#HH#HH#H#HAH
o CHRHH#H#OV#HH#HH###H o [KLHH#H#O2#HHHAHAH
o CHRHH#H#O2#HHHH#H##H o [KOHH#H#O\#HH#HH#H#HAH
o CKHH#H#HHHAAHHHAHRH o |KSH#AHOIHH#AHHHH
o CNI#H#H#HH#AHHHAHRS o |KSHH#AHO2HH#AHHH#H
o CPHH###O\##HH#H#H#H o KX7H##OVHH#HHH#HAH
o CPHH#H#H#O2#HHH#H##H o IN#HH#H#H#O\HH#HH#H#A#H
o CPKH###O\#H#HH#H#A#H o IN#HH#H#HO2HHHHH#A#H
o CPKHH#H#O2#HHH#H#HH o IWHHHHOIHH#HA#AHHH
o CPM##H#OIHH#H##HHH o IWHHHAHO2HH#HA#HHH
o CPM#H#HHO2HH###HHH o |KLH##HOIHHHA#HH
o CPNH#H#HH#OH#H#HHH#H#H o |KLH##AHO2HHHH##HH
o CPNH#HHO2##HHH#HH o |KOH#H#HO2##H#H#HHH
o CWHHAHOIHH#H#HH#H o |KSHHHOVHH#AHHH#HAH
o CWHHHHO2#HHHH#A#H ® |KSHHHO2HH#AHHHHAH
o DCN##H#OH#H##HH#HH#HAH o LKX7##O1##H#H#H#HH#H
o DK2##H#OV\H##HH#H##H o LKX7H#H#O2##HH#H#H#HH#H
o DKLHH#H#HOI#HHH#H##H o INH#HH#H#AHOIHHH#HAHHAH
o DKLHH#H#O2#HH#H#HAH o INHAHHO2HHHAHHH
o DKOH#H#H#OV#H#HH#HH#H#HHAH o |WHHAHHOIHAHHHHRH
o DKOH#H#O2#HH#H#HAH o |WHHAHHO2HAHHHHAH
o DKSHH#HOIHH#H#H#HH#H o VCKHH#H#O1#HH#HH###H
o DKSH#H#HO2#H#H#AH#HHH#H o VKOX#H#O\HH##HHH#H#H
o DKX7##OVH#H#H#HHH#H#H o VKGAH##OI#HH#H#A##HH
o DN#H#H#H#OV#HHHH#H#AH o VKGAH#H#O2##H##H#HH
o DN#H#HH#H#O2#HHH#H#H#H o VKL#H#HH#OH#HH#HHH#HAH
o DPHH##HHOIHAHHHHAH o VKLH#HH#O2##HHH#H#H
o DPHH#AHHO2##HHHH#H o VKSHH#HOVHHH#HAH
o DWHHHAHOIHH###HHH#H o VKSHH#HO2HHH#HAH
o DWHHHHO2HH#A#HHHH o VKX7#HH#HO1#H##HH#H#H
o |GK#H#H#OH#HH#HH#H#HAHR o VNH#HH#H#OVHH#AHHH#AHR
o [HXH###OIHH#H#HHA##H o VNH#HH#HO2#A#HHH#HAHR
o [KD#H#HHOVHH#HHH#HAH o VWHHHHOI#HHH#H##H
o KGHHH#O\H#HH#HH#H#HAHR o VWHHHHO2#HHHH#A#H

Background:

This advance change notification is initiated to provide the user correct information regarding the
products they are using. The lot release criteria, with respect to bubble point with 50% IPA/Water
solution, specified in the Certificate of Quality (CoQ) of mdi hydrophilic membrane filters having

catalog numbers as mentioned in the scope has been changed/updated.

The change will have no impact whatsoever on the product performance or it's regulatory

compliance.
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Need for Change:

The integrity testing (100%) of mdi hydrophilic membrane filters having catalog numbers as
mentioned in the scope is performed by subjecting the water wetted filters to bubble point test.
The water wetted bubble point values are specified as lot release criteria in the CoQ of these

products.

In addition to 100% bubble point testing with water, these filters are also certified/validated for
integrity by bubble point test using 50% IPA/Water solution as wetting agent. However, this is not a
100% testing and not a lot release criteria. The way it is mentioned in CoQ giving information that it

is a part of 100% integrity testing.

To correct this misinterpretation, the COQ for mdi hydrophilic membrane filters having catalog

numbers as mentioned in the scope shall be updated/corrected.

No changes have been made to the materials of construction or performance parameters or

manufacturing process or critical dimensions or traceability.

How Does It Affect the User:

From a practical point of view this change will re-define the bubble point with 50% IPA/Water
solution as a validation activity and corrects the wrong interpretation regarding the same. All
product specifications including materials of construction as well as ofther performance
specifications remain unchanged. The said change will be reflected in the accompanying

Certificate of quality.

Implementation of Change:
mdi hydrophilic membrane filters having catalog numbers as mentioned in the scope, released
after the implementation date, will have an updated COQ having bubble point using 50%
IPA/Water solution mentioned as a validation activity. However, the available stock of mdi
hydrophilic membrane filters with catalog numbers as mentioned in the scope and with CoQ
having bubble point with 50% IPA/Water solution mentioned as a lot release criteria will be

received by you fil the stocks last.

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

'info@mdimembrane.com'.

N

Head - Quality Assurance
Advanced Microdevices Pvt. Lid.
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