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§12.22 Labels; samples.

Each package of such products im-
ported for sale, barter, or exchange
shall be labeled or plainly marked with
the name, address, and license number
of the manufacturer, and the date be-
yond which the contents cannot be ex-
pected to yield their specific results.
From each lot of product the port di-
rector shall select at random at least
two final containers. The random sam-
ple together with a copy of the associ-
ated documents which describe and
identify the shipment shall be for-
warded to the Director, Bureau of Bio-
logics, Food and Drug Administration,
8800 Rockville Pike, Bethesda, Md.
20014. For shipments of 20 or less final
containers, samples need not be for-
warded, provided a copy of an official
release from the Bureau of Biologics
accompanies each shipment.

[T.D. 69-201, 3¢ FR 14328, Sept. 12, 1969, as
amended by T.D. 82-145, 47 FR 35476, Aug. 16,
1982]

§12.23 Detention;
position.

(a) Port directors shall detain all im-
portations of unlicensed viruses, thera-
peutic serums, toxins, antitoxins, and
analogous products, and arsphenamines
or its derivatives (or any other tri-
valent organic arsenic compound) for
the treatment or cure of diseases or in-
juries of man pending examination by
the Director, Bureau of Biologics, un-
less satisfied from evidence furnished
at the time of entry that the products
are intended solely for purposes of con-
trolled investigation and not for sale,
barter, or exchange, as evidenced by a
copy of a filed ‘‘Notice of Claimed In-
vestigational Exemption for a New
Drug,” pursuant to §312.1 of the Food,
Drug, and Cosmetic Act Regulations
(21 CFR 312.1), or are being imported
under the short supply provisions of
§601.22 of the Public Health Service
Regulations (42 CFR 601.22).

(b) If the shipment is imported for
sale, barter, or exchange and is found
by the Director, Division of Biologics
Standards, to be admissible, the port
director shall release it upon receipt of
a report from him that the shipment is
admissible.

(c) If the Director, Division of Bio-
logics Standards, reports that the ship-

examination; dis-
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ment was found upon examination not
to conform to the law and the regula-
tions, the port director shall not re-
lease the shipment but shall permit the
exportation or destruction thereof
under Customs supervision at the op-
tion of the importer.

(d) Shipments of such products for
use in the treatment of man but made
from or with material of animal origin
other than human, shall, unless accom-
panied by a Department of Agriculture,
Veterinary Services, Animal and Plant
Health Inspection Service (APHIS) per-
mit, be detained until proof is pre-
sented to the port director that their
importation is not prohibited under 9
CFR part 94 or part 122.

[T.D. 69-201, 34 FR 14328, Sept. 12, 1969, as
amended by T.D. 82-145, 47 FR 35476, Aug. 16,
1982]

DOMESTIC ANIMALS, ANIMAL PRODUCTS,
AND ANIMAL FEEDING MATERIALS

§12.24 Regulations of the Department
of Agriculture.

(a) The importation into the United
States of domestic animals, animal
products, and animal feeding materials
is subject to inspection and quarantine
regulations of the Department of Agri-
culture, Customs officers and employ-
ees are authorized and directed to per-
form such functions as are necessary or
proper on their part to carry out such
regulations of the Department of Agri-
culture.

(b) Inspection by an inspector of the
Animal and Plant Health Inspection
Service, Veterinary Services is re-
quired for all horses, cattle, sheep,
other ruminants, and swine as a pre-
requisite to their entry from any for-
eign country. Orders listing the ports
designated as quarantine stations for
the inspection and quarantine of ani-
mals will be issued by the Secretary of
Agriculture, with the approval of the
Secretary of the Treasury, whenever
conditions warrant.

(c) The entry of domestic animals
may be made, but shall not be required,
before the expiration of the quarantine
period. Such animals, if not entered at
the time of arrival, shall be considered
as under general order while under
quarantine and shall not be released
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except upon notice from the port direc-
tor that the importer has complied
with all the requirements for entry.

[28 FR 14710, Dec. 31, 1963, as amended by
T.D. 78-99, 43 FR 13060, Mar. 29, 1978; T.D. 82—
145, 47 FR 35476, Aug. 16, 1982; T.D. 89-1, 563 FR
51253, Dec. 21, 1988]

WILD ANIMALS, BIRDS, AND INSECTS

§12.26 Importations of wild animals,
fish, amphibians, reptiles, mollusks,
and crustaceans; prohibited and en-
dangered and threatened species;
designated ports of entry; permits
required.

(a)(1) The importation into the
United States, the Commonwealth of
Puerto Rico, and the territories and
possessions of the United States of live
specimens of:

(i) Any species of the so-called ‘‘fly-
ing fox” or fruit bat of the genus
Pteropus;

(ii) Any species of mongoose or
meerkat of the genera Atilax, Cynictis,
Helogale, Herpestes, Ichneumia,
Mungos, and Suricata;

(iii) Any species of European rabbit
the genus Oryctolagus;

(iv) Any species of Indian wild dog,
red dog, or dhole of the genus Cuon;

(v) Any species of multimammate rat
or mouse of the genus Mastomys;

(vi) Any live specimens or egg of the
species of so-called ‘‘pink starling” or
“‘rosy pastor’ Sturnus roseus;

(vii) The species of dioch (including
the subspecies Dblack-fronted, red-
billed, or Sudan dioch) Quelea quelea;

(viii) Any species of Java sparrow,
Padda oryzivora;

(ix) The species of red-whiskered bul-
bul, Pycnonotus jocosus;

(x) Any live fish or viable eggs of the
family Clariidae;

(xi) Any other species of wild mam-
mals, wild birds, fish (including mol-
lusks and crustacea), amphibians, rep-
tiles, or the offspring or eggs of any of
the foregoing which the Secretary of
the Interior may prescribe by regula-
tions to be injurious to human beings,
to the interest of agriculture, horti-
culture, forestry, or to wildlife or the
wildlife resources of the United States,
is prohibited, except as may be author-
ized by the issuance of a permit by the
Director, U.S. Fish and Wildlife Serv-
ice, U.S. Department of the Interior,

§12.26

Washington, DC 20240, or his authorized
representative. If any such prohibited
specimen is imported, or if any specie
or subspecie of other live or dead fish
or wildlife, including any parts, prod-
ucts, or eggs thereof, appearing on the
Endangered Species List published by
the U.S. Fish and Wildlife Service, is
imported, Customs release of the pro-
hibited specimen or endangered fish or
wildlife shall be refused unless there
has been issued and presented in con-
nection with entry a proper U.S. Fish
and Wildlife Service permit author-
izing the import transaction. In the ab-
sence of such permit, injurious speci-
mens prohibited entry shall be required
to be immediately exported or de-
stroyed. Changes in injurious species
and endangered species or subspecies
which are prohibited or restricted im-
portation may be published from time
to time in 50 CFR part 13—Importation
of Wildlife or Eggs Thereof or in part
17—Conservation of Endangered Spe-
cies and Other Fish or Wildlife.
Unreleased species or subspecies of live
or dead endangered fish or wildlife, in-
cluding parts, products, or eggs there-
of, shall remain under detention sub-
ject to seizure and delivery to an ap-
propriate regional director or other
agent of the U.S. Fish and Wildlife
Service for disposition as appropriate
pursuant to 50 CFR part 17.

(2) Fish and eggs of salmonids of the
fish family Salmonidae are prohibited
entry into the United States for any
purpose unless such importations are
by direct shipment, accompanied by
the signed certification of a qualified
fish pathologist in substantially the
form as prescribed in 50 CFR 13.7. The
following are excepted from the certifi-
cation requirements:

(i) Salmon landed in North America
and brought into the United States for
processing or sale;

(ii) Any salmonid caught in the wild
in North America under a sport or a
commercial fishing license; and

(iii) Fish or eggs of the family
Salmonidae when processed or pre-
pared in accordance with 50 CFR
13.7(c), or otherwise exempted from the
requirement of certification.

(3) Regulations (60 CFR part 17) re-
quire the importer or his agent to file
a Declaration for the Importation of
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