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Foreword

This translation has been made based on the original Japanese Indus-
trial Standard revised by the Minister of Economy, Trade and Industry
through deliberations at the Japanese Industrial Standards Committee
as the result of proposal for revision of Japanese Industrial Standard
submitted by Association of Membrane Separation Technology of Japan
(AMST)/Japanese Standards Association (JSA) with the draft being at-
tached, based on the provision of Article 12 Clause 1 of the Industrial
Standardization Law applicable to the case of revision by the provision
of Article 14.

Consequently JIS K 3823: 2006 is replaced with this Standard.
This JIS document is protected by the Copyright Law.

Attention is drawn to the possibility that some parts of this Standard
may conflict with a patent right, application for a patent after opening
to the public or utility model right. The relevant Minister and the Jap-
anese Industrial Standards Committee are not responsible for identify-
ing the patent right, application for a patent after opening to the public
or the utility model right.
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JAPANESE INDUSTRIAL STANDARD JIS K 3823 : 2012

Testing methods for determining bacterial
rejection of ultrafiltration modules

Introduction

This Japanese Industrial Standard was established in 1990 and has gone through
one revision to this day. The revision of this time is to correspond to the revisions of
relevant JISs afterwards.

No International Standard corresponding to this Standard has been established at
this point.
1 Scope

This Standard specifies the testing methods for determining bacterial rejection of
ultrafiltration modules using Brevundimonas diminuta as the challenge organism.

NOTE : The testing apparatus for determining bacterial rejection used for this
test (hereafter referred to as the “apparatus”) may also be used for the
test for determining endotoxin rejection specified in JIS K 3824.

2 Normative references

The following standards contain provisions which, through reference in this text,
constitute provisions of this Standard. The most recent editions of the standards (in-
cluding amendments) indicated below shall be applied.

JIS B 7411 Solid-stem general purpose liquid-in-glass thermometers

JIS B 7505-1 Aneroid pressure gauges — Part 1 - Bourdon tube pressure gauges
JIS B 7551 Variable area flowmeters

JIS B 9922  Clean work station

JISK 0101 Testing methods for industrial water

JIS K 3802 Technical terms for membranes and membrane processes

JIS K 8150 Sodium chloride (Regent)

JIS R 3503 Glass apparatus for chemical analysis

JIS R 3505 Volumetric glassware

3 Terms and definitions

For the purposes of this Standard, the terms and definitions given in JIS K 3802 and
the following apply.
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3.1 ultrafiltration module
the module composed of the following

a) ultrafiltration membrane membrane for separating solute or particle having the
molecular mass of the degree of several hundreds to several millions by filtration

b) module object in which one or more pieces (sheets) of element are contained and
integrated

¢) element component in which membrane, its support and flow path are integrated
and formed so as to be contained in the pressure vessel

d) housing vessel for containing the element
3.2 Dbacterial rejection

value indicating the performance to reject bacteria by the ultrafiltration membrane
(see clause 8)

3.3 dummy module

module used, in place of the ultrafiltration module, for washing, disinfecting, etc. of an
apparatus

4 Challenge organism, reagents and culture media
4.1 Challenge organism

The challenge organism shall be Brevundimonas diminuta JCM 2428, NBRC 14213
or ATCC 19146. The passage number shall not exceed five from the master seed lot.

NOTE : This is according to the storage and control of strains of the test micro-
organisms suitable for use in the growth promotion test and the method
suitability test in Sterility Test of the Japanese Pharmacopoeia.

4.2 Reagents
Reagents shall be as follows.

a) Water Distilled water specified in 2.(12) of JIS K 0101, or the water filtered
through the membrane of pore size at most equal to the ultrafiltration module
membrane subjected to the test after an ion-exchange procedure has been carried
out.

b) Sodium chloride That specified in JIS K 8150 or determined in the Japanese
Pharmacopoeia.

4.3 Culture media

The culture media relevant to the preparation of the stock culture and the concen-
trated bacterial suspension shall be in accordance with Annex A, and the culture media
relevant to the measurement of the number of viable bacteria shall be in accordance
with Annex D.
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