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(b) Drugs. Liquid over-the-counter 
veterinary preparations intended for 
injection shall be exempt from the dec-
laration of net quantity of contents in 
terms of the U.S. gallon of 231 cubic 
inches and quart, pint, and fluid-ounce 
subdivisions thereof as required by 
§ 201.62 (b), (i), and (j) of this chapter, 
and from the dual declaration require-
ments of § 201.62(i) of this chapter, if 
such declaration of net quantity of 
contents is expressed in terms of the 
liter and milliliter, or cubic centi-
meter, with the volume expressed at 68 
°F (20 °C). 

(c) Cosmetics. Cosmetics in packages 
containing less than one-fourth ounce 
avoirdupois or one-eighth fluid ounce 
shall be exempt from compliance with 
the requirements of section 602(b)(2) of 
the Federal Food, Drug, and Cosmetic 
Act and section 4(a)(2) of the Fair 
Packaging and Labeling Act: 

(1) When such cosmetics are affixed 
to a display card labeled in conform-
ance with all labeling requirements of 
this part; or 

(2) When such cosmetics are sold at 
retail as part of a cosmetic package 
consisting of an inner and outer con-
tainer and the inner container is not 
for separate retail sale and the outer 
container is labeled in conformance 
with all labeling requirements of this 
part. 

[42 FR 15553, Mar. 22, 1977, as amended at 47 
FR 946, Jan. 8, 1982; 47 FR 32421, July 27, 1982; 
49 FR 13339, Apr. 4, 1984; 54 FR 9033, Mar. 3, 
1989; 58 FR 2174, Jan. 6, 1993; 61 FR 14478, Apr. 
2, 1996; 66 FR 56035, Nov. 6, 2001] 

Subparts C–D [Reserved] 

Subpart E—Imports and Exports 
§ 1.83 Definitions. 

For the purposes of regulations pre-
scribed under section 801(a), (b), and (c) 
of the Federal Food, Drug, and Cos-
metic Act: 

(a) The term owner or consignee 
means the person who has the rights of 
a consignee under the provisions of sec-
tions 483, 484, and 485 of the Tariff Act 
of 1930, as amended (19 U.S.C. 1483, 1484, 
1485). 

(b) The term district director means 
the director of the district of the Food 
and Drug Administration having juris-

diction over the port of entry through 
which an article is imported or offered 
for import, or such officer of the dis-
trict as he may designate to act in his 
behalf in administering and enforcing 
the provisions of section 801 (a), (b), 
and (c). 

§ 1.90 Notice of sampling. 
When a sample of an article offered 

for import has been requested by the 
district director, the collector of cus-
toms having jurisdiction over the arti-
cle shall give to the owner or consignee 
prompt notice of delivery of, or inten-
tion to deliver, such sample. Upon re-
ceipt of the notice, the owner or con-
signee shall hold such article and not 
distribute it until further notice from 
the district director or the collector of 
customs of the results of examination 
of the sample. 

§ 1.91 Payment for samples. 
The Food and Drug Administration 

will pay for all import samples which 
are found to be in compliance with the 
requirements of the Federal Food, 
Drug, and Cosmetic Act. Billing for re-
imbursement should be made by the 
owner or consignee to the Food and 
Drug Administration district head-
quarters in whose territory the ship-
ment was offered for import. Payment 
for samples will not be made if the ar-
ticle is found to be in violation of the 
act, even though subsequently brought 
into compliance under the terms of an 
authorization to bring the article into 
compliance or rendered not a food, 
drug, device, or cosmetic as set forth in 
§ 1.95. 

§ 1.94 Hearing on refusal of admission. 
(a) If it appears that the article may 

be subject to refusal of admission, the 
district director shall give the owner or 
consignee a written notice to that ef-
fect, stating the reasons therefor. The 
notice shall specify a place and a pe-
riod of time during which the owner or 
consignee shall have an opportunity to 
introduce testimony. Upon timely re-
quest giving reasonable grounds there-
for, such time and place may be 
changed. Such testimony shall be con-
fined to matters relevant to the admis-
sibility of the article, and may be in-
troduced orally or in writing. 
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(b) If such owner or consignee sub-
mits or indicates his intention to sub-
mit an 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, such 
testimony shall include evidence in 
support of such application. If such ap-
plication is not submitted at or prior 
to the hearing, the district director 
shall specify a time limit, reasonable 
in the light of the circumstances, for 
filing such application. 

§ 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. 

§ 1.99 Costs chargeable in connection 
with relabeling and reconditioning 
inadmissible imports. 

The cost of supervising the relabeling 
or other action in connection with an 
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