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This standard has been approved for use by agencies of the U.S. Department of Defense.

1. Scope*

1.1 This test method covers white mineral oil (Mineral Oil
USP and Light Mineral Oil NF) to determine whether it
conforms to the standard of quality required for pharmaceutical
use as defined by the United States Pharmacopeia and the
National Formulary, or the Food and Drug Administration.

1.2 The values stated in SI units are to be regarded as
standard. No other units of measurement are included in this
standard.

1.2.1 Exception—Dimension requirements for the color
comparator in Fig. 1 are in SI and inch-pound units.

1.3 This standard does not purport to address all of the
safety concerns, if any, associated with its use. It is the
responsibility of the user of this standard to establish appro-
priate safety, health, and environmental practices and deter-
mine the applicability of regulatory limitations prior to use.
For specific hazard statements, see Section 7.

1.4 This international standard was developed in accor-
dance with internationally recognized principles on standard-
ization established in the Decision on Principles for the
Development of International Standards, Guides and Recom-
mendations issued by the World Trade Organization Technical
Barriers to Trade (TBT) Committee.

2. Referenced Documents

2.1 ASTM Standards:*

D1193 Specification for Reagent Water

D4175 Terminology Relating to Petroleum Products, Liquid
Fuels, and Lubricants

"This test method is under the jurisdiction of ASTM Committee D02 on
Petroleum Products, Liquid Fuels, and Lubricantsand is the direct responsibility of
Subcommittee D02.06 on Analysis of Liquid Fuels and Lubricants.

Current edition approved Nov. 1, 2024. Published November 2024. Originally
approved in 1940. Last previous edition approved in 2019 as D565 — 99 (2019).
DOI: 10.1520/D0565-24.

2 For referenced ASTM standards, visit the ASTM website, www.astm.org, or
contact ASTM Customer Service at www.astm.org/contact. For Annual Book of
ASTM Standards volume information, refer to the standard’s Document Summary
page on the ASTM website.

2.2 Official Compendia:>

United States Pharmacopeia—Current Edition
Monograph on Mineral Oil

National Formulary—Current Edition
Monograph on Light Mineral Oil

2.3 Government Document:*
21CFR 172.878 Food and Drug Administration Title

3. Terminology

3.1 Definitions:
3.1.1 For definitions of terms used in this test method, refer
to Terminology D4175.

4. Summary of Test Method

4.1 The mineral oil is treated with concentrated sulfuric acid
(H,SO,) under prescribed conditions and the resulting color is
compared with a reference standard to determine whether it
passes or fails the test.

5. Significance and Use

5.1 This test method is a means for ascertaining whether
pharmaceutical mineral oil conforms to the standards of the
United States Pharmacopeia, the National Formulary, and the
Food and Drug Administration.

6. Apparatus

6.1 Test Tube, as shown in Fig. 1, of heat-resistant glass
fitted with a well-ground glass stopper, the stopper and the tube
bearing identical and indestructible numbers. The tube shall be
140mm = 2 mm in length and between 14.5 mm and
15.0 mm in outside diameter, and shall be calibrated at the
SmL * 0.2 mL and 10mL = 0.2 mL liquid levels. The
capacity of the tube with stopper inserted shall be between

3 Available from U.S. Pharmacopeial Convention, 12601 Twinbrook Parkway,
Rockville, MD 20852.

# Available from Standardization Documents Order Desk, DODSSP, Bldg. 4,
Section D, 700 Robbins Ave., Philadelphia, PA 19111-5098.

*A Summary of Changes section appears at the end of this standard
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