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C3(λ), C4(λ), and C5(λ)]. In addition, a 
minimum of 5 measurements of spec-
tral irradiance transmitted for each 
wavelength λ through the PMMA plate 
covered with the sunscreen product 
will be similarly obtained after pre-ir-
radiation of the sunscreen product 
[P1(λ), P2(λ), P3(λ), P4(λ), and P5(λ)]. 

The mean transmittance for each 
wavelength, 

is the ratio of the mean of the C(λ) val-
ues to the mean of the P(λ) values, as 
follows: 

Where n ≥5 

(5) Calculation of mean absorbance val-
ues. (i) Mean transmittance values, 

are converted into mean absorbance 
values, 

at each wavelength by taking the nega-
tive logarithm of the mean transmit-
tance value as follows: 

(ii) The calculation yields 111 
monochromatic absorbance values in 1 
nanometer increments from 290 to 400 
nanometers. 

(6) Number of plates. For each sun-
screen product, mean absorbance val-
ues should be determined from at least 
three individual PMMA plates. Because 
paragraph (d) of this section requires 
at least 5 measurements per plate, 
there should be a total of at least 15 
measurements. 

(7) Calculation of the critical wave-
length. The critical wavelength is iden-
tified as the wavelength at which the 
integral of the spectral absorbance 
curve reaches 90 percent of the integral 
over the UV spectrum from 290 to 400 
nm. The following equation defines the 
critical wavelength: 

Where λc = critical wavelength 
A(λ) = mean absorbance at each wavelength 
dλ = wavelength interval between measure-

ments 

A mean critical wavelength of 370 nm 
or greater is classified as broad spec-
trum protection. 

[76 FR 35660, June 17, 2011, as amended at 76 
FR 38975, July 5, 2011] 

§ 201.328 Labeling of medical gas con-
tainers. 

(a) Portable cryogenic medical gas con-
tainers. For the purposes of this section 
a ‘‘portable cryogenic medical gas con-
tainer’’ is one that is capable of being 
transported and is intended to be at-
tached to a medical gas supply system 
within a hospital, health care entity, 
nursing home, other facility, or home 
health care setting, or is a base unit 
used to fill small cryogenic gas con-
tainers for use by individual patients. 
The term does not include cryogenic 
containers that are not designed to be 
connected to a medical gas supply sys-
tem, e.g., tank trucks, trailers, rail 
cars, or small cryogenic gas containers 
for use by individual patients (includ-
ing portable liquid oxygen units as de-
fined at § 868.5655 of this chapter). 

(1) Each portable cryogenic medical 
gas container must be conspicuously 
marked with a 360° wraparound label 
identifying its contents. Such label 
must meet the requirements of 
§ 211.94(e)(2) of this chapter and the fol-
lowing additional requirements. 

(i) If the container holds a single gas, 
the name of the gas held in the con-
tainer must be printed on the label in 
one of the following ways: 

(A) Using lettering that appears in 
the color designated for the gas in 
paragraph (c) of this section and that is 
printed against a white background, or 

(B) Using lettering that appears in 
white against a background that is 
painted in the color for the gas des-
ignated in paragraph (c) of this section. 

(ii) The lettering for the name of the 
gas on the label must be at least 2 
inches high. 
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(iii) The name of the gas must be 
printed continuously around the label 
and be capable of being read around the 
entire container. 

(iv) The label must be on the sidewall 
of the container, as close to the top of 
the container as possible but below the 
top weld seam. 

(v) A portable cryogenic medical gas 
container may only be colored in the 
color or colors designated in paragraph 
(c) of this section if the gas or gases 
held within the container correspond 
to that color or those colors. 

(2) A label on the container (either 
the 360° wraparound label required in 
paragraph (a)(1) of this section or a 
separate label) must include, in con-
spicuous lettering, the phrase ‘‘For 
Medical Use’’, ‘‘Medical Gas,’’ or some 
similar phrase that indicates the gas is 
for medical use. 

(b) High-pressure medical gas cylinders. 
Each high-pressure medical gas cyl-
inder must be colored on the shoulder 
portion of the cylinder in the color or 
colors designated in paragraph (c) of 
this section. The color or colors must 
be visible when viewed from the top of 
cylinder. 

(c) Medical gas colors. The colors re-
quired to identify medical gases under 
paragraph (a) and (b) of this section 
are: 

Medical gas Color 

Medical Air ............................. Yellow. 
Carbon Dioxide ...................... Gray. 
Helium .................................... Brown. 
Nitrogen ................................. Black. 
Nitrous Oxide ......................... Blue. 
Oxygen .................................. Green. 
Mixture or Blend .................... Colors corresponding to each 

component gas. 

[81 FR 81696, Nov. 18, 2016] 

APPENDIX A TO PART 201—EXAMPLES OF 
GRAPHIC ENHANCEMENTS USED BY FDA 

I. SECTION 201.66 STANDARD LABELING FORMAT 

A. Overall 

1. The ‘‘Drug Facts’’ labeling is set off in a 
box or similar enclosure by the use of a 
barline with all black type printed on a 
white, color contrasting background. 

B. Typeface and size 

1. ‘‘Drug Facts’’ is set in 14 point Helvetica 
Bold Italic, left justified. 

2. ‘‘Drug Facts (continued)’’ is set in 8 
point Helvetica Bold Italic for the words 
‘‘Drug Facts’’ and 8 point Helvetica Regular 
for the word ‘‘(continued)’’ and is left justi-
fied. 

3. The headings (e.g., ‘‘Directions’’) are set 
in 8 point Helvetica Bold Italic, left justified. 

4. The subheadings (e.g., ‘‘Ask a doctor or 
pharmacist before use if you are’’) are set in 
6 point Helvetica Bold, left justified. 

5. The information is set in 6 point 
Helvetica Regular with 6.5 point leading, left 
justified. 

6. The heading ‘‘Purpose’’ is right justified. 
7. The bullet is a 5-point solid square. 
8. Two em spacing separates bullets when 

more than one bullet is on the same line. 
9. A table format is used for 3 or more dos-

age directions. 
10. A graphic appears at the bottom of the 

first panel leading the reader to the next 
panel. 

C. Barlines and hairlines 

1. A 2.5-point horizontal barline extends to 
each end of the ‘‘Drug Facts’’ box (or similar 
enclosure), providing separation between 
each of the headings. 

2. A 0.5-point horizontal hairline extends 
within 2 spaces on either side of the ‘‘Drug 
Facts’’ box (or similar enclosure), imme-
diately following the title and immediately 
preceding the subheadings. 

3. A 0.5-point horizontal hairline follows 
the title, immediately preceding the head-
ing, when a heading appears on a subsequent 
panel immediately after the ‘‘Drug Facts 
(continued)’’ title. 

D. Box or Enclosure 

1. All information is enclosed by a 2.5-point 
barline. 

II. SECTION 201.66 MODIFIED LABELING 
FORMAT 

A. Overall 

1. The ‘‘Drug Facts’’ labeling is presented 
in all black type printed on a white color 
contrasting background. 

B. Typeface and size 

1. ‘‘Drug Facts’’ is set in 9 point Helvetica 
Bold Italic, left justified. 

2. The headings (e.g., ‘‘Directions’’) are set 
in 8 point Helvetica Bold Italic, left justified. 

3. The subheadings (e.g., ‘‘Ask a doctor or 
pharmacist before use if you are’’) are set in 
6 point Helvetica Bold, left justified. 

4. The information is set in 6 point 
Helvetica Regular with 6.5 point leading, left 
justified. 

5. The heading ‘‘Purpose’’ is right justified. 
6. The bullet is a 5-point solid square. 
7. Bulleted information may start on same 

line as headings (except for the ‘‘Warnings’’ 
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