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Change Notice No. Notification date Implementation date

CN/16/11 05" August 2016 05™ September 2016

Subject : Change in Lot numbering system of mdi pre-sterilized Syringe Filters (All types)

Scope

: This change notification will affect the lot number of products with following catalog
numbers: (* can be any alphabet or numeral):
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Background:

In keeping with our continuous efforts to provide the user products with easy and clear
identification, certain changes have been made in the lof number system of mdi pre-sterilized

Syringe Filters with catalog numbers as mentioned above.

Need for Change:

Lot number identification on packaging label of mdi pre-sterilized Syringe Filters includes
product code, membrane code, last 3 digifs of production batch number, last digit of
manufacturing year, manufacturing month code, pouch seadling sheet number and
sterilization cycle number. Pouch sealing sheet number and sterilization cycle number are
three digits each. The possibility of inferchange in these two values could not be ruled out
resulting in wrong fraceability. The pouch sealing sheet number is a production step which can
be traced back through production batch number. Hence, it is not necessary o include it in
the Lot Number. Thus the lot number identification on packaging label of mdi pre-sterilized

Syringe Filters has been changed.
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How Does It Affect the User:

From a practical point of view, this change only affects the lot numbering system printed on

packaging label. All performance specifications, product attributes, materials of construction,

product packaging and traceability remain unchanged.

Lot number identification on packaging label has been changed to lot number and

sterilization cycle number (Ster. No.) only. Pouch sealing sheet number has been removed.

Product packaging label will change accordingly (table-1). mdi pre-sterilized Syringe Filters

manufactured after the implementation date as mentioned above will have the said changes.

Table - 1
EXISTING PROPOSED
IL\I%T Lot No.: SN5736E-123-001 Lot No.: SN5736E  Ster. No. 001

'S'is the product code 'S'is the product code
.5 ‘N is the membrane code ‘N is the membrane code
-% '573' are last 3 digits of production batch | '573" are last 3 digits of production batch
g number number
g ‘6" is the last digit of respective year ‘6" is the last digit of respective year
g 'E'is the code for month of manufacture 'E'is the code for month of manufacture
c
5 | 123" isthe pouch sealing sheet No.
|

‘001" is sterilization cycle No. ‘001" is sterilization cycle No.
Q| mdi SYRINGE FILTER SINGLE USEONLY mdi SYRINGE FILTER SINGLE USE ONLY
5 Cat Mo, SYRMOG0TMMRH204 Cat Mo, SYNHOG0T MBRHZ04
8’ Type C S 2RI -5 (Mylon) Type D BY2ERMM -5 (Mylom)
O | PoreSize : 0.2 pm m F"_IIFE Size © 0.2 pm m
¥ | Diameter : 25 mm SN (i Diameter © 25 mm .. 2019 . 07
8 | cuantity : 100 Nos. e E Quantity ;100 Mos. =
0 LotMo. . SWST3IEE-123-001 LotMo.  : SMAT3IEE Ster Bo.; 001
o]
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In case you have any queries, please feel free to contact our Technical Support Team at

info@mdimembrane.com'.

(Y&

Quality Assurance
Advanced Microdevices Pvt. Lid.
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