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Required fee, $  (drawn to the order of

Food and Drug Administration).

The accompanying sample was taken after
the batch was mixed in accordance with 21
CFR 80.22 and is accurately representative
thereof.
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By

(Title)

[42 FR 15662, Mar. 22, 1977; 44 FR 17658, Mar.
23, 1979; 44 FR 22053, Apr. 13, 1979, as amended
at 54 FR 24890, June 12, 1989; 61 FR 14479, Apr.
2, 1996; 66 FR 56035, Nov. 6, 2001]

§80.22 Samples to accompany requests
for certification.

A sample of a batch of color additive
which is to accompany a request for
certification shall:

(a) Be taken only after such batch
has been so thoroughly mixed as to be
of uniform composition throughout.

(b) Held under the control of the per-
son requesting certification until cer-
tified.

(c) Be labeled to show:

(1) The name of the color additive.

(2) The manufacturer’s batch num-
ber.

(3) The quantity of such batch.

(4) The name and post-office address
of the person requesting certification
of such batch.

(5) Be accompanied by any label or
labeling intended to be used.

§80.31 Certification.

(a) If the Commissioner determines,
after such investigations as he con-
siders to be necessary, that:

(1) A request submitted in accordance
with §80.21 appears to contain no un-
true statement of a material fact;

(2) Such color additive conforms to
the specifications and any other condi-
tions set forth therefor in parts 81 and
82 of this chapter.

(3) The batch covered by such request
otherwise appears to comply with the
regulations in this chapter, the Com-
missioner shall issue to the person who
submitted such request a certificate
showing the lot number assigned to
such batch and that such batch, subject
to the terms, conditions, and restric-
tions prescribed by part 74, 81, and 82 of
this chapter, is a certified batch.
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(b) If the Commissioner determines,
after such investigation as he considers
to be necessary, that a request sub-
mitted in accordance with §80.21, or
the batch of color additive covered by
such request, does not comply with the
requirements prescribed by paragraph
(a) of this section for the issuance of a
certificate, the Commissioner shall
refuse to certify such batch and shall
give notice thereof to the person who
submitted such request, stating his
reasons for refusal. Any person who
contests such refusal shall have an op-
portunity for a regulatory hearing be-
fore the Food and Drug Administration
pursuant to part 16 of this chapter.

§80.32 Limitations of certificates.

(@) If a certificate is obtained
through fraud or misrepresentation of
a material fact, such certificate shall
not be effective, and a color additive
from the batch on which such certifi-
cate was issued shall be considered to
be from a batch that has not been cer-
tified in accordance with the regula-
tions in this part. Whenever, the Com-
missioner learns that any certificate
has been obtained through fraud or ma-
terial misrepresentation, he shall no-
tify the holder of the certificate that it
is of no effect.

(b) If between the time a sample of
color additive accompanying a request
for certification is taken and the time
a certificate covering the batch of such
color additive is received by the person
to whom it is issued, any such color ad-
ditive becomes changed in composi-
tion, such certificates shall not be ef-
fective with respect to such changed
color additive and such changed color
additive shall be considered to be from
a batch that has not been certified in
accordance with the regulations in this
part.

(c) If at any time after a certificate
is received by the person to whom it is
issued any color additive from the
batch covered by such certificate be-
comes changed in composition, such
certificate shall expire with respect to
such changed color additive. After such
expiration, such color additive shall be
considered to be from a batch that has
not been certified in accordance with
this part; except that such color addi-
tive shall not be so considered when
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used for coloring a food, drug, or cos-
metic, or for the purpose of certifying
a batch of a mixture in which such
color additive was used as an ingre-
dient, or for use in preparing a batch of
a mixture for which exemption from
certification has been authorized, if
such change resulted solely from such
use.

(d) A certificate shall expire with re-
spect to any color additive covered
thereby if the package in which such
color additive was closed for shipment
or delivery is opened. After such expi-
ration such color additive shall be con-
sidered to be from a batch that has not
been certified, except that such color
additive shall not be so considered
when the package is opened;

(1) and such color additive is used,
subject to the restrictions prescribed
by paragraphs (f), (g), and (h) of this
section, in coloring a food, drug, or cos-
metic;

(2) for the purpose of certifying a
batch made by repacking such color;

(3) for the purpose of certifying a
batch of a mixture in which such color
is used as an ingredient; or

(4) for the purpose of preparing a
batch of a mixture for which exemption
from certification has been authorized;
or

(5) when the package is reopened
solely for repackaging by the person to
whom such certificate was issued.

(e) A certificate shall not be effective
with respect to a package of color addi-
tive and such color additive shall be
considered to be from a batch that has
not been certified if such package is
shipped or delivered under a label
which does not bear all words, state-
ments, and other information required
by §70.25 of this chapter to appear
thereon.

(f) A certificate shall not be effective
with respect to a package of color addi-
tive, and such color additive shall be
considered to be from a batch that has
not been certified if:

(1) Such package has not been sealed
in accordance with §70.20 of this chap-
ter.

(2) Such package has been sealed in
accordance with §70.20 of this chapter
and the seal has been broken, inten-
tionally or accidentally, unless such
seal has been broken for the purpose of

§80.32

using color additive in accordance with
§80.38, or, such package has been
opened by a duly authorized represent-
ative of the Administration or Depart-
ment in the performance of his official
duties, and he has immediately re-
sealed the package in conformance
with §70.20 of this chapter.

(g) A certificate shall not be effective
with respect to a package of color addi-
tive and such color additive shall be
considered to be from a batch that has
not been certified if such color additive
is used in any manner other than that
for which it was certified.

(h) When the listing or the specifica-
tions for a color additive are revoked
or amended, the final order effecting
the revocation or amendment may
specify, in addition to its own effective
date, a date on which all certificates
for existing batches and portions of
batches of such a color additive there-
tofore issued under such revoked or
amended regulations shall cease to be
effective; and any such lots of the color
additive shall be regarded as
uncertified after the date specified un-
less a new certificate can be and is ob-
tained in conformance with the new
regulations. When a certificate thus
ceases to be effective for a color addi-
tive, any certificates previously issued
for a color additive mixture containing
that color additive shall cease to be ef-
fective on the same date. Use of such
color additive or color additive mix-
ture after such specified date without
the new certificate in preparing foods,
drugs, or cosmetics will result in such
food, drugs, or cosmetics being adulter-
ated. When a certified color additive
has been used in food, drugs, or cos-
metics and the status of the color addi-
tive is thereafter changed by amend-
ment or revocation of its listing or
specification regulations, such food,
drugs, and cosmetics will not be re-
garded as adulterated by reason of the
use of such color additive, unless the
hazard to health is such that existing
stocks of the foods, drugs, or cosmetics
cannot be safely used, in which cases
findings to that effect will be made and
regulations appropriate for such spe-
cial cases will be issued.
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