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21 CFR Ch. I (4–1–07 Edition) § 352.71 

COMPOSITION OF PREPARATION A AND 
PREPARATION B OF THE STANDARD SUNSCREEN 

Ingredients––––––– Percent by weight 

Preparation A 
Lanolin ................................ 5.00 
Homosalate ........................ 8.00 
White petrolatum ................ 2.50 
Stearic acid ........................ 4.00 
Propylparaben .................... 0.05 

Preparation B 
Methylparaben ................... 0.10 
Edetate disodium ............... 0.05 
Propylene glycol ................. 5.00 
Triethanolamine ................. 1.00 
Purified water U.S.P .......... 74.30 

(2) Preparation A and preparation B 
are heated separately to 77 to 82 °C, 
with constant stirring, until the con-
tents of each part are solubilized. Add 
preparation A slowly to preparation B 
while stirring. Continue stirring until 
the emulsion formed is cooled to room 
temperature (15 to 30 °C). Add suffi-
cient purified water to obtain 100 
grams of standard sunscreen prepara-
tion. 

(c) Assay of the standard homosalate 
sunscreen. Assay the standard 
homosalate sunscreen preparation by 
the following method to ensure proper 
concentration: 

(1) Preparation of the assay solvent. 
The solvent consists of 1 percent gla-
cial acetic acid (V/V) in denatured eth-
anol. The denatured ethanol should not 
contain a UV radiation absorbing dena-
turant. 

(2) Preparation of a 1-percent solution 
of the standard homosalate sunscreen 
preparation. Accurately weigh 1 gram of 
the standard homosalate sunscreen 
preparation into a 100-milliliter volu-
metric flask. Add 50 milliliters of the 
assay solvent. Heat on a steam bath 
and mix well. Cool the solution to 
room temperature (15 to 30 °C). Then 
dilute the solution to volume with the 
assay solvent and mix well to make a 
1-percent solution. 

(3) Preparation of the test solution (1:50 
dilution of the 1-percent solution). Filter 
a portion of the 1-percent solution 
through number 1 filter paper. Discard 
the first 10 to 15 milliliters of the fil-
trate. Collect the next 20 milliliters of 
the filtrate (second collection). Add 1 
milliliter of the second collection of 
the filtrate to a 50-milliliter volu-
metric flask. Dilute this solution to 
volume with assay solvent and mix 

well. This is the test solution (1:50 dilu-
tion of the 1-percent solution). 

(4) Spectrophotometric determination. 
The absorbance of the test solution is 
measured in a suitable double beam 
spectrophotometer with the assay sol-
vent and reference beam at a wave-
length near 306 nanometers. 

(5) Calculation of the concentration of 
homosalate. The concentration of 
homosalate is determined by the fol-
lowing formula which takes into con-
sideration the absorbance of the sam-
ple of the test solution, the dilution of 
the 1-percent solution (1:50), the weight 
of the sample of the standard 
homosalate sunscreen preparation (1 
gram), and the standard absorbance 
value (172) of homosalate as deter-
mined by averaging the absorbance of a 
large number of batches of raw 
homosalate: 
Concentration of homosalate 
=absorbance × 50 × 100 × 172 =percent 
concentration by weight. 

§ 352.71 Light source (solar simulator). 
A solar simulator used for deter-

mining the SPF of a sunscreen drug 
product should be filtered so that it 
provides a continuous emission spec-
trum from 290 to 400 nanometers simi-
lar to sunlight at sea level from the 
sun at a zenith angle of 10° it has less 
than 1 percent of its total energy out-
put contributed by nonsolar wave-
lengths shorter than 290 nanometers; 
and it has not more than 5 percent of 
its total energy output contributed by 
wavelengths longer than 400 
nanometers. In addition, a solar simu-
lator should have no significant time- 
related fluctuations in radiation emis-
sions after an appropriate warmup 
time, and it should have good beam 
uniformity (within 10 percent) in the 
exposure plane. To ensure that the 
solar simulator delivers the appro-
priate spectrum of UV radiation, it 
must be measured periodically with an 
accurately-calibrated 
spectroradiometer system or equiva-
lent instrument. 

§ 352.72 General testing procedures. 
(a) Selection of test subjects (male and 

female). (1) Only fair-skin subjects with 
skin types I, II, and III using the fol-
lowing guidelines shall be selected: 
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