Food and Drug Administration, HHS

The labeling for any prescription drug
product to which sulfites have been
added as an inactive ingredient, regard-
less of the amount added, must bear
the warning specified in paragraph (b)
or (c) of this section.

(b) The labeling required by §§201.57
and 201.100(d) for prescription drugs for
human use containing a sulfite, except
epinephrine for injection when in-
tended for use in allergic or other
emergency situations, shall bear the
warning statement ‘‘Contains (insert
the name of the sulfite, e.g., sodium
metabisulfite), a sulfite that may cause
allergic-type reactions including
anaphylactic symptoms and life-
threatening or less severe asthmatic
episodes in certain susceptible people.
The overall prevalence of sulfite sen-
sitivity in the general population is un-
known and probably low. Sulfite sen-
sitivity is seen more frequently in
asthmatic than in nonasthmatic peo-
ple.”” This statement shall appear in
the ““Warnings’’ section of the labeling.

(c) The labeling required by §§201.57
and 201.100(d) for sulfite-containing epi-
nephrine for injection for use in aller-
gic emergency situations shall bear the
warning statement ‘““Epinephrine is the
preferred treatment for serious allergic
or other emergency situations even
though this product contains (insert the
name of the sulfite, e.g., sodium
metabisulfite), a sulfite that may in
other products cause allergic-type re-
actions including anaphylactic symp-
toms or life-threatening or less severe
asthmatic episodes in certain suscep-
tible persons. The alternatives to using
epinephrine in a life-threatening situa-
tion may not be satisfactory. The pres-
ence of a sulfite(s) in this product
should not deter administration of the
drug for treatment of serious allergic
or other emergency situations.”” This
statement shall appear in the “Warn-
ings’’ section of the labeling.
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Subpart B—Labeling Requirements
for Prescription Drugs and/or
Insulin

§201.50 Statement of identity.

(a) The label of prescription and insu-
lin-containing drugs in package form
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§201.51

shall bear as one of its principal fea-
tures a statement of the identity of the
drug.

(b) Such statement of identity shall
be in terms of the established name of
the drug. An insulin-containing drug
shall be further identified by place-
ment on the outside container or wrap-
per of the package, and on the label of
the immediate container, of the distin-
guishing color(s) required by §429.12 of
this chapter. In the case of a prescrip-
tion drug that is a mixture and that
has no established name, the require-
ment for statement of identity shall be
deemed to be satisfied by a listing of
the quantitative ingredient informa-
tion as prescribed by §201.10.

(c) The statement of identity of a
prescription drug shall also comply
with the placement, size and promi-
nence requirements of §201.10.

§201.51 Declaration of net quantity of
contents.

(a) The label of a prescription or in-
sulin-containing drug in package form
shall bear a declaration of the net
quantity of contents. This shall be ex-
pressed in the terms of weight, meas-
ure, numerical count, or a combination
of numerical count and weight or
measure. The statement of quantity of
drugs in tablet, capsule, ampule, or
other unit dosage form shall be ex-
pressed in terms of numerical count;
the statement of quantity for drugs in
other dosage forms shall be in terms of
weight if the drug is solid, semi-solid,
or viscous, or in terms of fluid measure
if the drug is liquid. When the drug
quantity statement is in terms of the
numerical count of the drug units, it
shall be augmented to give the weight
or measure of the drug units or the
quantity of each active ingredient in
each drug unit or, when quantity does
not accurately reflect drug potency, a
statement of the drug potency.

(b) Statements of weight of the con-
tents shall in the case of prescription
drugs be expressed in terms of avoirdu-
pois pound, ounce, and grain or of kilo-
gram, gram, and subdivisions thereof.
A statement of liquid measure of the
contents shall in the case of prescrip-
tion drugs be expressed in terms of the
U.S. gallon of 231 cubic inches and
quart, pint, fluid-ounce, and fluid-dram



