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FDA ESTABLISHMENT REGISTRATION AND LISTING FOR MIXTURES OF
DESIGNATED MEDICAL GASES

Introduction

The U.S. Food and Drug Administration (FDA) drug registration and listing regulations, Title 21 of the U.S. Code
of Federal Regulations (21 CFR) Part 207, do not address the unique properties of designated medical gas
mixtures. Certain accommodations as presented in this position are made to conform with FDA'’s requirements
for electronic registration and listing submissions [1].

Question 1

What is the active ingredient for drug mixtures of designated medical gases?

Answer 1

Oxygen is the active ingredient for drug mixtures of designated medical gases because of oxygen'’s life sustaining
property.

Question 2

Because medical air is manufactured by two different methods (i.e., by compression and reconstitution) what is
listed as the active ingredient for each method of manufacture?

Answer 2
For medical air manufactured by compression, air (100%) is listed as the active ingredient.

For medical air manufactured by reconstitution (synthetically blended), oxygen (21%) is listed as the active in-
gredient and nitrogen is listed as the inactive ingredient.

Question 3

What is the active ingredient in drug mixtures of designated medical gases when air is used as the balance gas?

Answer 3

When drug mixtures of designated medical gases include air as the balance gas, oxygen is listed as the active
ingredient. The mixture is manufactured to ensure a nominal 21% oxygen concentration. For example, a 20%
carbon dioxide in air mixture would be manufactured as a 20% carbon dioxide, 21% oxygen, balance nitrogen
mixture.

When a different nominal percent oxygen is requested by the physician/customer the manufacturer will not con-
sider this a balance air mixture but will identify each of the components. Oxygen is still listed as the active ingre-
dient.

Question 4
How do you list drug mixtures of designated medical gases that have a range(s) with multiple component con-
centrations?

Answer 4

When drug mixtures of designated medical gases have a range of concentrations a listing with the oxygen con-
centration in the middle of that range shall be used provided that all concentrations in the range use the same
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label. For example, if a 15% oxygen balance nitrogen mix and a 20% oxygen balance nitrogen mix are manufac-
tured the drug listing will indicate 18% oxygen.

When drug mixtures of designated medical gases have a range of concentrations that are significantly different,
requiring different labels, each mixture shall be listed separately. To be consistent with CGA C-7, Guide to Clas-
sification and Labeling of Compressed Gases if the text of the label is substantively different for opposite ends of
a mixture range, submit each label under its own listing (for example 20% oxygen balance nitrogen uses a dif-
ferent label than 30% oxygen balance nitrogen) [2].

Question 5

How should concentrations of active ingredients be listed?

Answer 5

The active ingredient strength should indicate the number of liters per 100 liters (20% oxygen in nitrogen is listed
as 20 liters per 100 liters).
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PLEASE NOTE:

The information contained in this document was obtained from sources believed to be reliable and is based on
technical information and experience currently available from members of the Compressed Gas Association, Inc. and
others. However, the Association or its members, jointly or severally, make no guarantee of the results and assume no
liability or responsibility in connection with the information or suggestions herein contained. Moreover, it should not be
assumed that every acceptable commodity grade, test or safety procedure or method, precaution, equipment or device
is contained within, or that abnormal or unusual circumstances may not warrant or suggest further requirements or
additional procedure.

This document is subject to periodic review, and users are cautioned to obtain the latest edition. The Association
invites comments and suggestions for consideration. In connection with such review, any such comments or sugges-
tions will be fully reviewed by the Association after giving the party, upon request, a reasonable opportunity to be heard.
Proposed changes may be submitted via the Internet at our web site, www.cganet.com.

This document should not be confused with federal, state, provincial, or municipal specifications or regulations;
insurance requirements; or national safety codes. While the Association recommends reference to or use of this docu-
ment by government agencies and others, this document is purely voluntary and not binding unless adopted by refer-
ence in regulations.

A listing of all publications, audiovisual programs, safety and technical bulletins, and safety posters is available via the
Internet at our website at www.cganet.com. For more information contact CGA at Phone: 703-788-2700, ext. 799.
E-mail: customerservice@cganet.com.
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