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the circumstances, for filing such ap-
plication. 

(c) If the article is a drug that may 
be subject to destruction under section 
801(a) of the Federal Food, Drug, and 
Cosmetic Act, the district director may 
give the owner or consignee a single 
written notice that provides the notice 
on refusal of admission and the notice 
on destruction of an article described 
in paragraph (a) of this section. The 
district director may also combine the 
hearing on refusal of admission with 
the hearing on destruction of the arti-
cle described in paragraph (a) of this 
section into a single proceeding. 

[80 FR 55242, Sept. 15, 2015] 

§ 1.95 Application for authorization to 
relabel and recondition. 

Application for authorization to 
relabel or perform other action to 
bring the article into compliance with 
the act or to render it other than a 
food, drug, device or cosmetic may be 
filed only by the owner or consignee, 
and shall: 

(a) Contain detailed proposals for 
bringing the article into compliance 
with the act or rendering it other than 
a food, drug, device, or cosmetic. 

(b) Specify the time and place where 
such operations will be carried out and 
the approximate time for their comple-
tion. 

§ 1.96 Granting of authorization to 
relabel and recondition. 

(a) When authorization contemplated 
by § 1.95 is granted, the district director 
shall notify the applicant in writing, 
specifying: 

(1) The procedure to be followed; 
(2) The disposition of the rejected ar-

ticles or portions thereof; 
(3) That the operations are to be car-

ried out under the supervision of an of-
ficer of the Food and Drug Administra-
tion or the U.S. Customs Service, as 
the case may be; 

(4) A time limit, reasonable in the 
light of the circumstances, for comple-
tion of the operations; and 

(5) Such other conditions as are nec-
essary to maintain adequate super-
vision and control over the article. 

(b) Upon receipt of a written request 
for extension of time to complete such 
operations, containing reasonable 

grounds therefor, the district director 
may grant such additional time as he 
deems necessary. 

(c) An authorization may be amended 
upon a showing of reasonable grounds 
therefor and the filing of an amended 
application for authorization with the 
district director. 

(d) If ownership of an article covered 
by an authorization changes before the 
operations specified in the authoriza-
tion have been completed, the original 
owner will be held responsible, unless 
the new owner has executed a bond and 
obtained a new authorization. Any au-
thorization granted under this section 
shall supersede and nullify any pre-
viously granted authorization with re-
spect to the article. 

[42 FR 15553, Mar. 22, 1977, as amended at 54 
FR 9033, Mar. 3, 1989] 

§ 1.97 Bonds. 

(a) The bonds required under section 
801(b) of the act may be executed by 
the owner or consignee on the appro-
priate form of a customs single-entry 
or term bond, containing a condition 
for the redelivery of the merchandise 
or any part thereof upon demand of the 
collector of customs and containing a 
provision for the performance of condi-
tions as may legally be imposed for the 
relabeling or other action necessary to 
bring the article into compliance with 
the act or rendering it other than a 
food, drug, device, or cosmetic, in such 
manner as is prescribed for such bond 
in the customs regulations in force on 
the date of request for authorization. 
The bond shall be filed with the col-
lector of customs. 

(b) The collector of customs may can-
cel the liability for liquidated damages 
incurred under the above-mentioned 
provisions of such a bond, if he receives 
an application for relief therefrom, 
upon the payment of a lesser amount 
or upon such other terms and condi-
tions as shall be deemed appropriate 
under the law and in view of the cir-
cumstances, but the collector shall not 
act under this regulation in any case 
unless the district director is in full 
agreement with the action. 
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