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JAPANESE INDUSTRIAL STANDARD JI1S8
Testing Methods for Detection and Estimation of K 0550-1988
Micro-Biological Contaminants in Highly Purified Water
1. Scope
This Japanese Industrial Standard specifies the testing methods for detection
and estimation of micro-biological contaminants (viable cell) in highly purified
water.
Remark: In this Standard the units and numerical values shown in { }
are in accordance with the conventional units and, appended for

informative reference.

2. Common Matters

Common matters shall be in accordance with JIS K 0050, JIS K 0094 and
JIS K 0101,

Remark: The reagent, in the case where the kind Is designated, the reagent
of the highest grade quality of JIS marked product shall be used
and in the case where the kind is not designated, the reagent of
the highest grade certified based on the "reagent mark rationaliza-
tion countermeasures" of determination of departmental council of
the Ministry International Trade and Industry (1974, Mar. 29, Group
49, No. 757) shall be used.

Further, in case where there is no JIS mark product nor that
certified based on the reagent mark rationalization countermeasures,
the reagent having no interference to test shall be used.

3. Classification of Tests

Tests for detection and estimation of micro-biological contaminants in highly
purified water shall be divided into two kinds of that in short-time cultivation
and that in long-time cultivation.

4, Collection of Micro-Biological Contaminants

By using a filter film and collection device preliminarily sterilized, micro-
biological contaminants shall be collected on a filter film by filtering a definite
amount of sample from the sampling valve.

4.1 Reagents Reagents shall be as follows:

Water The distilled water specified in 2.(9)(a) of JIS K 0101 or ion-exchanged
water specified in 2.(9)(b) of JIS K 0101,

Applicable Standards: See page 13.
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4.2 Devices and Apparatus The devices and apparatus shall be as follows:

(1) Micro-Biological Contaminant Collection Apparatus The apparatus to
collect the mlcro-biological contaminants in the sample, which consists
of the following, An example of its constitution is shown In Figure.

(a) Sampling Valve The sampling valve to be used shall be made of
material of corrosion resistance in quality such as stainless steel,
synthetic resin, etc., and with providing branch tube In piping, attached
to its top end. At the top end of sampling valve, nozzle capable of
being equipped with sample introduction tube shall be attached.

(b) Connecting Device The connecting device to be used shall be made
of material of corrosion resistance in quality such as stainless steel,
synthetic resin, or the like, and used for attaching sample introduction
tube to the nozzle of sampling valve.

{c) Sample Introduction Tube The sample introduction tube made of non-
rigid synthetic resin.  For example, the non-rigid vinyl chloride tube. .

Figure. An Example of Micro-Biological Contaminant Collection
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L /D" A: sampling valve
B: connecting device
\—/([?\—' C: sample introduction tube

D: flilter

(d) Filter The separation type filter made of synthetic resin or stainless
steel(1)(2), capable of equipping a filter film of 37 to 50 mm in diameter
and capable of connecting the sample introduction tube., At the time
of use, it shall be conducted with high pressure vapour sterilization
of 5.1 (4} (b).
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Filter Film  The organic filter film of 0.45 um in pore size

and 37 to 50 mm In diameter, prinded with section: lines similar to
section paper on the filter film(3®). For handling of filter film a
pincette shall be used.

Pincette A pincette of which tip Is smooth. Before using it shall
be flame-sterilized according to 5.1 (4) (d).

Injection Cylinder The injection cylinder of 10 ml in capacity.

Ultrasonic Washer  The ultrasonic washer capable of washing filter,
injection cylinder, etc. (that of 25 to 50 kHz in frequency).

Clean Work Station The clean work station of travelling type. The
one capable of obtaining environment (working space) cleaner than class 3
in cleanness degree specified in JIS B 9922 or a clean room having equi-
valent performance thereto may be used.

’ Notes (!}) Goods on the market completed with sterilization may be used.

4.3

(%) The filter compatible with the diameter of filter film shall be
vsed.

(3) The filter film wrapped in sulphuric acid paper or the like, entered
in a Petri dish made of glass, and conducted with high pressure
vapour sterilization of 5.1 (4) (b} or the goods on market com-
pleted with sterilization may be used.

Washing of Devices The filter, injection cylinder, etc. shall be washed

in accordance with the following sequence:

(1)
(2)
(3)

(4)
(5)

Wash by using a soft brush and surface-active agent.
Sufficiently rinse to wash with water.

Put into a washing tank of ultrasonic washer, let be immersed in water
sufficiently, and ultrasonically wash for about 15 min.

Sufficiently rinse to wash with water.

Conduct high pressure vapour sterilization of 5.1 (4) (b) to the filter,
and injection cylinder.

4.4 Operation The operation shall be as follows:

(1)

(2)

Close the sampling valve, and after flame-sterilizing(%) the inside and
outside of nozzle of sampling valve, leave flowing(®) at not less than
about 5 //min for about 5 min. Successively, leave flowing at a rate
of about | ¢/min for not less than 30 min.

Adjust the sampling valve to a flow rate(®) easy to collect micro-biologi-
cal contaminants and leave flowing for not less than 15 min.
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