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Cite this Code: CFR

To cite the regulations in
this volume use title,
part and section num-
ber. Thus, 21 CFR 200.5
refers to title 21, part
200, section 5.




Explanation

The Code of Federal Regulations is a codification of the general and permanent
rules published in the Federal Register by the Executive departments and agen-
cies of the Federal Government. The Code is divided into 50 titles which represent
broad areas subject to Federal regulation. Each title is divided into chapters
which usually bear the name of the issuing agency. Each chapter is further sub-
divided into parts covering specific regulatory areas.

Each volume of the Code is revised at least once each calendar year and issued
on a quarterly basis approximately as follows:

Title 1 through Title 16.......ooiiiii e as of January 1
Title 17 through Title 27 ..o as of April 1
Title 28 through Title 41 ... as of July 1
Title 42 through Title 50 ..o as of October 1

The appropriate revision date is printed on the cover of each volume.
LEGAL STATUS

The contents of the Federal Register are required to be judicially noticed (44
U.S.C. 1507). The Code of Federal Regulations is prima facie evidence of the text
of the original documents (44 U.S.C. 1510).

HOW TO USE THE CODE OF FEDERAL REGULATIONS

The Code of Federal Regulations is kept up to date by the individual issues
of the Federal Register. These two publications must be used together to deter-
mine the latest version of any given rule.

To determine whether a Code volume has been amended since its revision date
(in this case, April 1, 1996), consult the ‘‘List of CFR Sections Affected (LSA),”
which is issued monthly, and the ‘“‘Cumulative List of Parts Affected,”” which
appears in the Reader Aids section of the daily Federal Register. These two lists
will identify the Federal Register page number of the latest amendment of any
given rule.

EFFECTIVE AND EXPIRATION DATES

Each volume of the Code contains amendments published in the Federal Reg-
ister since the last revision of that volume of the Code. Source citations for
the regulations are referred to by volume number and page number of the Federal
Register and date of publication. Publication dates and effective dates are usu-
ally not the same and care must be exercised by the user in determining the
actual effective date. In instances where the effective date is beyond the cut-
off date for the Code a note has been inserted to reflect the future effective
date. In those instances where a regulation published in the Federal Register
states a date certain for expiration, an appropriate note will be inserted following
the text.

OMB CONTROL NUMBERS

The Paperwork Reduction Act of 1980 (Pub. L. 96-511) requires Federal agencies
to display an OMB control number with their information collection request.
Many agencies have begun publishing numerous OMB control numbers as amend-

A\



ments to existing regulations in the CFR. These OMB numbers are placed as
close as possible to the applicable recordkeeping or reporting requirements.

OBSOLETE PROVISIONS

Provisions that become obsolete before the revision date stated on the cover
of each volume are not carried. Code users may find the text of provisions in
effect on a given date in the past by using the appropriate numerical list of
sections affected. For the period before January 1, 1986, consult either the List
of CFR Sections Affected, 1949-1963, 1964-1972, or 1973-1985, published in seven sep-
arate volumes. For the period beginning January 1, 1986, a ‘“‘List of CFR Sections
Affected” is published at the end of each CFR volume.

INCORPORATION BY REFERENCE

What is incorporation by reference? Incorporation by reference was established
by statute and allows Federal agencies to meet the requirement to publish regu-
lations in the Federal Register by referring to materials already published else-
where. For an incorporation to be valid, the Director of the Federal Register
must approve it. The legal effect of incorporation by reference is that the mate-
rial is treated as if it were published in full in the Federal Register (5 U.S.C.
552(a)). This material, like any other properly issued regulation, has the force
of law.

What is a proper incorporation by reference? The Director of the Federal Register
will approve an incorporation by reference only when the requirements of 1 CFR
part 51 are met. Some of the elements on which approval is based are:

(a) The incorporation will substantially reduce the volume of material pub-
lished in the Federal Register.

(b) The matter incorporated is in fact available to the extent necessary to
afford fairness and uniformity in the administrative process.

(c) The incorporating document is drafted and submitted for publication in
accordance with 1 CFR part 51.

Properly approved incorporations by reference in this volume are listed in the
Finding Aids at the end of this volume.

What if the material incorporated by reference cannot be found? If you have any
problem locating or obtaining a copy of material listed in the Finding Aids of
this volume as an approved incorporation by reference, please contact the agency
that issued the regulation containing that incorporation. If, after contacting the
agency, you find the material is not available, please notify the Director of the
Federal Register, National Archives and Records Administration, Washington DC
20408, or call (202) 523-4534.

CFR INDEXES AND TABULAR GUIDES

A subject index to the Code of Federal Regulations is contained in a separate
volume, revised annually as of January 1, entitled CFR INDEX AND FINDING AIDS.
This volume contains the Parallel Table of Statutory Authorities and Agency
Rules (Table 1), and Acts Requiring Publication in the Federal Register (Table
I1). A list of CFR titles, chapters, and parts and an alphabetical list of agencies
publishing in the CFR are also included in this volume.

An index to the text of “Title 3—The President’ is carried within that volume.

The Federal Register Index is issued monthly in cumulative form. This index
is based on a consolidation of the “Contents’ entries in the daily Federal Reg-
ister.

A List of CFR Sections Affected (LSA) is published monthly, keyed to the
revision dates of the 50 CFR titles.



REPUBLICATION OF MATERIAL

There are no restrictions on the republication of material appearing in the
Code of Federal Regulations.
INQUIRIES

For a legal interpretation or explanation of any regulation in this volume,
contact the issuing agency. The issuing agency’s name appears at the top of
odd-numbered pages.

For inquiries concerning CFR reference assistance, call 202-523-5227 or write
to the Director, Office of the Federal Register, National Archives and Records
Administration, Washington, DC 20408.

SALES

The Government Printing Office (GPO) processes all sales and distribution of
the CFR. For payment by credit card, call 202-512-1800, M-F, 8 a.m. to 4 p.m.
e.s.t. or fax your order to 202-512-2233, 24 hours a day. For payment by check,
write to the Superintendent of Documents, Attn: New Orders, P.O. Box 371954,
Pittsburgh, PA 15250-7954. For GPO Customer Service call 202-512-1803.

RICHARD L. CLAYPOOLE,
Director,
Office of the Federal Register.
April 1, 1996.






THIS TITLE

Title 21—FooD AND DRUGS is composed of nine volumes. The parts in these
volumes are arranged in the following order: Parts 1-99, 100-169, 170-199, 200-299,
300-499, 500-599, 600-799, 800-1299 and 1300-end. The first eight volumes, containing
parts 1-1299, comprise Chapter |—Food and Drug Administration, Department of
Health and Human Services. The ninth volume, containing part 1300 to end, in-
cludes Chapter I1—Drug Enforcement Administration, Department of Justice, and
Chapter 111—Office of National Drug Control Policy. The contents of these vol-
umes represent all current regulations codified under this title of the CFR as
of April 1, 1996.

The Table of Exempt Prescription Products to part 1308 appears in the volume
containing part 1300-end.

Redesignation tables for Chapter I—Food and Drug Administration appear in
the Finding Aids section for the volumes containing parts 170-199 and 500-599.

For this volume, Brian Swidal was Chief Editor. The Code of Federal Regula-
tions publication program is under the direction of Frances D. McDonald, assisted
by Alomha S. Morris.



Would you like to
know...

if any changes have been made to the Code
of Federal Regulations or what documents
have been published in the Federal Register
without reading the Federal Register every
day? If so, you may wish to subscribe to the
LSA (List of CFR Sections Affected), the
Federal Register Index, or both.

LSA

The LSA (List of CFR Sections Affected) is
designed to lead users of the Code of Federal
Regulations to amendatory actions published in
the Federal Register. The LSA is issued monthly in
cumulative form. Entries indicate the nature of the
changes—such as revised, removed, or corrected.

$26 per year (°32.50 foreign).
Federal Register Index

The index, covering the contents of the daily
Federal Register, is issued monthly in cumulative
form. Entries are carried primarily under the names
of the issuing agencies. Significant subjects are

carried as cross-references.
$24 per year (°30.00 foreign).

A finding aid is included in each publication which
lists Federal Register page numbers with the date

of publication in the Federal Register.
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LSA (List of CFR Sections Affected), (LCS) for *26 per year (¥32.50 foreign).
Federal Register Index (FRSU) £24 per year (*30.00 foreign).
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Title 21—Food and
Drugs

(This book contains parts 200 to 299)

Part

CHAPTER I—Food and Drug Administration, Department of
Health and Human Services (Continued) ..........c.cccoeiiinene. 200

CROSs REFERENCES: Food Safety and Inspection Service, Department of Agriculture: See
Meat and Poultry Inspection, 9 CFR chapter III.
Federal Trade Commission: See Commercial Practices, 16 CFR chapter I.
U.S. Customs Service, Department of the Treasury: See Customs Duties, 19 CFR chapter 1.
Internal Revenue Service, Department of the Treasury: See Internal Revenue, 26 CFR chap-
ter 1.
Bureau of Alcohol, Tobacco, and Firearms, Department of the Treasury: See Alcohol, To-
bacco Products and Firearms, 27 CFR chapter I.
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SUBCHAPTER C—DRUGS: GENERAL

PART 200—GENERAL

Subpart A—General Provisions

Sec.

200.5 Mailing of
about drugs.

200.7 Supplying pharmacists with
tions and dosage information.

200.10 Contract facilities (including consult-
ing laboratories) utilized as extramural
facilities by pharmaceutical manufactur-
ers.

200.11 Use of octadecylamine in steam lines
of drug establishments.

200.15 Definition of term “insulin.”

important information

indica-

Subpart B—Manufacturing Procedures
Affecting New Drug Status

200.30 Sterilization of drugs by irradiation.
200.31 Timed release dosage forms.

Subpart C—Requirements for Specific
Classes of Drugs

200.50 Ophthalmic preparations and dispens-
ers.

Subpart D—Suitability of Specific Drug
Components

200.100 Use of ox bile from condemned livers
from slaughtered animals in the manu-
facture of drugs.

200.101 Suprarenal glands from hog car-
casses prior to final inspection.

Subpart E—Prescription Drug Consumer
Price Listing

200.200 Prescription drugs; reminder adver-
tisements and reminder labeling to pro-
vide price information to consumers.

AUTHORITY: Secs. 201, 301, 501, 502, 503, 505,
506, 507, 508, 515, 701, 704, 705 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321,
331, 351, 352, 353, 355, 356, 357, 358, 360e, 371, 374,
375).

SOURCE: 40 FR 13996, Mar. 27, 1975, unless
otherwise noted.

Subpart A—General Provisions

§200.5 Mailing of important informa-
tion about drugs.

Manufacturers and distributors of
drugs and the Food and Drug Adminis-
tration occasionally are required to
mail important information about

drugs to physicians and others respon-
sible for patient care. In the public in-
terest, such mail should be distinctive
in appearance so that it will be
promptly recognized and read. The
Food and Drug Administration will
make such mailings in accordance with
the specifications set forth in this sec-
tion. Manufacturers and distributors of
drugs are asked to make such mailings
as prescribed by this section and not to
use the distinctive envelopes for ordi-
nary mail.

(a) Use first class mail and No. 10
white envelopes.

(b) The name and address of the agen-
cy or the drug manufacturer or dis-
tributor is to appear in the upper left
corner of the envelope.

(c) The following statements are to
appear in the far left third of the enve-
lope front, in the type and size indi-
cated, centered in a rectangular space
approximately 3 inches wide and 2%
inches high with an approximately 3
inch-wide border in the color indicated:

(1) When the information concerns a
significant hazard to health, the state-
ment:

IMPORTANT
DRUG
WARNING

The statement shall be in three lines,
all capitals, and centered. ““Important”’
shall be in 36 point Gothic Bold type.
“Drug” and “Warning’’ shall be in 36
point Gothic Condensed type. The rec-
tangle’s border and the statement
therein shall be red.

(2) When the information concerns
important changes in drug package la-
beling, the statement:

IMPORTANT
PRESCRIBING
INFORMATION

The statement shall be in three lines,
all capitals, and centered. ““Important”’
shall be in 36 point Gothic Bold type.
“Prescribing’ and ‘“‘Information’ shall
be in 36 point Gothic Condensed type.
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The rectangle’s border and the state-
ment therein shall be blue.

(3) When the information concerns a
correction of prescription drug adver-
tising or labeling, the statement:

IMPORTANT
CORRECTION
OF DRUG
INFORMATION

The statement shall be in four lines, all
capitals, and centered. ‘“‘Important”
shall be in 36 point Gothic Bold type.
““Correction,” ““‘Of Drug,” and “‘Infor-
mation” shall be in 36 point Gothic
Condensed type. The rectangle’s border
and the statement therein shall be
brown.

§200.7 Supplying pharmacists with in-
dications and dosage information.

There are presently no regulations
under the Federal Food, Drug, and Cos-
metic Act that prevent a manufacturer
of prescription drugs from sending the
pharmacist data he needs on indica-
tions and dosage in exercising his im-
portant professional function of check-
ing against possible mistakes in a pre-
scription. The Food and Drug Adminis-
tration believes manufacturers should
be encouraged to supply such printed
matter to the pharmacist for his pro-
fessional information. Obviously, such
printed matter should not be displayed
to prospective purchasers to promote
over-the-counter sale of prescription
drugs.

§200.10 Contract facilities (including
consulting laboratories) utilized as
extramural facilities by pharma-
ceutical manufacturers.

(a) Section 704(a) of the Federal
Food, Drug, and Cosmetic Act specifi-
cally authorizes inspection of consult-
ing laboratories as well as any factory,
warehouse, or establishment in which
prescription drugs are manufactured,
processed, packed, or held.

(b) The Food and Drug Administra-
tion is aware that many manufacturers
of pharmaceutical products utilize ex-
tramural independent contract facili-
ties, such as testing laboratories, con-
tract packers or labelers, and custom
grinders, and regards extramural facili-

§200.15

ties as an extension of the manufactur-
er’s own facility.

(c) The Food and Drug Administra-
tion reserves the right to disclose to
the pharmaceutical manufacturer, or
to the applicant of a new drug applica-
tion (NDA) or to the sponsor of an In-
vestigational New Drug (IND) Applica-
tion, any information obtained during
the inspection of an extramural facil-
ity having a specific bearing on the
compliance of the manufacturer’s, ap-
plicant’s, or sponsor’s product with the
Federal Food, Drug, and Cosmetic Act.
The Food and Drug Administration’s
position is that by the acceptance of
such contract work, the extramural fa-
cility authorizes such disclosures.

(d) The Food and Drug Administra-
tion does not consider results of valida-
tion studies of analytical and assay
methods and control procedures to be
trade secrets that may be withheld
from the drug manufacturer by the
contracted extramural facility.

[40 FR 13996, Mar. 27, 1975, as amended at 55
FR 11576, Mar. 29, 1990]

§200.11 Use of octadecylamine in
steam lines of drug establishments.

The Food and Drug Administration
will not object to the wuse of
octadecylamine in steam lines where
the steam may be used for autoclaving
surgical instruments and gauze if the
octadecylamine in the steam is not
more than 2.4 parts per million.

§200.15 Definition of term “insulin.”

For the purposes of sections 502(k)
and 506 of the act:

(@) The term insulin as used therein
means the active principle of pancreas
which affects the metabolism of carbo-
hydrate in the animal body and which
is of value in the treatment of diabetes
mellitus.

(b) The following substances, when
they are intended for use in the manu-
facture of insulin-containing drugs
that will subsequently be submitted for
certification, shall not be considered to
be subject to certification as ‘“‘drugs
composed wholly or partly of insulin’:

(1) Pancreas glands; and

(2) Materials prepared from pancreas
glands, such as ‘salt cake” and
“‘isoelectric precipitate,” which mate-
rials must be subjected to further puri-



§200.30

fication in order to meet the standards
of purity established by part 429 of this
chapter.

Subpart B—Manufacturing Proce-
dures Affecting New Drug Sta-
tus

§200.30 Sterilization of drugs by irra-
diation.

There is a current interest in the uti-
lization of newly developed sources of
radiation for the sterilization of drugs.
Prior to the marketing of a drug steri-
lized by such means, it is necessary in
the interest of protecting the public
health to establish by adequate inves-
tigations that the irradiation treat-
ment does not cause the drug to be-
come unsafe or otherwise unsuitable
for use. Accordingly, all drug products,
including injections, ophthalmic solu-
tions, surgical sutures, and surgical
dressings sterilized by means of irra-
diation are regarded as new drugs with-
in the meaning of section 201(p) of the
Federal Food, Drug, and Cosmetic Act.
An effective new-drug application pur-
suant to section 505 of the act is there-
fore a prerequisite to interstate ship-
ment of such articles, except as pro-
vided by section 505(i).

§200.31 Timed release dosage forms.

(a) Many drugs are now being offered
in dosage forms that are designed to re-
lease the active ingredients over a pro-
longed period. There is a possibility of
unsafe overdosage if such products are
improperly made and the active ingre-
dients are released at one time or over
too short a time interval. Any such
dosage form that contains per dosage
unit (for example, capsule or tablet), a
quantity of active drug ingredients
which is not generally recognized as
safe for administration as a single dose
under the conditions suggested in its
labeling, is regarded as a new drug
within the meaning of section 201(p) of
the Federal Food, Drug, and Cosmetic
Act.

(b) The fact that the labeling of this
type of drug may claim delayed or pro-
longed release of all or some of the ac-
tive ingredients does not affect the
new-drug status of such articles. A
new-drug application is required in any
such case to demonstrate that the drug

21 CFR Ch. | (4-1-96 Edition)

is in fact safe because it is properly
made and controlled to release the
total dose at a safe rate. It should be
noted particularly that such dosage
forms are regarded as new drugs even
when the total daily dosage rec-
ommended in the labeling is generally
recognized as safe. For example, a cap-
sule containing 50 milligrams of
pyrilamine maleate and 15 milligrams
of phenylephrine hydrochloride, offered
for sale without prescription, is re-
garded as a new drug for which the dis-
tributor should have an effective new-
drug application, even though the di-
rections call for taking no more than
two capsules daily. While the daily in-
take under such directions is within
the range regarded as safe for use in
self-medication, the single dose is too
high for such use unless the release of
the drug is sufficiently prolonged. It is
obvious that, in filing a new-drug ap-
plication for such an article, particular
attention should be given to data
which establish that the active ingredi-
ents are released over a period of time,
as represented in the labeling.

Subpart C—Requirements for
Specific Classes of Drugs

§200.50 Ophthalmic preparations and
dispensers.

(a)(1) Informed medical opinion is in
agreement that all preparations offered
or intended for ophthalmic use, includ-
ing preparations for cleansing the eyes,
should be sterile. It is further evident
that such preparations purport to be of
such purity and quality as to be suit-
able for safe use in the eye.

(2) The Food and Drug Administra-
tion concludes that all such prepara-
tions, if they are not sterile, fall below
their professed standard of purity or
quality and may be unsafe. In a state-
ment of policy issued on September 1,
1964, the Food and Drug Administra-
tion ruled that liquid preparations of-
fered or intended for ophthalmic use
that are not sterile may be regarded as
adulterated within the meaning of sec-
tion 501(c) of the Federal Food, Drug,
and Cosmetic Act (the act), and, fur-
ther, may be deemed misbranded with-
in the meaning of section 502(j) of the
act. This ruling is extended to affect
all preparations for ophthalmic use. By
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this regulation, this ruling is applica-
ble to ophthalmic preparations that
are regulated as drugs. By the regula-
tion in §800.10 of this chapter, this rul-
ing is applicable to ophthalmic prep-
arations that are regulated as medical
devices.

(3) The -containers of ophthalmic
preparations shall be sterile at the
time of filling and closing, and the con-
tainer or individual carton shall be so
sealed that the contents cannot be used
without destroying the seal. The pack-
aging and labeling of ophthalmic prep-
arations that are over-the-counter
drugs shall also comply with §211.132 of
this chapter on tamper-resistant pack-
aging requirements.

(b) Liquid ophthalmic preparations
packed in multiple-dose containers
should:

(1) Contain one or more suitable and
harmless substances that will inhibit
the growth of microorganisms; or

(2) Be so packaged as to volume and
type of container and so labeled as to
duration of use and with such nec-
essary warnings as to afford adequate
protection and minimize the hazard of
injury resulting from contamination
during use.

(c) Eye cups, eye droppers, and other
dispensers intended for ophthalmic use
should be sterile, and may be regarded
as falling below their professed stand-
ard of purity or quality if they are not
sterile. These articles, which are regu-
lated as drugs if packaged with the
drugs with which they are to be used,
should be packaged so as to maintain
sterility until the package is opened
and be labeled, on or within the retail
package, so as to afford adequate direc-
tions and necessary warnings to mini-
mize the hazard of injury resulting
from contamination during use.

[40 FR 13996, Mar. 27, 1975, as amended at 47
FR 50455, Nov. 5, 1982]

Subpart D—Suitability of Specific
Drug Components

§200.100 Use of ox bile from con-

demned livers from slaughtered
animals in the manufacture of
drugs.

(a) Conferences have recently been
held between members of the Depart-
ment of Health and Human Services

§200.101

and representatives of the Agricultural
Research Service, Department of Agri-
culture, concerning requests made to
that agency for the release of ox bile
from condemned livers of slaughtered
animals for use in the manufacture of
certain drugs.

(b) The Secretary of Health and
Human Services has given careful con-
sideration to this problem and has
reached the conclusion that no hazard
to public health will be involved in the
release of such ox bile, after the addi-
tion to it of sufficient sodium hydrox-
ide to give the mixture a sodium hy-
droxide content of not less than 5 per-
cent, the mixture then being allowed to
stand at least 24 hours. This Depart-
ment will not regard as in violation of
the provisions of the Federal Food,
Drug, and Cosmetic Act such alkalized
and aged ox bile, if labeled ““Ox Bile
and Sodium Hydroxide (or Ox Bile and
Sodium Hydroxide Solution). Sodium
hydroxide not less than 5 percent by
weight. For manufacturing use only,”
together with a statement of the quan-
tity of contents in the container (for
example, ““50 gallons’) and the name
and address of the manufacturer, pack-
er, or shipper.

(c) Bile from the condemned livers of
sheep and goats also may be released,
under the same conditions as outlined
in the preceding paragraph, except that
the words ‘““Sheep Bile’ or ““Goat Bile,”
as the case may be, shall be substituted
for the words ‘““Ox Bile’” upon the label.
In the case of mixtures of bile from any
two or all three of the sources men-
tioned, the label shall indicate the
sources of such bile.

§200.101 Suprarenal glands from hog
carcasses prior to final inspection.

(a) The Agricultural Research Serv-
ice of the U.S. Department of Agri-
culture has informed the Food and
Drug Administration of the Depart-
ment of Health and Human Services
that, under appropriate conditions, it
will permit the removal of suprarenal
glands from hogs that have not been fi-
nally inspected by Federal inspectors.
The glands to be so obtained are in-
tended for use in manufacturing ex-
tracts containing one or more of the
therapeutically useful constituents of
suprarenal glands.



§200.200

(b) Under the conditions specified in
this section, the Secretary of Health
and Human Services has determined
that the public health will be ade-
quately protected from any danger
from the use of drugs, made in whole or
in part from suprarenal glands of hogs
that may be condemned by Federal in-
spectors of the Department of Agri-
culture after removal of such glands
from the carcasses, arising from any
abnormality of such carcasses if such
glands are subjected to the following
prescribed treatment, which will de-
stroy or eliminate any microorganisms
or toxins that might be present in the
glands:

(c) The glands are subjected to quick
freezing promptly upon removal from
the carcasses and maintained in a fro-
zen state until they are ground and im-
mersed in 95 percent to 100 percent ace-
tone. The ground tissues remain in the
acetone for a period of not less than 6
days, the mixture is filtered, and the
residue is burned.

Subpart E—Prescription Drug
Consumer Price Listing

§200.200 Prescription drugs; reminder
advertisements and reminder label-
ing to provide price information to
consumers.

(a) Prescription drug reminder adver-
tisements and reminder labeling in-
tended to provide price information to
consumers are exempt from the re-
quirements of §§201 .100 and 202.1 of this
chapter if all of the following condi-
tions are met:

(1) The only purpose of the reminder
advertisement or reminder labeling is
to provide consumers with information
concerning the price charged for a pre-
scription for a particular drug product,
and the reminder advertisement or re-
minder labeling contains no represen-
tation or suggestion concerning the
drug product’s safety, effectiveness, or
indications for use.

(2) The reminder advertisement or re-
minder labeling contains the propri-
etary name of the drug product, if any;
the established (generic) name of the
drug product, if any; the drug product’s
strength if the product contains a sin-
gle active ingredient or if the product
contains more than one active ingredi-

21 CFR Ch. | (4-1-96 Edition)

ent and a relevant strength can be as-
sociated with the product without indi-
cating each active ingredient (the es-
tablished name and quantity of each
active ingredient are not required); the
dosage form; and the price charged for
a prescription for a specific quantity of
the drug product.

(3) The reminder advertisement or re-
minder labeling may also include other
written, printed, or graphic matter,
e.g., identification of professional or
convenience services provided by the
pharmacy: Provided, That such infor-
mation is neither false nor misleading
and contains no representation or sug-
gestion concerning the drug product’s
safety, effectiveness, or indications for
use.

(4) The price stated in the reminder
advertisement or reminder labeling as
that charged for a prescription shall in-
clude all charges to the consumer in-
cluding, but not limited to, the cost of
the drug product, professional fees, and
handling fees, if any. Mailing fees and
delivery fees, if any, may be stated sep-
arately and without repetition.

(b) This exemption from §§201.100 and
202.1 of this chapter is applicable to all
prescription drug reminder labeling
and reminder advertisements solely in-
tended to provide consumers with in-
formation regarding the price charged
for prescriptions including price lists,
catalogs, and other promotional mate-
rial, whether mailed, posted in a phar-
macy, placed in a newspaper, or aired
on radio or television.

(¢) Any reminder advertisement or
reminder labeling intended to provide
consumers with prescription price in-
formation which is not in compliance
with this section shall be the subject of
appropriate regulatory action. Such ac-
tion may be taken against the product
and/or the responsible person.

[40 FR 58799, Dec. 18, 1975]

PART 201—LABELING

Subpart A—General Labeling Provisions

Sec.

201.1 Drugs; name and place of business of
manufacturer, packer, or distributor.
201.2 Drugs and devices; National Drug Code

numbers.
201.5 Drugs; adequate directions for use.
201.6 Drugs; misleading statements.
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201.10 Drugs; statement of ingredients.

201.15 Drugs; prominence of required label
statements.

201.16 Drugs; Spanish-language version of
certain required statements.

201.17 Drugs; location of expiration date.

201.18 Drugs; significance of control num-
bers.

201.19 Drugs; use of term “‘infant’.

201.20 Declaration of presence of FD&C Yel-
low No. 5 and/or FD&C Yellow No. 6 in
certain drugs for human use.

201.21 Declaration of presence of
phenylalanine as a component of aspar-
tame in over-the-counter and prescrip-
tion drugs for human use.

201.22 Prescription drugs containing sul-
fites; required warning statements.

Subpart B—Labeling Requirements for
Prescription Drugs and/or Insulin

201.50 Statement of identity.

201.51 Declaration of net quantity of con-
tents.

201.55 Statement of dosage.

201.56 General requirements on content and
format of labeling for human prescrip-
tion drugs.

201.57 Specific requirements on content and
format of labeling for human prescrip-
tion drugs.

201.58 Requests for waiver of requirement
for adequate and well-controlled studies
to substantiate certain labeling state-
ments.

201.59 Effective date of §§201.56,
201.100(d)(3), and 201.100(e).

201.57,

Subpart C—Labeling Requirements for
Over-the-Counter Drugs

201.60 Principal display panel.

201.61 Statement of identity.

201.62 Declaration of net quantity of con-
tents.

201.63 Pregnancy-nursing warning.

Subpart D—Exemptions from Adequate
Directions for Use

201.100
201.105

Prescription drugs for human use.

Veterinary drugs.

201.115 New drugs or new animal drugs.

201.116 Drugs having commonly known di-
rections.

201.117 Inactive ingredients.

201.119 In vitro diagnostic products.

201.120 Prescription chemicals and other
prescription components.

201.122 Drugs for processing, repacking, or
manufacturing.

201.125 Drugs for use in teaching, law en-
forcement, research, and analysis.

201.127 Drugs; expiration of exemptions.

201.128 Meaning of “intended uses’’.

Pt. 201
201.129 Drugs; exemption for radioactive
drugs for research use.

Subpart E—Other Exemptions

201.150 Drugs; processing,
packing.

201.161 Carbon dioxide and certain other
gases.

labeling, or re-

Subpart F—Labeling Claims for Drugs in
Drug Efficacy Study

201.200 Disclosure of drug efficacy study
evaluations in labeling and advertising.

Subpart G—Specific Labeling
Requirements for Specific Drug Products

201.300 Notice to manufacturers, packers,
and distributors of glandular prepara-
tions.

201.301 Notice to manufacturers, packers,
and distributors of estrogenic hormone
preparations.

201.302 Notice to manufacturers, packers,
and distributors of drugs for internal use
which contain mineral oil.

201.303 Labeling of drug preparations con-
taining significant proportions of winter-

green oil.

201.304 Tannic acid and barium enema prep-
arations.

201.305 Isoproterenol inhalation prepara-
tions (pressurized aerosols, nebulizers,

powders) for human use; warnings.
201.306 Potassium salt preparations in-
tended for oral ingestion by man.
201.308 Ipecac syrup; warnings and direc-
tions for use for over-the-counter sale.
201.309 Acetophenetidin  (phenacetin)-con-
taining preparations; necessary warning
statement.

201.310 Phenindione; labeling of drug prep-
arations intended for use by man.

201.311 [Reserved]

201.312 Magnesium sulfate heptahydrate;
label declaration on drug products.

201.313 Estradiol labeling.

201.314 Labeling of drug preparations con-
taining salicylates.

201.315 Over-the-counter drugs for minor
sore throats; suggested warning.

201.316 Drugs with thyroid hormone activity
for human use; required warning.

201.317 Digitalis and related cardiotonic
drugs for human use in oral dosage
forms; required warning.
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201.319 Water-soluble gums, hydrophilic
gums, and hydrophilic mucilloids (in-
cluding, but not limited to agar, alginic
acid, calcium polycarbophil,
carboxymethylcellulose sodium,
carrageenan, chondrus, glucomannan ((B-
1,4 linked) polymannose acetate), guar
gum, karaya gum, kelp, methylcellulose,
plantago seed (psyllium), polycarbophil
tragacanth, and xanthan gum) as active
ingredients; required warnings and direc-
tions.

AUTHORITY: Secs. 201, 301, 501, 502, 503, 505,
506, 507, 508, 510, 512, 530-542, 701, 704, 721 of
the Federal Food, Drug, and Cosmetic Act
(21 U.s.C. 321, 331, 351, 352, 353, 355, 356, 357,
358, 360, 360b, 360gg-360ss, 371, 374, 379e); secs.
215, 301, 351, 361 of the Public Health Service
Act (42 U.S.C. 216, 241, 262, 264).

SOURCE: 40 FR 13998, Mar. 27, 1975, unless
otherwise noted.

Subpart A—General Labeling
Provisions

§201.1 Drugs; name and place of busi-
ness of manufacturer, packer, or
distributor.

(a) A drug or drug product (as defined
in §320.1 of this chapter) in finished
package form is misbranded under sec-
tion 502(a) and (b)(1) of the act if its
label does not bear conspicuously the
name and place of business of the man-
ufacturer, packer, or distributor. This
paragraph does not apply to any drug
or drug product dispensed in accord-
ance with section 503(b)(1) of the act.

(b) As used in this section, and for
purposes of section 502(a) and (b)(1) of
the act, the manufacturer of a drug
product is the person who performs all
of the following operations that are re-
quired to produce the product: (1) Mix-
ing, (2) granulating, (3) milling, (4)
molding, (5) lyophilizing, (6) tableting,
(7) encapsulating, (8) coating, (9) steri-
lizing, and (10) filling sterile, aerosol,
or gaseous drugs into dispensing con-
tainers.

(c) If no person performs all of the
applicable operations listed in para-
graph (b) of this section, no person may
be represented as manufacturer except
as follows:

(1) If the person performs more than
one half of the applicable operations
listed in paragraph (b) of this section
and acknowledges the contribution of
other persons who have performed the
remaining applicable operations by
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stating on the product label that ‘“‘Cer-
tain manufacturing operations have
been performed by other firms.”’; or

(2) If the person performs at least one
applicable operation listed in para-
graph (b) of this section and identifies
by appropriate designation all other
persons who have performed the re-
maining applicable operations, e.g.,
““Made by (Person A), Filled by (Person
B), Sterilized by (Person C)’’; or

(3) If the person performs at least one
applicable operation listed in para-
graph (b) of this section and the person
is listed along with all other persons
who have performed the remaining ap-
plicable operations as ‘‘joint manufac-
turers.” A list of joint manufacturers
shall be qualified by the phrase ““Joint-
ly Manufactured By —— " and
the names of all of the manufacturers
shall be printed together in the same
type size and style; or

(4) If the person performs all applica-
ble operations listed in paragraph (b) of
this section except for those operations
listed in paragraph (d) of this section.
For purposes of this paragraph, person,
when it identifies a corporation, in-
cludes a parent, subsidiary, or affiliate
company where the related companies
are under common ownership and con-
trol.

(d) The Food and Drug Administra-
tion finds that it is the common prac-
tice in the drug industry to contract
out the performance of certain manu-
facturing operations listed in para-
graph (b) of this section. These oper-
ations include: (1) Soft-gelatin encap-
sulating, (2) aerosol filling, (3) steriliz-
ing by irradiation, (4) lyophilizing, and
(5) ethylene oxide sterilization.

(e) A person performs an operation
listed in paragraph (b) of this section
only if the operation is performed, in-
cluding the performance of the appro-
priate in-process quality control oper-
ations, except laboratory testing of
samples taken during processing, as
follows:

(1) By individuals, a majority of
whom are employees of the person and,
throughout the performance of the op-
eration, are subject to the person’s di-
rection and control;

(2) On premises that are continuously
owned or leased by the person and sub-
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ject to the person’s direction and con-
trol; and

(3) On equipment that is continu-
ously owned or leased by the person. As
used in this paragraph, person, when it
identifies a corporation, includes a par-
ent, subsidiary, or affiliate company
where the related companies are under
common ownership and control.

(f) The name of the person rep-
resented as manufacturer under para-
graph (b) or (c) of this section must be
the same as either (1) the name of the
establishment (as defined in §207.3(b) of
this chapter) under which that person
is registered at the time the labeled
product is produced or (2) the reg-
istered establishment name of a par-
ent, subsidiary, or affiliate company
where the related companies are under
common ownership and control. In ad-
dition, the name shall meet the re-
quirements of paragraph (g) of this sec-
tion.

(g) The requirement for declaration
of the name of the manufacturer, pack-
er, or distributor shall be deemed to be
satisfied, in the case of a corporate per-
son, only by the actual corporate
name, except that the corporate name
may be the name of a parent, subsidi-
ary, or affiliate company where the re-
lated companies are under common
ownership and control. The corporate
name may be preceded or followed by
the name of the particular division of
the corporation. ‘““‘Company,” ‘‘Incor-
porated,” etc., may be abbreviated or
omitted and ““The’ may be omitted. In
the case of an individual, partnership,
or association, the name under which
the business is conducted shall be used.

(h)(1) Except as provided in this sec-
tion, no person other than the manu-
facturer, packer, or distributor may be
identified on the label of a drug or drug
product.

(2) The appearance on a drug product
label of a person’s name without quali-
fication is a representation that the
named person is the sole manufacturer
of the product. That representation is
false and misleading, and the drug
product is misbranded under section
502(a) of the act, if the person is not
the manufacturer of the product in ac-
cordance with this section.

(3) If the names of two or more per-
sons appear on the label of a drug or
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drug product, the label may identify
which of the persons is to be contacted
for further information about the prod-
uct.

(4) If a trademark appears on the
drug or drug product label or appears
as a mark directly on the drug product
(e.g., tablet or capsule), the label may
identify the holder or licensee of the
trademark. The label may also state
whether the person identified holds the
trademark or is licensee of the trade-
mark.

(5) If the distributor is named on the
label, the name shall be qualified by
one of the following phrases: ‘‘Manu-

factured for . “Distributed
by . “*“Manufactured by
— for ———’, “Manu-
factured for by
“Distributor: 7, “Marketed
by ’. The qualifying phrases

may be abbreviated.

(6) If the packer is identified on the
label, the name shall be qualified by
the phrase “‘Packed by ’ or
“Packaged by . The quali-
fying phrases may be abbreviated.

(i) The statement of the place of busi-
ness shall include the street address,
city, State, and ZIP Code. For a foreign
manufacturer, the statement of the
place of business shall include the
street address, city, country, and any
applicable mailing code. The street ad-
dress may be omitted if it is shown in
a current city directory or telephone
directory. The requirement for inclu-
sion of the ZIP Code shall apply to
consumer commodity labels developed
or revised after July 1, 1969. In the case
of nonconsumer packages, the ZIP
Code shall appear either on the label or
the labeling (including the invoice).

() If a person manufactures, packs,
or distributes a drug or drug product at
a place other than the person’s prin-
cipal place of business, the label may
state the principal place of business in
lieu of the actual place where such
drug or drug product was manufactured
or packed or is to be distributed, unless
such statement would be misleading.

(k) Paragraphs (b), (c), (d), (e), and (f)
of this section, do not apply to the la-
beling of drug components.

() A drug product is misbranded
under section 502(a) of the act if its la-
beling identifies a person as manufac-



§201.2

turer, packer, or distributor, and that
identification does not meet the re-
quirements of this section.

(m) This section does not apply to bi-
ological drug products that are subject
to the requirements of section 351 of
the Public Health Service Act, 42
U.S.C. 262.

[45 FR 25775, Apr. 15, 1980; 45 FR 72118, Oct.
31, 1980, as amended at 48 FR 37620, Aug. 19,
1983]

§201.2 Drugs and devices; National

Drug Code numbers.

The National Drug Code (NDC) num-
ber is requested but not required to ap-
pear on all drug labels and in all drug
labeling, including the label of any pre-
scription drug container furnished to a
consumer. If the NDC number is shown
on a drug label, it shall be displayed as
required in §207.35(b)(3) of this chapter.

[40 FR 52002, Nov. 7, 1975]

§201.5 Drugs; adequate directions for
use.

Adequate directions for use means di-
rections under which the layman can
use a drug safely and for the purposes
for which it is intended. (Section
201.128 defines ‘‘intended use.”’) Direc-
tions for use may be inadequate be-
cause, among other reasons, of omis-
sion, in whole or in part, or incorrect
specification of:

(a) Statements of all conditions, pur-
poses, or uses for which such drug is in-
tended, including conditions, purposes,
or uses for which it is prescribed, rec-
ommended, or suggested in its oral,
written, printed, or graphic advertis-
ing, and conditions, purposes, or uses
for which the drug is commonly used;
except that such statements shall not
refer to conditions, uses, or purposes
for which the drug can be safely used
only under the supervision of a practi-
tioner licensed by law and for which it
is advertised solely to such practi-
tioner.

(b) Quantity of dose, including usual
quantities for each of the uses for
which it is intended and usual quan-
tities for persons of different ages and
different physical conditions.

(c) Frequency of administration or
application.

(d) Duration of administration or ap-
plication.
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(e) Time of administration or appli-
cation (in relation to time of meals,
time of onset of symptoms, or other
time factors).

(f) Route or method of administra-
tion or application.

(g) Preparation for use, i.e., shaking,
dilution, adjustment of temperature,
or, other manipulation or process.

[41 FR 6908, Feb. 13, 1976]

§201.6 Drugs; misleading statements.

(a) Among representations in the la-
beling of a drug which render such drug
misbranded is a false or misleading
representation with respect to another
drug or a device or a food or cosmetic.

(b) The labeling of a drug which con-
tains two or more ingredients may be
misleading by reason, among other rea-
sons, of the designation of such drug in
such labeling by a name which includes
or suggests the name of one or more
but not all such ingredients, even
though the names of all such ingredi-
ents are stated elsewhere in the label-
ing.

[41 FR 6908, Feb. 13, 1976]

§201.10 Drugs; statement of ingredi-
ents.

(@) The ingredient information re-
quired by section 502(e) of the Federal
Food, Drug, and Cosmetic Act shall ap-
pear together, without any intervening
written, printed, or graphic matter, ex-
cept the proprietary names of ingredi-
ents, which may be included with the
listing of established names, and such
statements as ‘“Warning—May be habit
forming” that are specifically required
for certain ingredients by the act or
regulations in this chapter.

(b) The term ingredient applies to any
substance in the drug, whether added
to the formulation as a single sub-
stance or in admixture with other sub-
stances.

(c) The labeling of a drug may be
misleading by reason (among other rea-
sons) of:

(1) The order in which the names of
the ingredients present in the drug ap-
pear in the labeling, or the relative
prominence otherwise given such
names.

(2) Failure to reveal the proportion
of, or other fact with respect to, an in-
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gredient present in such drug, when
such proportion or other fact is mate-
rial in the light of the representation
that such ingredient is present in such
drug.

(3) The employment of a fanciful pro-
prietary name for a drug or ingredient
in such a manner as to imply that the
drug or ingredient has some unique ef-
fectiveness or composition when, in
fact, the drug or ingredient is a com-
mon substance, the limitations of
which are readily recognized when the
drug or ingredient is listed by its es-
tablished name.

(4) The featuring in the labeling of
inert or inactive ingredients in a man-
ner that creates an impression of value
greater than their true functional role
in the formulation.

(5) Designation of a drug or ingredi-
ent by a proprietary name that, be-
cause of similarity in spelling or pro-
nunciation, may be confused with the
proprietary name or the established
name of a different drug or ingredient.

(d) (1) If the drug is in tablet or cap-
sule form or other unit dosage form,
any statement of the quantity of an in-
gredient contained therein shall ex-
press the quantity of such ingredient in
each such unit. If the drug is not in
unit dosage form, any statement of the
quantity of an ingredient contained
therein shall express the amount of
such ingredient in a specified unit of
weight or measure of the drug, or the
percentage of such ingredient in such
drug. Such statements shall be in
terms that are informative to licensed
practitioners, in the case of a prescrip-
tion drug, and to the layman, in the
case of a nonprescription drug.

(2) A statement of the percentage of
an ingredient in a drug shall, if the
term percent is used without qualifica-
tion, mean percent weight-in-weight, if
the ingredient and the drug are both
solids, or if the ingredient is a liquid
and the drug is a solid; percent weight
in volume at 68° F. (20° C.), if the ingre-
dient is a solid and the drug is a liquid;
and percent volume in volume at 68° F.
(20° C.), if both the ingredient and the
drug are liquids, except that alcohol
shall be stated in terms of percent vol-
ume of absolute alcohol at 60° F. (15.56°
C.).
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(e) A derivative or preparation of a
substance named in section 502(e) of
the act is an article derived or prepared
from such substance by any method,
including actual or theoretical chemi-
cal action.

(f) If an ingredient is a derivative or
preparation of a substance specifically
named in section 502(e) of the act and
the established name of such ingredi-
ent does not indicate that it is a deriv-
ative or preparation of the parent sub-
stance named in section 502(e) of the
act, the labeling shall, in conjunction
with the listing of the established
name of such ingredient, declare that
such article is a derivative or prepara-
tion of such parent substance.

(g) () If the label or labeling of a pre-
scription drug bears a proprietary
name or designation for the drug or
any ingredient thereof, the established
name, if such there be, corresponding
to such proprietary name or designa-
tion shall accompany such proprietary
name or designation each time it is
featured on the label or in the labeling
for the drug; but, except as provided in
this subparagraph, the established
name need not be used with the propri-
etary name or designation in the run-
ning text of the label or labeling. On
any label or page of labeling in which
the proprietary name or designation is
not featured but is used in the running
text, the established name shall be
used at least once in the running text
in association with such proprietary
name or designation and in the same
type size used in such running text:
Provided, however, That if the propri-
etary name or designation is used in
the running text in larger size type,
the established name shall be used at
least once in association with, and in
type at least half as large as the type
used for, the most prominent presen-
tation of the proprietary name or des-
ignation in such running text. If any
labeling includes a column with run-
ning text containing detailed informa-
tion as to composition, prescribing,
side effects, or contraindications and
the proprietary name or designation is
used in such column but is not featured
above or below the column, the estab-
lished name shall be used at least once
in such column of running text in asso-
ciation with such proprietary name or
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designation and in the same type size
used in such column of running text:
Provided, however, That if the propri-
etary name or designation is used in
such column of running text in larger
size type, the established name shall be
used at least once in association with,
and in type at least half as large as the
type used for, the most prominent pres-
entation of the proprietary name or
designation in such column of running
text. Where the established name is re-
quired to accompany or to be used in
association with the proprietary name
or designation, the established name
shall be placed in direct conjunction
with the proprietary name or designa-
tion, and the relationship between the
proprietary name or designation and
the established name shall be made
clear by use of a phrase such as ‘‘brand
of”” preceding the established name, by
brackets surrounding the established
name, or by other suitable means.

(2) The established name shall be
printed in letters that are at least half
as large as the letters comprising the
proprietary name or designation with
which it is joined, and the established
name shall have a prominence com-
mensurate with the prominence with
which such proprietary name or des-
ignation appears, taking into account
all pertinent factors, including typog-
raphy, layout, contrast, and other
printing features.

(h) (1) In the case of a prescription
drug containing two or more active in-
gredients, if the label bears a propri-
etary name or designation for such
mixture and there is no established
name corresponding to such propri-
etary name or designation, the quan-
titative ingredient information re-
quired on the label by section 502(e) of
the act shall be placed in direct con-
junction with the most prominent dis-
play of the proprietary name or des-
ignation. The prominence of the quan-
titative ingredient information shall
bear a reasonable relationship to the
prominence of the proprietary name.

(2) If the drug is packaged in a con-
tainer too small to bear the quan-
titative ingredient information on the
main display panel, the quantitative
ingredient information required by sec-
tion 502(e) of the act may appear else-
where on the label, even though the
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proprietary name or designation ap-
pears on the main display panel of the
label; but side- or back-panel place-
ment shall in this case be so arranged
and printed as to provide size and
prominence of display reasonably re-
lated to the size and prominence of the
front-panel display.

(i) A drug packaged in a container
too small or otherwise unable to ac-
commodate a label with sufficient
space to bear the information required
for compliance with section
502(e)(1)(A)(ii) and (B) of the act shall
be exempt from compliance with those
clauses: Provided, That:

(1) The label bears:

(i) The proprietary name of the drug;

(ii) The established name, if such
there be, of the drug;

(iii) An identifying
number; and

(iv) The name of the manufacturer,
packer, or distributor of the drug; and

(2) All the information required to
appear on the label by the act and the
regulations in this chapter appears on
the carton or other outer container or
wrapper if such carton, outer con-
tainer, or wrapper has sufficient space
to bear such information, or such com-
plete label information appears on a
leaflet with the package.

lot or control

§201.15 Drugs; prominence of required
label statements.

(a) A word, statement, or other infor-
mation required by or under authority
of the act to appear on the label may
lack that prominence and conspicuous-
ness required by section 502(c) of the
act by reason, among other reasons, of:

(1) The failure of such word, state-
ment, or information to appear on the
part or panel of the label which is pre-
sented or displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two
or more parts or panels of the label,
each of which has sufficient space
therefor, and each of which is so de-
signed as to render it likely to be,
under customary conditions of pur-
chase, the part or panel displayed;

(3) The failure of the label to extend
over the area of the container or pack-
age available for such extension, so as
to provide sufficient label space for the
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prominent placing of such word, state-
ment, or information;

(4) Insufficiency of label space for the
prominent placing of such word, state-
ment, or information, resulting from
the use of label space for any word,
statement, design, or device which is
not required by or under authority of
the act to appear on the label;

(5) Insufficiency of label space for the
prominent placing of such word, state-
ment, or information, resulting from
the use of label space to give materi-
ally greater conspicuousness to any
other word, statement, or information,
or to any design or device; or

(6) Smallness or style of type in
which such word, statement, or infor-
mation appears, insufficient back-
ground contrast, obscuring designs or
vignettes, or crowding with other writ-
ten, printed, or graphic matter.

(b) No exemption depending on insuf-
ficiency of label space, as prescribed in
regulations promulgated under section
502(b) or (e) of the act, shall apply if
such insufficiency is caused by:

(1) The use of label space for any
word, statement, design, or device
which is not required by or under au-
thority of the act to appear on the
label;

(2) The use of label space to give
greater conspicuousness to any word,
statement, or other information than
is required by section 502(c) of the act;
or

(3) The use of label space for any rep-
resentation in a foreign language.

(c) (1) ANl words, statements, and
other information required by or under
authority of the act to appear on the
label or labeling shall appear thereon
in the English language: Provided, how-
ever, That in the case of articles dis-
tributed solely in the Commonwealth
of Puerto Rico or in a Territory where
the predominant language is one other
than English, the predominant lan-
guage may be substituted for English.

(2) If the label contains any represen-
tation in a foreign language, all words,
statements, and other information re-
quired by or under authority of the act
to appear on the label shall appear
thereon in the foreign language.

(3) If the labeling contains any rep-
resentation in a foreign language, all
words, statements, and other informa-
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tion required by or under authority of
the act to appear on the label or label-
ing shall appear on the labeling in the
foreign language.

[41 FR 6908, Feb. 13, 1976]

§201.16 Drugs; Spanish-language ver-
sion of certain required statements.

An increasing number of medications
restricted to prescription use only are
being labeled solely in Spanish for dis-
tribution in the Commonwealth of
Puerto Rico where Spanish is the pre-
dominant language. Such labeling is
authorized under §201.15(c). Two re-
quired warnings, the wording of which
is fixed by law in the English language,
are presently being translated in var-
ious ways, from literal translation to
loose interpretation. The statutory na-
ture of these two statements requires
that the translation must convey the
meaning properly, in order to avoid
confusion and dilution of the purposes
of the warnings. The Commissioner of
Food and Drugs hereby adopts the fol-
lowing Spanish-language versions as
the accepted equivalents of the English
wording of the following:

(a) Section 503(b) (4) of the Federal
Food, Drug, and Cosmetic Act requires
the statement ‘‘Caution: Federal law
prohibits dispensing without prescrip-
tion.” The Spanish version of this shall
be: *“Precaucion: La ley Federal
prohibe su despacho sin prescripcion
facultativa.”

(b) Section 502(d) of the Federal
Food, Drug, and Cosmetic Act requires
the statement ““Warning—May be habit
forming” on habit-forming drugs. The
Spanish version of this shall be:
““Aviso— Puede formar habito o vicio.”

[41 FR 6908, Feb. 13, 1976]

§201.17 Drugs; location of expiration
date.

When an expiration date of a drug is
required, e.g., expiration dating of drug
products required by §211.137 of this
chapter, it shall appear on the imme-
diate container and also the outer
package, if any, unless it is easily leg-
ible through such outer package. How-
ever, when single-dose containers are
