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Reference :  CHANGE NOTICE No. MB/14/01
Subject :  Change in Lot numbering system of mdi Pre-sterilized Membrane Disc Filters (All
types)
Scope :  This change notification will affect the following products:

¢ mdi Pre-sterilized Membrane Disc Filters Type RGCN-S (all pore sizes)
¢ mdi Pre-sterilized Membrane Disc Filters Type CN-S (all pore sizes)

e mdi Pre-sterilized Membrane Disc Filters Type EHCN-S (all pore sizes)
e mdi Pre-sterilized Membrane Disc Filters Type NN-S (all pore sizes)

e mdi Pre-sterilized Membrane Disc Filters Type HNN-S (all pore sizes)

¢ mdi Pre-sterilized Membrane Disc Filters Type PL-S (all pore sizes)

e mdi Pre-sterilized Membrane Disc Filters Type HVF-S (all pore sizes)

e mdi Pre-sterilized Membrane Disc Filters Type GMCN-S (all pore sizes)

Background:
In our efforts to rationalize production process/steps, certain changes have been made in

the lot numbering system of mdi Pre-sterilized Membrane Disc Filters (All types).

Need for Change:
As above.

How Does It Affect the User:
From a practical point of view, this change only affects the lot numbering system printfed on
product label as well as packaging label. All performance specifications, product

attributes, product packaging and traceability remain unchanged.

e Seven digit lot number which includes three digit sterilization cycle number has been
changed to four digit lot number and a separate three digit sterilization cycle number
(Ster. No.) for convenience and better fraceability. Product label and product

packaging label will change accordingly (Table - 1).

e Three digits sterilization cycle number (Ster. No.) printed on Product label and product
packaging label as a part of lot number has been removed as sterilization of the
product is being done after printing of product label and it leads to situations where it
becomes difficult to maintain the same sterilization cycle number in actual process as
mentioned in product label. The product packaging label including sterilization cycle

number will remain unchanged for traceability.
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Table - 1
oLD NEW
Lot Lot NO.: 0100034 Lot No.:0104  Ster. No. 003
Number
Lot 010 is production sheet No. 010 is production sheet No.
o
number 003 is sterilization cycle No. 4 is last digit of respective year
description | 4is |ast digit of respective year
Ster. No.: 003 is sterilization cycle No.
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Label B Eﬂ' ’ 2 STERLEED
Ewiny STERILE-EC Ewiy - cOTr
mcli MEMERAHE DISC FILTER ~ SINGLE USE OHLY mcli MEMERLMHE DISC FILTER ~ SINGLE USE OHLY
Cat No. © GCNADOOZHOOHRZ04 Cat No. © GCHXD90ZH0HI04
PrOdUCT. Pore Size : D.45 pm Pore Size @ 0.48 pm m
packaging | | Diameter : 47 mm - 2017 e v L a7 -
Label Lot Mo, 0100034 Quaritity: 100 Hos. Lot Mo, 0104 Ster. Mo, ;003 Oty ;100 Mos.
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Effective Date:
mdi Pre-sterilized Membrane Disc Filters (All types) manufactured after January 07, 2014 will

be with said changes.

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

'mdi@vsnl.com'.

Quality Assurance
Advanced Microdevices Pvt. Ltd.
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