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6.80.20.3. Steam Bath ;
Where use of a steam bath is directed, use actively flow-

ing steam or another regulated heat source controlled at an
equivalent temperature.

6.80.20.4. Water Bath
A water bath requires vigorously boiling water unless oth-

erwise specified.

6.80.30. Temperature Reading Devices
Temperature reading devices suitable for pharmacopeial

tests conform to specifications that are traceable to a Na-
tional Institute of Standards and Technology (NIST) standard
or equivalent. Temperature reading devices may be of the
liquid-in-glass type or an analog or digital temperature indi-
cator type, such as a resistance temperature device, thermis-
tor, or thermocouple. Standardization of thermometers is
performed on an established testing frequency with a tem-
perature standard traceable to NIST. For example, refer to
the current issue of American Society of Testing and Materi-
als (ASTM) standards E1 for liquid-in-glass thermometers.

7. TEST RESULTS
7.10. interpretation of Requirements

Analytical results observed in the laboratory (or calculated
from experimental measurements) are compared with stated
acceptance criteria to determine whether the article con-
forms to compendial requirements.
The reportable value, which often is a summary value for

several individual determinations, is compared with the ac-
ceptance criteria. The reportable value is the end result of a
completed measurement procedure, as documented.
Where acceptance criteria are expressed numerically

herein through specification of an upper and/or lower limit,
ermittedvalues include the specified values themselves,
ut no values outside the limit(s). Acceptance criteria are

considered significant to the last digit shown.
7.10.5, Nominal Concentrations in Equations
Where a “nominal concentration” is specified, calculate

the concentration based on the label claim. In assay proce-
dures, water correction is typically stated in the Definition
and on the label of the USP Reference Standard. For other
procedures, correction for assayed content, potency, or both
is made prior to using the concentration in the equation
provided in the monograph.
7.10.10. Equivalence Statements in Titrimetric
Procedures
The directions for titrimetric procedures conclude with a

statement of the weight of the analyte that is equivalent to
each mL of the standardized titrant. In such an equivalence
statement, the number of significant figures in the concen-
tration of the titrant should be understood to correspond to
the number of significant figures in the weight of the
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7.20. Rounding Rules
The observed or calculated values shall be rounded off to

the number of decimal places that is in agreement with the
limit expression. Numbers should not be rounded until the
final calculations for the reportable value have been com-
pleted. Intermediate calculations (e.g., slope for linearity)
may be rounded for reporting purposes, but the original
(not rounded) value should be used for any additional re-
quired calculations. Acceptance criteria are fixed numbers
and are not rounded.
When rounding is required, consider only one digit in the

decimal place to the right of the last place in the limit ex-
pression. If this digit is smaller than 5, it is eliminated and
the preceding digit is unchanged. if this digit is equal to or
greater than 5, it is eliminated and the preceding digit is
increased by 1.
&. TERMS AND DEFINITIONS
8.10. Abbreviations

® RS refers to a USP Reference Standard.
e CS refers to a Colorimetric Solution.
e TS refers to a Test Solution.
e VS refers to a Volumetric Solution that is standardized in
accordance with directions given in the individual mon-
ograph or in the Reagents, Indicators, and Solutions sec-
tion of USP-NF.

8.20. About
“About” indicates a quantity within 10%.
lf the measurement is stated to be “accurately measured”

or “accurately weighed,” follow the statements in Volumetric
Apparatus (31) and Balances (41), respectively.
8.30. Alcohol Content

Percentages of alcohol, such as those under the heading
Alcohol Content, refer to percentage by volume of C,HsOH
at 15.56°. Where a formula, test, or assay calls for alcohol,
ethyl alcohol, or ethanol, the USP monograph article Alcohol
shall be used. Where reference is made to "“C2HsOH,” abso-
lute (100%) ethanol is intended. Where a procedure calls for
dehydrated alcohol, alcohol absolute, or anhydrous alcohol,
theUsP monograph article Dehydrated Alcohol shall be
used.
8.40. Atomic Weights
Atomic weights used in computing molecular weights and

the factors in the assays and elsewhere are those established
by the IUPAC Commission on Isotopic Abundances and
Atomic Weights.
8.50. Blank Determinations
Where it is directed that “any necessary correction” be

made by a blank determination, the determination shall be
conducted using the same quantities of the same reagents
treated in the same manner as the solution or mixture con-

 

 

 

 

 

 

analyte. Corrections to calculations based on the blank de- taining the portion of the substance under assay or test, but
termination are to be made for all titrimetric assays where with the substance itself omitted.
appropriate (see Titrimetry (541)).

illustration of Rounding Numerical Values
[ for Comparison with Requirements :

Compendial Requirement Unrounded Value Rounded Result Conforms

Assay limit 298.0% 97.96% 98.0% Yes

97.92% 97.9% No

L 97.95% 98.0% Yes

Assay limit <101.5% 101.55% 101.6% No

101.46% 101.5% Yes

101.45% 101.5% Yes

Limit test <0.02% 0.025% 0.03% No

0.015% 0.02% Yes

0.027% 0.03% No

Limit test <3 ppm 3.5 ppm 4 ppm No

3.4 ppm 3 ppm Yes

2.5 ppm 3 ppm Yes  
 

 

 




