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batch was certified if the person who
requests certification has submitted to
the Commissioner results of tests and
assays showing that such drug as pre-
pared by him is stable for such period
of time. If the specific regulation does
not stipulate an expiration period, it
shall be as prescribed by this section. If
the manufacturer or repacker of the
drug has been exempted from the cer-
tification requirements, such date shall
be the number of months after the
month during which the batch was last
assayed and released by the manufac-
turer or repacker. If an expiration date
is used that is longer than the mini-
mum date provided for the drug by spe-
cific regulations, it may be used only if
the manufacturer has submitted infor-
mation to the Commissioner adequate
to prove that the drug is stable for
such time.

(b) If it is packaged solely for manu-
facturing use or for repacking, each
package shall bear on its outside wrap-
per or container and the immediate
container, the following:

(1) The number of units or
micrograms of activity per milligram
or per gram, and the number of grams
or kilograms in the immediate con-
tainer.

(2) The batch mark.
(3) The statement ‘‘Caution: Federal

law prohibits dispensing without pre-
scription.’’

(4) The statement ‘‘For manufactur-
ing use,’’ ‘‘For repacking,’’ or ‘‘For
manufacturing use or repacking,’’ and,
if it is not sterile, the statement ‘‘non-
sterile.’’

(5) The required expiration date.
(c) The expiration date prescribed for

a drug by the regulations in this chap-
ter may be omitted from the label of
the immediate container if such con-
tainer contains a single dose and it is
packaged in an individual wrapper or
container that bears the date pre-
scribed.

[39 FR 18938, May 30, 1974, as amended at 40
FR 13497, Mar. 27, 1975]

§ 432.9 Labeling of antibiotic drugs in-
tended for export.

(a) Antibiotic drugs subject to cer-
tification under section 507 of the act
and intended for export will be cer-
tified notwithstanding failure to meet

the labeling requirements of the appli-
cable sections if the labeling used for
such drugs meets the following condi-
tions:

(1) It has been approved before use by
the Government authorities of the
country to which the drugs are in-
tended for export; and

(2) Such labeling represents that such
drugs are for use only in those condi-
tions for which they are certified for
domestic distribution.

(b) The legend ‘‘Caution: Federal law
prohibits dispensing without prescrip-
tion’’ might be inappropriate on anti-
biotic drugs exported from the United
States, since their sale may or may not
be so restricted under the laws of the
country of destination. The Food and
Drug Administration would not object
to a slight modification of the wording
to read, ‘‘Caution: Federal (U.S.A.) law
prohibits dispensing without prescrip-
tion,’’ by a manufacturer who wishes to
market a drug under the same label
both in domestic and foreign com-
merce.

[39 FR 18938, May 30, 1974, as amended at 40
FR 13497, Mar. 27, 1975]

§ 432.20 Declaration of potency.

Wherever the potency of an anti-
biotic drug included in the regulations
in this chapter is expressed in terms of
weight, such potency shall be equiva-
lent to that contained in the same
weight of the master standard of the
drug.

[39 FR 18938, May 30, 1974, as amended at 40
FR 13497, Mar. 27, 1975]

PART 433—EXEMPTIONS FROM AN-
TIBIOTIC CERTIFICATION AND LA-
BELING REQUIREMENTS

Subpart A—General Provisions

Sec.
433.1 Exemption of antibiotic drugs for

human use from batch certification re-
quirements.

433.2 Conditions on the effectiveness of ex-
emptions of antibiotic drugs for human
use from batch certification require-
ments.

433.3 Assay requirements for antibiotic
drugs exempted from certification.
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Subpart B—Exemptions for Which an
Application or Notice Is Required

433.12 Exemption for labeling.
433.13 Exemption for manufacturing use.
433.14 Exemption for storage.
433.15 Exemption for processing.
433.16 Exemption for repacking.
433.17 Exemption for investigational use.

Subpart C—Specific Use Exemptions

433.20 Antibiotic drugs for isolation and dif-
ferentiation of microorganisms in clini-
cal use.

433.21 Antibiotics for diagnostic use.
433.22 Biologic drugs that contain anti-

biotics as a preservative.
433.23 Microbiological culture media con-

taining antibiotics.
433.24 Exemption of antibiotic drugs for use

in teaching, law enforcement, research
and analysis.

433.25 [Reserved]
433.26 Neomycin sulfate ointment intended

for hypersensitivity testing.

Subpart D—Records and Reports

433.30 Records retention.

AUTHORITY: 21 U.S.C. 352, 355, 357.

SOURCE: 39 FR 18939, May 30, 1974, unless
otherwise noted.

Subpart A—General Provisions
§ 433.1 Exemption of antibiotic drugs

for human use from batch certifi-
cation requirements.

(a) Antibiotic drugs for human use
are exempt from the batch certifi-
cation requirements of part 431 of this
chapter if the conditions of paragraph
(b) of this section are met; or, in the
case of over-the-counter antibiotic
drugs subject to an over-the-counter
drug monograph in this chapter, if the
conditions of paragraph (c) of this sec-
tion are met.

(b) The conditions are as follows:
(1) The antibiotic drug is approved

for marketing under an appropriate an-
tibiotic application or abbreviated an-
tibiotic application or is the subject of
review under the Drug Efficacy Study
Implementation Program.

(2) The antibiotic drug is packaged
and labeled for dispensing in accord-
ance with the applicable regulation
(monograph) in this chapter except
where other labeling has been approved

in an applicable antibiotic application
or abbreviated antibiotic application.

(3) The bulk antibiotic drug used in
preparing the antibiotic drug product
meets the standards of identity,
strength, quality, and purity specified
in the applicable regulation (mono-
graph) in this chapter except where
other standards have been approved in
an applicable antibiotic application or
abbreviated antibiotic application.

(4) The antibiotic drug product meets
the standards of identity, strength,
quality, and purity specified in the ap-
plicable regulation (monograph) in this
chapter except where other standards
have been approved in an applicable
antibiotic application or abbreviated
antibiotic application.

(c) The over-the-counter antibiotic
drug product for human use is required
to meet the general conditions estab-
lished in § 330.1 of this chapter, and the
conditions specified in an applicable
over-the-counter drug monograph in
this chapter.

(d) In accordance with the provisions
of section 507(e) of the act, an anti-
biotic-containing drug for human use
exempt from the requirements for
batch certification under paragraph (b)
of this section is subject following its
approval to section 505 of the act and
applicable regulations for new drugs,
generally parts 310 through 314 of this
chapter. For each antibiotic drug sub-
ject to an exemption under paragraph
(b) of this section:

(1) An approved antibiotic applica-
tion is regarded to be an approved ap-
plication under § 314.50 of this chapter.

(2) An approved abbreviated anti-
biotic application is regarded to be an
approved abbreviated application under
§ 314.94 of this chapter.

(e) Nothing in this section prevents a
manufacturer from applying for batch
certification of an antibiotic drug for
human use subject to an exemption
under this section as provided in sec-
tion 507(c) of this act.

(f) All exemptions from batch certifi-
cation requirements for antibiotic
drugs for human use under this section
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are subject to the conditions of effec-
tiveness under § 433.2.

(Approved by the Office of Management and
Budget under control number 0910–0001)

[51 FR 25524, July 15, 1986; 51 FR 30478, Aug.
27, 1986, as amended at 57 FR 18001, Apr. 28,
1992]

§ 433.2 Conditions on the effectiveness
of exemptions of antibiotic drugs
for human use from batch certifi-
cation requirements.

(a) If at any time an exemption from
batch certification requirements for an
antibiotic drug for human use has been
granted, the Commissioner finds on the
basis of new information before the
agency with respect to such exempted
drug, evaluated together with the evi-
dence available to the agency when
such exemption was granted, that cer-
tification of each batch is necessary to
ensure its safety and efficacy of use,
the Commissioner shall act imme-
diately to revoke all exemptions from
batch certification requirements grant-
ed for such drug.

(b) If the Commissioner finds that
the person granted an exemption from
batch certification requirements for an
antibiotic drug for human use has
failed either to comply with the re-
quirements of section 505 of the act and
the regulations promulgated there-
under or to meet the general condi-
tions established in § 330.1 of this chap-
ter and the conditions specified in an
applicable over-the-counter drug mono-
graph in this chapter; or if the Com-
missioner finds that the requirements
of § 433.1 have not been met; or if the
Commissioner finds that the petition
for exemption from batch certification
contains any false statements of fact,
the Commissioner may revoke the ex-
emption from batch certification re-
quirements immediately and require
batch certification of the drug until
such person shows adequate cause why
the exemption from batch certification
requirements should be reinstated.

(c) If the Commissioner repeals or
suspends an exemption from batch cer-
tification requirements for an anti-
biotic drug for human use, a notice to
that effect and the reasons therefor
will be published in the FEDERAL REG-
ISTER.

(d) Any person who contests the rev-
ocation or suspension or denial of rein-
statement of an exemption from batch
certification requirements for an anti-
biotic drug for human use shall have an
opportunity for a regulatory hearing
before the Food and Drug Administra-
tion under part 16 of this chapter.

[47 FR 39159, Sept. 7, 1982, as amended at 51
FR 25524, July 15, 1986]

§ 433.3 Assay requirements for anti-
biotic drugs exempted from certifi-
cation.

(a) Certain antibiotic drugs are ex-
empted by regulations in this chapter
from the certification requirements of
sections 507 and 512 of the act if such
drugs comply with standards pre-
scribed by such regulations and on con-
dition that the label of each package
bears an expiration date which is deter-
mined from the date during which the
batch was last assayed and released by
the manufacturer.

(b) It is the position of the Food and
Drug Administration that if each batch
of such exempted drugs is not tested by
the manufacturer or his agent to deter-
mine whether it complies with the
standards of identity, strength, qual-
ity, and purity prescribed for it, the
batch is not exempt from certification
and it may be deemed to be misbranded
under section 502(l) of the act or be
adulterated under section 501(a)(5) of
the act when in interstate commerce.

Subpart B—Exemptions for Which
an Application or Notice Is
Required

§ 433.12 Exemption for labeling.
(a) Except as provided by paragraphs

(c) and (d) of this section, a shipment
or other delivery of a certifiable anti-
biotic drug which is to be labeled at an
establishment located elsewhere than
at the place of manufacture shall be ex-
empt, during the time of introduction
into and movement in interstate com-
merce and the time of holding in such
establishment, from the requirement of
section 502(l) of the act or the certifi-
cation requirements of section 512(n) of
the act if the labeling of each shipping
container bears the batch mark of the
drug, the number of units per package
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and the expiration date, and if the per-
son who introduced such shipment or
delivery into interstate commerce
holds a permit (Antibiotic Form 3)
from the Commissioner authorizing
shipment for labeling in such establish-
ment.

(b)(1) An application for such a per-
mit shall be in a form specified by the
Commissioner and shall give the name
and location of the establishment in
which such labeling is to be done.

(2) In case the applicant is the opera-
tor of such establishment, the applica-
tion shall include a written agreement
signed by him that he will request cer-
tification of each batch from which any
shipment or delivery is made to such
establishment unless it is exempt
under section 801(d) of the act or
§ 433.17; that he will not remove any of
such antibiotic drug from such estab-
lishment unless it complies with sec-
tion 502(l) of the act or the certifi-
cation requirements of section 512(n) of
the act or is so exempt, or if certifi-
cation is refused, unless it is returned
within a reasonable time to permit re-
processing and certification, destruc-
tion, or such exemption at the estab-
lishment where it was manufactured;
that he will keep complete records
showing the date, quantity, and batch
mark of each such shipment and deliv-
ery and the disposition thereof; that he
will make such records available to
any officer or employee of the Food
and Drug Administration at any rea-
sonable hour within 3 years after the
date of such disposition; and that he
will accord full opportunity to such of-
ficer or employee to make inventories
of stocks on hand and otherwise check
the correctness of such records.

(3) In case the applicant is not the
operator of such establishment such
application shall include or be accom-
panied by:

(i) A written agreement signed by the
applicant that he will request certifi-
cation of each batch from which any
shipment or delivery is made to such
establishment unless it is exempt
under section 801(d) of the act or
§ 433.17; that he will keep complete
records showing the date, quantity,
and batch mark of each such shipment
and delivery; and that he will make
such records available to any officer or

employee of the Food and Drug Admin-
istration at any reasonable hour within
3 years after the date of such shipment
or delivery; and

(ii) A written agreement signed by
the operator of such establishment
that he will submit a request, supple-
mental to that of the applicant, for the
certification of each batch or portion
thereof comprised in any such ship-
ment or delivery received by him un-
less it is exempt under section 801(d) of
the act or § 433.17; that he will specify
in his request the number of packages
of each size in such shipment or deliv-
ery, the date of delivery, the batch
mark thereof, and the batch mark he
will use therefor; that the batch marks
to be used (if different from those of
the applicant) will be only those of
which the key is specified in this agree-
ment; that the expiration date used for
the batch will be only that assigned to
the manufacturer by certification; that
the labeling to be used for such pack-
ages will be only that of which speci-
mens are attached to this agreement
(including specimens of all brochures
and other printed matter, except read-
ily available medical publications, re-
ferred to in such labeling); that when
any change is made in such key or la-
beling he will promptly submit to the
Commissioner a full statement of such
change or, in the case of changed label-
ing, specimens showing all such
changes; that he will not remove any of
such antibiotic drug from such estab-
lishment unless it complies with sec-
tion 502(l) of the act or is exempt under
section 801(d) of the act or § 433.17 or, if
certification is refused, unless it is re-
turned within a reasonable time to per-
mit reprocessing and certification, de-
struction, or such exemption at the es-
tablishment where it was manufac-
tured; that he will keep complete
records of the disposition of each such
shipment and delivery; that he will
make such records available to any of-
ficer or employee of the Food and Drug
Administration at any reasonable hour
within 3 years after the date of such
disposition; and that he will accord full
opportunity to such officer or em-
ployee to make inventories of stocks
on hand and otherwise check the cor-
rectness of such records.
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(4) When the Commissioner finds that
such application contains any untrue
statement of a material fact or that
any provision of any such agreement
has been violated he may revoke such
permit.

(5) Any person who contests the de-
nial or revocation of a permit shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to part 16 of this
chapter.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is the opera-
tor of such establishment, shall become
void at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of, before or after labeling, from such
establishment unless such batch com-
plies with section 502(l) of the act or
the certification requirements of sec-
tion 512(n) of the act or is exempt
under section 801(d) of the act or
§ 433.17 or, if certification is refused,
unless such shipment or delivery is re-
turned within a reasonable time to per-
mit reprocessing and certification, de-
struction, or such exemption at the es-
tablishment where it was manufac-
tured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who
inintroduced such shipment or delivery
into interstate commerce is not the op-
erator of such establishment, shall ex-
pire at the beginning of the act of re-
moving or offering to remove such
shipment or delivery of any part there-
of, before or after labeling from such
establishment unless such batch com-
plies with section 502(l) of the act or
the certification requirements of sec-
tion 512(n) of the act or is exempt
under section 801(d) of the act or
§ 433.17 or, if certification is refused,
unless such shipment or delivery, with-
in a reasonable time, is destroyed or
returned to permit reprocessing and
certification, destruction, or such ex-
emption at the establishment where it
was manufactured.

[39 FR 18939, May 30, 1974, as amended at 41
FR 48267, Nov. 2, 1976; 42 FR 15675, Mar. 22,
1977]

§ 433.13 Exemption for manufacturing
use.

(a) Except as provided by paragraphs
(c) and (d) of this section, a shipment
or other delivery of any certifiable an-
tibiotic drug subject to the regulations
in this chapter that is packed in con-
tainers of not less than 10,000,000 units
of penicillin or 10 grams each of one of
the other antibiotic drugs shall be ex-
empt, during the time of introduction
into and movement in interstate com-
merce and the time of holding in the
establishment where it is so used, from
the requirements of section 502(l) of the
act or the certification requirements of
section 512(n) of the act, if it conforms
to the standards prescribed therefor by
the section of the regulations in this
chapter which is specifically applicable
to such other antibiotic drug, if the
label of each container bears the batch
mark of the drug, the number of units
or grams per package, and the date on
which the latest assay of the drug was
completed, and if the person who intro-
duced each shipment or delivery into
interstate commerce holds a permit
from the Commissioner authorizing
shipment for manufacturing use in
such establishment.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, shall give the name and lo-
cation of the establishment in which
such drug is to be used and shall be ac-
companied by;

(1) A written agreement signed by
the applicant that he will keep com-
plete records showing the date, quan-
tity, and batch mark of each shipment
and other delivery of any such drug to
such establishment, and that he will
make such records available to any of-
ficer or employee of the Food and Drug
Administration at any reasonable hour
within 3 years after the date of such
shipment or delivery;

(2) A written statement signed by the
operator of such establishment show-
ing that he has adequate facilities for
the manufacture of such other drug;
such statement shall contain an agree-
ment that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark
of each such shipment and delivery and
the disposition thereof and showing the
quantity and batch mark of each batch
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of such other drug manufactured by
him and the disposition thereof; that
he will make such records available to
any officer or employee of the Food
and Drug Administration at any rea-
sonable hour within 3 years after the
date of such disposition, and that he
will accord full opportunity to such of-
ficer or employee to make inventories
of stocks on hand and otherwise check
the correctness of such records; and

(3) A written agreement signed by
the person who will own the drug after
its manufacture is completed that he
will request certification of each batch
thereof unless it is exempt under sec-
tion 801 (d) of the act or § 433.12, § 433.14,
§ 433.16, or § 433.17, and that he will not
remove any of such drug from such es-
tablishment unless it complies with
section 502(l) of the act or the certifi-
cation requirements of section 512(n) of
the act or is so exempt or is returned
to him for labeling.
When the Commissioner finds that
such application contains any untrue
statement of a material fact or that
any provision of any such agreement
has been violated, he may revoke such
permit. Any person who contests the
denial or revocation of a permit shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to part 16 of this
chapter.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is the opera-
tor of such establishment, shall become
void at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of from such establishment, prior to its
use in the manufacture of another
drug, unless it is exempt under section
801(d) of the act.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is not the op-
erator of such establishment, shall ex-
pire at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of from such establishment, prior to its
use in the manufacture of another

drug, unless it is exempt under section
801(d) of the act.

[39 FR 18939, May 30, 1974, as amended at 41
FR 48267, Nov. 2, 1976; 42 FR 15675, Mar. 22,
1977]

§ 433.14 Exemption for storage.
(a) Except as provided by paragraphs

(c) and (d) of this section, a shipment
or other delivery of a drug which is to
be stored at a warehouse located else-
where than at the place of manufacture
shall be exempt, during the time of in-
troduction into and movement in inter-
state commerce and the time of hold-
ing in such warehouse, from the re-
quirements of section 502(l) of the act
or the certification requirements of
section 512(n) of the act if the labeling
of each shipping container bears the
batch mark of the drug, and if the per-
son who introduced such shipment or
delivery into interstate commerce
holds a permit from the Commissioner
authorizing shipment for storage in
such warehouse.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, and shall give the name and
location of the warehouse in which
such drug is to be stored. Such applica-
tion shall be accompanied by:

(1) A written agreement signed by
the applicant that he will request cer-
tification of each batch thereof unless
it is exempt under section 801(d) of the
act or § 433.12, § 433.13, or § 433.16, that
he will not remove any of such drug
from such warehouse unless it complies
with section 502(l) of the act or the cer-
tification requirements of section
512(n) of the act or is so exempt or, if
certification is refused unless it is re-
turned within a reasonable time to per-
mit reprocessing and certification, de-
struction, or such exemption at the es-
tablishment where it was manufac-
tured; that he will keep complete
records showing the date, quantity,
and batch mark of each shipment and
other delivery of any such drug to such
warehouse, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Adminis-
tration at any reasonable hour within 3
years after the date of such shipment
or delivery; and

(2) A written statement signed by the
operator of such warehouse showing
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that he has adequate facilities for such
storage; such statement shall contain
an agreement that he will hold each
shipment or other delivery of such drug
intact, under such conditions as will
not cause failure of the drug to comply
with the requirements for certification,
that he will keep complete records
showing the date of receipt by him and
the quantity and batch mark of each
such shipment and delivery and the
disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Admin-
istration at any reasonable hour within
3 years after the date of such disposi-
tion, and that he will accord full oppor-
tunity to such officer or employee to
make inventories of stocks on hand
and otherwise check the correctness of
such records.
If the applicant keeps complete records
showing the date, quantity, and batch
mark of each shipment and other deliv-
ery of any such drug from such ware-
house and the name and post-office ad-
dress of the person to whom such ship-
ment or delivery was made, the agree-
ment to keep records of such disposals,
to make such records available, and to
afford opportunity for checking their
correctness may be included in the ap-
plicant’s agreement and omitted from
that of the operator. When the Com-
missioner finds that such application
contains any untrue statement of a
material fact or that any provision of
any such agreement has been violated
he may revoke such permit. Any per-
son who contests the denial or revoca-
tion of a permit shall have an oppor-
tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to part 16 of this chapter.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is the opera-
tor of such warehouse, shall become
void at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of from such warehouse unless such
batch complies with section 502(l) of
the act or the certification require-
ments of section 512(n) of the act or is
exempt under section 801(d) of the act
or § 433.12, § 433.13, or § 433.16, or, if cer-

tification is refused, unless such ship-
ment or delivery is returned within a
reasonable time to permit reprocessing
and certification, destruction, or such
exemption at the establishment where
it was manufactured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is not the op-
erator of such warehouse, shall expire
at the beginning of the act of removing
or offering to remove such shipment or
delivery or any part thereof from such
warehouse unless such batch complies
with section 502(l) of the act or the cer-
tification requirements of section
512(n) of the act or is exempt under sec-
tion 801(d) of the act or § 433.12, § 433.13,
or § 433.16, or, if certification is refused,
unless such shipment or delivery with-
in a reasonable time, is destroyed, or
returned to permit reprocessing and
certification, destruction, or such ex-
emption at the establishment where it
was manufactured.

[39 FR 18939, May 30, 1974, as amended at 41
FR 48267, Nov. 2, 1976; 42 FR 15675, Mar. 22,
1977]

§ 433.15 Exemption for processing.

(a) Except as provided by paragraphs
(c) and (d) of this section, a shipment
or other delivery of any certifiable an-
tibiotic drug subject to the regulations
in this chapter in concentrated aque-
ous solution which is to be processed at
an establishment located elsewhere
than at the place of manufacture shall
be exempt during the time of introduc-
tion into and movement in interstate
commerce and the time of holding in
such establishment from the require-
ments of section 502(l) of the act or the
certification requirements of section
512(n) of the act, if the person who in-
troduced such shipment or delivery
into interstate commerce holds a per-
mit from the Commissioner authoriz-
ing shipment for processing in such es-
tablishment, and each package of such
solution bears the batch mark of the
drug.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner and shall give the name and
location of the establishment in which
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such processing is to be done. Such ap-
plication shall be accompanied by:

(1) A written agreement signed by
the applicant that he will keep com-
plete records showing the date, quan-
tity, potency, and batch mark of each
shipment and other delivery of any
such solution to such establishment,
and that he will make such records
available to any officer or employee of
the Food and Drug Administration at
any reasonable hour within 3 years
after the date of such shipment or de-
livery;

(2) A written agreement signed by
the operator of such establishment
showing that he has adequate facilities
for such processing; such statement
shall contain an agreement that he will
keep complete records showing the
date of receipt by him and the quantity
and batch mark of each such shipment
and delivery and the disposition there-
of, that he will make such records
available to any officer or employee of
the Food and Drug Administration at
any reasonable hour within 3 years
after the date of such disposition, and
that he will accord full opportunity to
such officer or employee to make in-
ventories of stocks on hand and other-
wise check the correctness of such
records; and

(3) A written agreement signed by
the person who will own the drug after
the processing is completed that he
will request certification of each batch
thereof unless it is exempt under sec-
tion 801(d) of the act or § 433.12, § 433.13,
§ 433.14, § 433.16, or § 433.17, and that he
will not remove any of such drug from
such establishment unless it complies
with section 502(l) of the act or the cer-
tification requirements of section
512(n) of the act or is so exempt.
When the Commissioner finds that
such application contains any untrue
statement of a material fact or that
any provision of any such agreement
has been violated he may revoke such
permit. Any person who contests the
denial or revocation of a permit shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to part 16 of this
chapter.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-

troduced such shipment or delivery
into interstate commerce is the opera-
tor of such establishment, shall become
void at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of, before or after processing, from
such establishment unless the batch
made from such shipment or delivery
complies with section 502(l) of the cer-
tification requirements of section
512(n) of the act or is exempt under sec-
tion 801(d) of the act or § 433.12, § 433.13,
§ 433.14, § 433.16, or § 433.17, or, if certifi-
cation is refused, unless such shipment
or delivery is reprocessed and certified
or destroyed within a reasonable time.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is not the op-
erator of such establishment, shall ex-
pire at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of, before or after processing, from
such establishment unless the batch
made from such shipment or delivery
complies with section 502(l) of the act
or is exempt under section 801(d) of the
act or the certification requirements of
section 512(n) of the act or § 433.12,
§ 433.13, § 433.14, § 433.16, or § 433.17, or, if
certification has been refused, unless
such shipment or delivery is reproc-
essed and certified or destroyed within
a reasonable time.

[39 FR 18939, May 30, 1974, as amended at 41
FR 48267, Nov. 2, 1976; 42 FR 15675, Mar. 22,
1977]

§ 433.16 Exemption for repacking.

(a) Except as provided by paragraphs
(c) and (d) of this section, a shipment
or other delivery of a drug which is to
be repacked at an establishment lo-
cated elsewhere than at the place of
manufacture shall be exempt, during
the time of introduction into and
movement in interstate commerce and
the time of holding such establishment
from the requirements of section 502(l)
of the act or the certification require-
ments of section 512(n) of the act if the
labeling of each container bears the
batch mark of the drug and the number
of units per package, and if the person
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who introduces such shipment or deliv-
ery into interstate commerce holds a
permit from the Commissioner author-
izing shipment for repacking in such
establishment.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, and shall give the name and
location of the establishment in which
such repacking is to be done. Such ap-
plication shall be accompanied by:

(1) A written agreement signed by
the applicant that he will keep com-
plete records showing the date, quan-
tity, and batch mark of each shipment
and other delivery of any such drug to
such establishment, and that he will
make such records available to any of-
ficer or employee of the Food and Drug
Administration at any reasonable hour
within 3 years after the date of each
shipment or delivery;

(2) A written statement signed by the
operator of such establishment show-
ing that he has adequate facilities for
such repacking; such statement shall
contain an agreement that he will keep
complete records showing the date of
receipt by him and the quantity and
batch mark of each such shipment and
delivery and the disposition thereof,
that he will make such records avail-
able to any officer or employee of the
Food and Drug Administration at any
reasonable hour within 3 years after
the date of such disposition, and that
he will accord full opportunity to such
officer or employee to make inven-
tories of stocks on hand and otherwise
check the correctness of such records;
and

(3) A written agreement signed by
the person who will own the drug after
the repacking is completed that he will
request certification of each batch
thereof unless it is exempt under sec-
tion 801(d) of the act or § 433.12, § 433.13,
§ 433.14, or § 433.17, and that he will not
remove any of such drug from such es-
tablishment unless it complies with
section 502(l) of the act or the certifi-
cation requirements of section 512(n) of
the act or is so exempt or is returned
to him for labeling or, if certification
is refused, unless it is returned within
a reasonable time to permit reprocess-
ing and certification, destruction, or
such exemption at the establishment
where it was manufactured.

When the Commissioner finds that
such application contains any untrue
statement of a material fact or that
any provision of any such agreement
has been violated he may revoke such
permit. Any person who contests the
denial or revocation of a permit shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to part 16 of this
chapter.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is the opera-
tor of such establishment, shall become
void at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of, before or after repacking, from such
establishment unless such batch com-
plies with section 502(l) of the act or
the certification requirements of sec-
tion 512(n) of the act or is exempt
under section 801(d) of the act or
§ 433.12, § 433.13, § 433.14, or § 433.17, or is
returned to such person for labeling or,
if certification is refused, unless such
shipment or delivery is returned within
a reasonable time to permit reprocess-
ing and certification, destruction, or
such exemption at the establishment
where it was manufactured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery
into interstate commerce is not the op-
erator of such establishment, shall ex-
pire at the beginning of the act of re-
moving or offering to remove such
shipment or delivery or any part there-
of, before or after repacking, from such
establishment unless such batch com-
plies with section 502(l) of the act or
the certification requirements of sec-
tion 512(n) of the act or is exempt
under section 801(d) of the act or
§ 433.12, § 433.13, § 433.14, or § 433.17, or is
returned to such person for labeling or,
if certification is refused, unless such
shipment or delivery within a reason-
able time, is destroyed or returned to
permit reprocessing and certification,
destruction, or such exemption at the
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establishment where it was manufac-
tured.

[39 FR 18939, May 30, 1974, as amended at 41
FR 48268, Nov. 2, 1976; 42 FR 15675, Mar. 22,
1977]

§ 433.17 Exemption for investigational
use.

A shipment or other delivery of an
antibiotic drug shall be exempt from
section 502(l) of the act or the certifi-
cation requirements of section 512(n) of
the act if all the procedures outlined in
part 312 or § 511.1 of this chapter are
complied with. For the purposes of this
section, the references in part 312 or
§ 511.1 of this chapter to ‘‘new drug’’
and ‘‘approved new animal drug appli-
cation’’ shall be deemed to read ‘‘anti-
biotic drug’’ and ‘‘approval for certifi-
cation or exemption from certifi-
cation’’ respectively.

[39 FR 18939, May 30, 1974, as amended at 40
FR 13497, May 27, 1975; 55 FR 11582, Mar. 29,
1990]

Subpart C—Specific Use
Exemptions

§ 433.20 Antibiotic drugs for isolation
and differentiation of microorga-
nisms in clinical use.

Antibiotic drugs subject to section
507 of the act shall be exempt from sec-
tion 502(l) if such drugs are:

(a) Paper discs impregnated with
antibiotics in the amounts listed in the
following table:

Antibiotic Content per
disc

Bacitracin .......................................................... 0.04 unit.
Nystatin ............................................................ 100 units.

(b) Packaged in a container bearing
on its label or labeling the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark.
(ii) The potency of each disc in the

batch.
(iii) The expiration date as prescribed

under § 432.5(a)(3) of this chapter.
(iv) The statement: Not for Suscepti-

bility Testing.
(2) On the labeling within or attached

to the package: Adequate directions for
use.

§ 433.21 Antibiotics for diagnostic use.
Antibiotics packaged for the with-

drawal of individually weighed portions
and intended for use solely in labora-
tory procedures in connection with the
diagnosis or treatment of disease and
conspicuously so labeled shall be ex-
empt from the certification require-
ments of section 502(l) and 507 of the
act and the certification requirements
of section 512(n) of the act if they com-
ply with all the following conditions:

(a) The potency, moisture content,
and identity comply with the standards
prescribed for the antibiotic by the spe-
cific regulations issued in this chapter.

(b) It is packaged in immediate con-
tainers that are tight containers as de-
fined by the U.S.P. Each such con-
tainer shall contain not more than 1
gram.

(c) Each package bears on the label
or labeling of its outside wrapper or
container and the immediate container
the following:

(1) The statements ‘‘For the with-
drawal of individual portions of anti-
biotic. Each portion must be weighed
before use. Diagnostic reagent. For
professional use only.’’

(2) The number of milligrams or
grams contained in each immediate
container and the potency per milli-
gram.

(3) The batch mark.
(4) The statement ‘‘Expiration date

————’’, the blank being filled in with
the date that does not exceed the expi-
ration date authorized for the anti-
biotic by this chapter.

(d) The circular or other labeling
within or attached to the package
bears directions adequate for the use of
such drug.

CROSS REFERENCES: For tests and methods
of assay and certification of antibiotics sus-
ceptibility discs for laboratory diagnosis of
disease, see §§ 460.1 and 460.6 of this chapter.

§ 433.22 Biologic drugs that contain
antibiotics as a preservative.

Biological drugs that contain any
certifiable antibiotic drug subject to
the regulations in this chapter, and the
purpose of the antibiotic is for use only
as a preservative and the biological
drug is conspicuously so labeled, shall
be exempt from the requirements of
sections 502(l) and 507 of the act and
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the certification requirements of sec-
tion 512(n) of the act, if such drugs are
licensed under the Public Health Serv-
ice Act of July 1, 1944 (58 Stat. 682; 42
U.S.C. 201 et seq.) or under the Virus-
Serum-Toxin Act of March 4, 1913 (37
Stat. 832; 21 U.S.C. 151 et seq.).

§ 433.23 Microbiological culture media
containing antibiotics.

Microbiological culture media that
contain any certifiable antibiotic drug
subject to the regulations in this chap-
ter shall be exempt from the require-
ments of sections 502(l) and 507 of the
act and the certification requirements
of section 512(n) of the act if:

(a) They are intended for use in tis-
sue culture and the antibiotic drug is
added solely for use as an aid in the
prevention of microbial contamination;
or

(b) They are intended for use in the
isolation of selected organisms from
mixed cultures and the antibiotic drug
is added solely for use as an aid in such
isolation; and

(c) The certifiable antibiotic drug
used in such culture media complies
with the applicable standards of iden-
tity, strength, quality, and purity pre-
scribed therefor.

§ 433.24 Exemption of antibiotic drugs
for use in teaching, law enforce-
ment, research, and analysis.

Antibiotic drugs subject to section
507 or 512(n) of the act shall be exempt
from the requirements of section 502(l)
and from the certification require-
ments of section 512(n) of the act if
shipped or sold to, or in the possession
of, persons regularly and lawfully en-
gaged in instruction in pharmacy,
chemistry, or medicine not involving
clinical use; or in law enforcement; or
in research not involving clinical use;
or in chemical analysis or physical
testing, provided they are to be used
only for such instruction, law enforce-
ment, research, analysis, or testing,
and provided further that their labels
bear the statement ‘‘Not for drug use.’’

§ 433.25 [Reserved]

§ 433.26 Neomycin sulfate ointment in-
tended for hypersensitivity testing.

Neomycin sulfate ointment subject
to sections 502(l) and 507 of the act and

packaged for use as an allergen for skin
patch testing of hypersensitivity shall
be exempt from the certification re-
quirements of section 502(l) and 507 of
the act if it complies with all the fol-
lowing conditions:

(a) It contains neomycin sulfate
equivalent to 200 milligrams of neomy-
cin per gram in petrolatum.

(b) The neomycin sulfate used in pre-
paring the neomycin sulfate ointment
conforms to the standards prescribed
by § 444.42(a)(1) of this chapter except
§ 444.42(a)(1)(ii).

(c) The shipment of neomycin sulfate
is made as a result of a specific request
made to the manufacturer or distribu-
tor by a practitioner licensed by law to
administer such drug, and the use of
neomycin sulfate ointment for patch
testing is not promoted by the manu-
facturer or distributor.

(d) Each package shall bear on its
outside wrapper or container and on
the immediate container, in addition
to other labeling information required
by the act and regulations, the follow-
ing statements in lieu of adequate di-
rections for use:

(1) The statement, ‘‘Caution: Federal
law prohibits dispensing without pre-
scription’’.

(2) The statement, ‘‘For use only in
patch testing’’.

(3) The potency of the ointment.
(4) The expiration date as prescribed

by § 432.5(a)(3) of this chapter.
(e) The quantity shipped is limited to

an amount reasonable for the purpose
of patch testing in the normal course
of the practice of medicine and is used
solely for such patch testing.

(f) The manufacturer or distributor
maintains records of all shipments for
this purpose for a period of 2 years
after shipment and will make them
available to the Food and Drug Admin-
istration upon request.

[43 FR 11151, Mar. 17, 1978]

Subpart D—Records and Reports

§ 433.30 Records retention.
At the option of the person having

control of records required to be kept
by any regulation in this part 433, pho-
tostatic or other permannnt reproduc-
tions may be substituted for such
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records after the first 2 years of the
holding period.

PART 436—TESTS AND METHODS OF
ASSAY OF ANTIBIOTIC AND AN-
TIBIOTIC-CONTAINING DRUGS

Sec.

Subpart A—Definitions; Interpretations;
Requirements

436.1 Sterility requirements of items pack-
aged with sterile antibiotic drugs.

436.2 Alternative assay methods.

Subpart B—Sterility Test Methods

436.20 Sterility test methods and proce-
dures.

Subpart C—Biological Test Methods

436.31 Equipment and diluents for use in bi-
ological testing.

436.32 Pyrogen test.
436.35 Depressor substances test.

Subpart D—Microbiological Assay
Methods

436.100 Laboratory equipment.
436.101 Solutions.
436.102 Culture media.
436.103 Test organisms.
436.104 Penicillin activity.
436.105 Microbiological agar diffusion assay.
436.106 Microbiological turbidimetric assay.

Subpart E—General Chemical Tests for
Antibiotics

436.200 Loss on drying.
436.201 Moisture determination.
436.202 pH.
436.203 Crystallinity.
436.204 Iodometric assay.
436.205 Hydroxylamine colorimetric assay.
436.206 Test for metal particles in ophthal-

mic ointments.
436.207 Residue on ignition.
436.208 Heavy metals determination.
436.209 Melting range or temperature.
436.210 Specific rotation.
436.211 Identity tests by infrared

spectrophotometry.
436.212 Disintegration test.
436.213 Nonaqueous titrations.
436.214 Heat stability.
436.215 Dissolution test.
436.216 High–performance liquid

chromatographic assay.
436.217 Film-coat rupture test.

Subpart F—Chemical Tests for Specific
Antibiotics

436.300 Polarimetric assay of carbenicillin
indanyl sodium.

436.301 Thin layer chromatography identity
test for carbenicillin indanyl.

436.302 Clindamycin vapor phase chroma-
tography.

436.303 Clindamycin content of clindamycin
palmitate hydrochloride by vapor phase
chromatography.

436.304 Clindamycin phosphate vapor phase
chromatography.

436.305 Thin layer chromatographic identity
test for hetacillin.

436.306 Lincomycin gas liquid chroma-
tography.

436.307 Spectinomycin vapor phase chroma-
tography.

436.308 Paper chromatography identity test
for tetracyclines.

436.309 Anhydrotetracyclines and 4-epian-
hydrotetracycline.

436.310 Thin layer chromatography identity
test for mitomycin.

436.311 Thin layer chromatography identity
test for amoxicillin.

436.312 Atomic absorption method for deter-
mining the zinc content of zinc baci-
tracin.

436.316 Determination of penicillin G con-
tent.

436.317 Solubility characteristic test for
griseofulvin (ultramicrosize) tablets.

436.318 Continuous flow thin layer chroma-
tography identity test.

436.319 Thin layer chromatography identity
test for bacitracin and bacitracin zinc.

436.320 Ferric chloride colorimetric assay.
436.321 Griseofulvin gas liquid chroma-

tography.
436.322 High–pressure liquid

chromatographic assay for anthracycline
antibiotics.

436.323 Continuous flow thin layer chroma-
tography identity test for cefamandole
nafate.

436.324 Polarographic analysis of
cefamandole.

436.325 High pressure liquid chroma-
tography assay for vidarabine.

436.326 Thin layer chromatographic identity
test for cefoxitin sodium.

436.327 Thin layer chromatographic identity
test for cyclacillin.

436.328 High pressure liquid
chromatographic assay for sulfisoxazole
acetyl content.

436.329 High-pressure liquid
chromatographic assay for meclocycline.

436.330 Thin layer chromatographic identity
test for bacampicillin.

436.331 High-pressure liquid
chromatographic assay for
dactinomycin.

436.332 High-pressure liquid
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