LeSiever® ER IREH T E2S

e e
= R

fEM5EA

LeSiever® Sterilizing Capsule Filter
Autoclave

User Guide
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Introduction I I

The following procedures should be followed for the

installation and use of LePure LeSiever® Sterilizing
Capsule Filter. These instructions and the information
contained within the product document includes brochure,
datasheet, validation guide must be read thoroughly. It is
critical to follow these instructions to ensure optimal filter
performance. If some of the procedures do not suit your
needs, please consult LePure Biotech. LePure Biotech shall
not be held accountable for any damage to the capsule
filters caused by improper operation by any person.



Specification I I

Please check the brochure, chemical compatibility chart,
datasheet and validation guide for details, or contact
LePure Biotech.

Sterilization I I

& Caution: Steam-in-place [SIP] is not applicable for

capsule filters

- The autoclave cycle should ensure that the filters are
sterilized and must be validated accordingly.

+ The valve protective caps, and Tri-Clamp protective cap
of the capsule filter should be removed before autoclaving.
- The vent and drain valves should be opened before
autoclaving.

+ Sterilization pouches ensure seal integrity and circulation
of hot steam.

- Capsules should be oriented in a direction that flow
indicator arrows are pointing down during autoclave cycle.

The LeSiever® Sterilizing capsule Filter should only be
sterilized as follows:

Autoclave 125°C,30 mins,5 cycles




Notes:
1. After autoclave sterilization, the filter can only be used until the
temperature falls below 60° C.

2. Sterilization using process parameters outside the validation range
should be independently validated.

Installation I I

LeSiever® capsules must be oriented in the process so that
process flow follows the flow indicated by the flow direction
arrow on the capsule,and the pressure gauge is connected
to the production pipeline according to the connection
mode of the inlet and outlet of the capsule filter and the

nozzle size for real-time detection of pressures.

Filter Wetting I I

Filters should be installed in an appropriate orientation,
which follows the flow indicated by the flow direction
arrow,close the outlet valve of the capsule filter, slowly
inject liquid (WFI, buffer or material solution) into the filter
chamber at a pressure of 2 psi. Open the upper vent valve
until the liquid flows out of the vent valve,then close the
vent valve. Open the downstream drain valve of capsule,
and adjust water flow to approximately 2 LPM/10 inch of

filtration area for a minimum 5 minutes.



Filter Flushing I I

When the filter is subjected to autoclaving, flushing after
autoclaving is highly recommended. Flushing is beneficial

to filtrate quality and will reduce leachables from the filter.
Recommended Flush Volume (Liters) per LeSiever® Filters:

Model of Capsule Filter Minimum flushing volume

Size 1 04L
Size 5 1L
2 Inch 2L
4 Inch 4L
5Inch 5L
10 Inch 0L
20 Inch 20L

Integrity Testing I I

Sterilizing Capsule Filter should be integrity tested post-use,
according to a GMP requirement for many applications.
Pre-use, post-sterilization integrity testing is recommended
to ensure that the filter is capable of performing its stated
function.Contact LePure Biotech for recommended integrity

test procedures and integrity test values.



Capsule Filter Replacement I I

Filter capsules should be replaced in line with the
GMP requirements of the process. LeSiever® capsules
are disposable. No attempt should be made to clean
disposable filter capsules. Where filter capsules are used
for more than one manufacturing batch, replacements are
recommended when the maximum allowable differential
Capsule Filter pressure has been reached, if the flow rate
has become unacceptable or if the cumulative steam life
has been reached, whichever occurs first. Discard Capsule
Filter in accordance with local environmental procedures.

The maximum allowable differential pressure is shown in

the table below:

Sizel | Size5/2"/4"/5"/10"/20"

Maximum upward

pressure differential 4.0 bar 5.0 bar

Maximum downward

pressure differential 2 bar 2.5 bar
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