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

(6) 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
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-
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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.

§80.34 Authority to refuse certifi-
cation service.

(a) When it appears to the Commis-
sioner that a person has:

(1) Obtained, or attempted to obtain,
a certificate through fraud or misrepre-
sentation of a material fact.

(2) Falsified the records required to
be kept by §80.39; or

(3) Failed to keep such records, or to
make them available, or to accord full
opportunity to make inventory of
stocks on hand or otherwise to check
the correctness of such records, as re-
quired by §80.39; or

(4) Refused to permit duly authorized
employees of the Food and Drug Ad-
ministration free access to all manu-
facturing facilities, processes, and for-
mulae involved in the manufacture of
color additives and intermediates from
which such color additives are derived;
he may immediately suspend certifi-
cation service to such person and may
continue such suspension until ade-
quate corrective action has been taken.

(b) Any person who contests suspen-
sion of service shall have an oppor-
tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to part 16 of this chapter.
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