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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(1) 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-
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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(1) 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(1) 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(1) 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.
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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.

(¢) 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(1) 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(1) 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(I) 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:

Content per

Antibiotic disc

Bacitracin ...
Nystatin

0.04 unit.
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.

§433.22

§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(1) 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(1) and 507 of the act and
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