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ASTM Deviations to I1ISO 11195: 1995

Clause 2 - Normative references

Delete the following:
ISO 32:1977, Gas cylinders for medical use — Marking for identification of content.

ISO 5359:1989, Low-pressure flexible connecting assemblies (hose assemblies) for use
with medical gas systems.

ISO 7767: 1988, Oxygen analyzers for monitoring patient breathing mixtures - Safety
requirements.

Add the following:

CGA C-9: 1993 Standard color marking of compressed gas containers intended for
medical use.

ASTM/ISO 5359:2003, Low-pressure flexible connecting assemblies (hose assemblies)
for use with medical gas systems.

ASTM/ISO 7767:2002, Oxygen analyzers for monitoring patient breathing mixtures -
Safety requirements.

Rationale for ASTM International Deviations:
CGA C-9 contains the medical gas color code used in the United States, which is
different from the medical gas color code established by I1SO 32.

ASTM/ISO 5359:2003 is the recent adoption by ASTM International of the most current
edition of ISO 5359. The ASTM International adoption of ISO 5359 includes deviations
to reflect the requirements of low-pressure hose assemblies for use with medical gases in
the United States.

ASTM/ISO 7767:2002 is the recent adoption by ASTM International of the most current
edition of ISO 7767. The ASTM International adoption of ISO 7767 includes deviations
to reflect the requirements of oxygen analyzers for monitoring patient breathing
mixtures-safety requirements in the United States.
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Clause 4 — Gas Connectors

Delete the following:
Gas inlet connectors shall be gas-specific and shall be either screw-threaded (i.e. NIST or
DISS) or quick-connect; they shall comply with ISO 5359.

NOTE 1--The outlet connector is not specified because of the diversity of application of
gas mixers.

Add the following:
Gas inlet connectors shall be gas-specific and comply with the applicable requirements of
ASTM/ISO 5359:2003. If screw-threaded, the gas inlet connectors shall be DISS.

NOTE 1--The outlet connector is not specified because of the diversity of application of
gas mixers.

Rationale for ASTM International Deviation:
NIST connectors are not used in the United States.

Clause 10 — Low-pressure flexible connecting hose assemblies

Delete the following:
All external, operator-detachable inlet low-pressure hose assemblies supplied with the
gas mixer shall comply with ISO 5359.

Add the following:
All external, operator-detachable low-pressure hose assemblies supplied with the gas
mixer shall comply with ASTM/ISO 5359:2003.

Rationale for ASTM International Deviation:

ASTM/ISO 5359:2003 is the recent adoption by ASTM International of the most current
edition of ISO 5359. The ASTM International adoption of ISO 5359 includes deviations
to reflect the requirements of low-pressure hose assemblies for use with medical gases in
the United States.
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Clause 14.1 - Marking

Delete the following:

Each gas inlet shall be clearly and durably marked with the name or the chemical symbol
of the gas in accordance with ISO 5359. If colour coding is used in addition, the colour
shall be in accordance with 1SO 32.

Add the following:

Each gas inlet shall be clearly and durably marked with the name or the chemical symbol
of the gas in accordance with ASTM/ISO 5359:2003. If color coding is used in addition,
the color shall be in accordance with CGA C-9:1993.

Rationale for ASTM International Deviation:
CGA C-9 contains the medical gas color code used in the United States, which is
different from the medical gas color code established by 1SO 32.

ASTM/ISO 5359:2003 is the recent adoption by ASTM International of the most current
edition of ISO 5359. The ASTM International adoption of ISO 5359 includes deviations
to reflect the requirements of low-pressure hose assemblies for use with medical gases in
the United States.

Clause 14.5 - Markings

Delete the following:

The concentration adjustment control(s) or its surroundings shall be clearly and
permanently marked in accordance with 1SO 5359 with the names or chemical symbols
of the gases being mixed. If colour coding is used in addition to identify the gases, the
colours shall be in accordance with I1SO 32.

Add the following:

The concentration adjustment control(s) or its surroundings shall be clearly and
permanently marked in accordance with ASTM/ISO 5359:2003 with the name or
chemical symbol of the gases being mixed. If color coding is used in addition to identify
the gases, the colors shall be in accordance with CGA C-9:1993.

Rationale for ASTM International Deviation:
CGA C-9 establishes the medical gas color code used in the United States, which is
different than the medical gas color code established by I1SO 32.

ASTM/ISO 5359:2003 is the recent adoption by ASTM International of the most current
edition of ISO 5359. The ASTM International adoption of ISO 5359 includes deviations
to reflect the requirements of low-pressure hose assemblies for use with medical gases in
the United States.
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Figure 1- Example of test arrangement for checking oxygen
concentration of delivered gas

In the ""Key" - Delete the following:
6 Oxygen monitor complying with ISO 7767

Add the following:
6 Oxygen monitor complying with ASTM/ISO 7767:2002

Rationale for ASTM International Deviation:

ASTM/ISO 7767:2002 is the recent adoption by ASTM International of the most current
edition of ISO 7767. The ASTM International adoption of ISO 7767 includes deviations
to reflect the requirements of oxygen analyzers for monitoring patient breathing
mixtures-safety requirements in the United States.

Clause 15.2 Item i) — Technical documentation

Delete the following:

a statement that all operator-detachable inlet pressure hoses supplied with the gas mixer
comply with 1SO 5359;

Add the following:
a statement that all operator-detachable inlet pressure hoses supplied with the gas mixer
comply with ASTM/ISO 5359:2003;

Rationale for ASTM International Deviation:

ASTM/ISO 5359:2003 is the recent adoption by ASTM International of the most current
edition of 1SO 5359. The ASTM International adoption of ISO 5359 includes deviations
to reflect the requirements of low-pressure hose assemblies for use with medical gases in
the United States.
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