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emergency or unusual instances, pro-
vided that a specific confirmation is re-
ceived from the Administrator or his
delegate advising the registrant to pro-
ceed pursuant to the special waiver.

[36 FR 7815, Apr. 24, 1971, as amended at 37
FR 15923, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973, and amended at 45 FR
74715, Nov. 12, 1980; 51 FR 5319, Feb. 13, 1986;
52 FR 17290, May 7, 1987; 62 FR 13969, Mar. 24,
1997]

§1312.19 Distribution of
laration.

The required five copies of the con-
trolled substances import declaration
will be distributed as follows:

(a) Copy 1, Copy 2, and Copy 3 shall
be transmitted to the foreign shipper.
The foreign shipper will submit Copy 1
to the proper governmental authority
in the foreign country, if required as a
prerequisite to export authorization.
Copy 1 will then accompany the ship-
ment to its destination, and shall be
retained on file by the importer. Copy
2 shall be detached and retained by the
appropriate customs official of the for-
eign country. Copy 3 shall be removed
by the District Director of the U.S.
Customs Service at the port of entry,
who shall sign and date the certifi-
cation of customs on Copy 3, noting
any changes from the entries made by
the importer, and shall then forward
that copy to the Drug Operations Sec-
tion of the Administration.

(b) Copy 4 shall be forwarded, within
the time limit required in §1312.18, di-
rectly to the Drug Enforcement Ad-
ministration, Drug Operations Section,
Washington, DC 20537.

(c) Copy 5 shall be retained by the
importer on file as his record of au-
thority for the importation.

[36 FR 7815, Apr. 24, 1971, as amended at 36
FR 13387, July 21, 1971; 37 FR 15923, Aug. 8,
1972. Redesignated at 38 FR 26609, Sept. 24,
1973, and further amended at 45 FR 74715,
Nov. 12, 1980; 51 FR 5319, Feb. 13, 1986; 53 FR
48244, Nov. 30, 1988; 62 FR 13969, Mar. 24, 1997]

import dec-

EXPORTATION OF CONTROLLED
SUBSTANCES

§1312.21 Requirement
tion to export.

(a) No person shall in any manner ex-

port or cause to be exported from the

United States any controlled substance

of authoriza-

§1312.22

listed in Schedule | or Il, or any nar-
cotic substance listed in Schedule 111
or 1V, or any non-narcotic substance in
Schedule 111 which the Administrator
has specifically designated by regula-
tion in §1312.30 of this part or any non-
narcotic substance in Schedule IV or V
which is also listed in Schedule | or 11
of the Convention on Psychotropic
Substances unless and until such per-
son is properly registered under the
Act (or exempted from registration)
and the Administrator has issued a per-
mit pursuant to §1312.23 of this part.

(b) No person shall in any manner ex-
port or cause to be exported from the
United States any non-narcotic con-
trolled substance listed in Schedule 111,
1V, or V, excluding those described in
paragraph (a) of this section, or any
narcotic controlled substance listed in
Schedule V, unless and until such per-
son is properly registered under the
Act (or exempted from registration)
and has furnished a special controlled
substance export invoice as provided by
section 1003 of the Act (21 U.S.C. 953(e))
to the Administrator pursuant to
§1312.28 of this part.

(c) A separate authorization repuest
is obtained for each consignment of
such controlled substances to be ex-
ported.

[36 FR 7815, Apr. 24, 1971, as amended at 37
FR 15923, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973, and amended at 52 FR
17290, May 7, 1987]

§1312.22 Application for export per-
mit.

(a) An application for a permit to ex-
port controlled substances shall be
made on DEA Form 161 which may be
obtained from, and shall be filed with,
the Drug Enforcement Administration,
Drug Operations Section, Washington,
DC 20537. Each application shall show
the exporter’s name, address, and reg-
istration number; a detailed descrip-
tion of each controlled substance de-
sired to be exported including the drug
name, dosage form, National Drug Code
(NDC) number, the Administration
Controlled Substance Code Number as
set forth in part 1308 of this chapter,
the number and size of packages or
containers, the name and quantity of
the controlled substance contained in
any finished dosage units, and the
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§1312.23

quantity of any controlled substance
(expressed in anhydrous acid, base, or
alkaloid) given in kilograms or parts
thereof. The application shall include
the name, address, and business of the
consignee, foreign port of entry, the
port of exportation, the approximate
date of exportation, the name of the
exporting carrier or vessel (if known,
or if unknown it should be stated
whether shipment will be made by ex-
press, freight, or otherwise, exports of
controlled substances by mail being
prohibited), the date and number, if
any, of the supporting foreign import
license or permit accompanying the ap-
plication, and the authority by whom
such foreign license or permit was
issued. The application shall also con-
tain an affidavit that the packages are
labeled in conformance with obliga-
tions of the United States under inter-
national treaties, conventions, or pro-
tocols in effect on May 1, 1971, and
that, to the best of affiant’s knowledge
and belief, the controlled substances
therein are to be applied exclusively to
medical or scientific uses within the
country to which exported, will not be
reexported therefrom and that there is
an actual need for the controlled sub-
stance for medical or scientific uses
within such country. In the case of ex-
portation of crude cocaine, the affida-
vit may state that to the best of
knowledge and belief, the controlled
substances will be processed within the
country to which exported, either for
medical or scientific use within that
country or for reexportation in accord-
ance with the laws of that country to
another for medical or scientific use
within that country. The application
shall be signed and dated by the ex-
porter and shall contain the address
from which the substances will be
shipped for exportation.

(b) There shall also be submitted
with the application any import license
or permit (and a translation thereof if
in a foreign language) or a certified
copy of any such license or permit
issued by competent authorities in the
country of destination, or other docu-
mentary evidence deemed adequate by
the Administrator, showing that the
merchandise is consigned to an author-
ized permittee, that it is to be applied
exclusively to medical or scientific use
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within the country of destination, that
it will not be reexported from such
country, and that there is an actual
need for the controlled substance for
medical or scientific use within such
country. (In the case of exportation of
bulk coca leaf alkaloid, the submitted
evidence need only show the material
outlined in paragraph (a) of this sec-
tion for such exportations.)

[36 FR 7815, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 52
FR 17290, May 7, 1987; 62 FR 13969, Mar. 24,
1997]

§1312.23 Issuance of export permit.

(a) The Administrator may authorize
exportation of any controlled sub-
stance listed in Schedule | or Il or any
narcotic controlled substance listed in
Schedule 111 or 1V if he finds that such
exportation is permitted by sub-
sections 1003(a), (b), (c), or (d) of the
Act (21 U.S.C. 953 (a), (b), (c), or (d).

(b) The Administrator may require
that such non-narcotic controlled sub-
stances in Schedule |1l as shall be des-
ignated by regulation in §1312.30 of this
part be exported only pursuant to the
issuance of an export permit. The Ad-
ministrator may authorize the expor-
tation of such substances if he finds
that such exportation is permitted by
section 1003(e) of the Act (21 U.S.C.
953(e)).

(c) If a non-narcotic substance listed
in Schedule IV or V is also listed in
Schedule | or Il of the Convention on
Psychotropic Substances, it shall be
exported only pursuant to the issuance
of an export permit. The Administrator
may authorize the exportation of such
substances if he finds that such expor-
tation is permitted by section 1003(e) of
the Act (21 U.S.C. 953(e)).

(d) The Administrator may require
an applicant to submit such documents
or written statements of fact relevant
to the application as he deems nec-
essary to determine whether the appli-
cation should be granted. The failure of
the applicant to provide such docu-
ments or statements within a reason-
able time after being requested to do so
shall be deemed to be a waiver by the
applicant of an opportunity to present
such documents or facts for consider-
ation by the Administrator in granting
or denying the application.
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