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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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