
182 

21 CFR Ch. II (4–1–13 Edition) § 1312.13 

acid, base or alkaloid) given in kilo-
grams or parts thereof. The application 
shall also include the following: 

(1) The name, address, and business 
of the consignor, if known at the time 
application is submitted, but if un-
known at that time, the fact should be 
indicated and the name and address 
afterwards furnished to the Adminis-
trator as soon as ascertained by the 
importer; 

(2) The foreign port of exportation 
(i.e., the place where the article will 
begin its journey of exportation to the 
United States); 

(3) The port of entry into the United 
States; 

(4) The latest date said shipment will 
leave said foreign port; 

(5) The stock on hand of the con-
trolled substance desired to be im-
ported; 

(6) The name of the importing carrier 
or vessel (if known, or if unknown it 
should be stated whether shipment will 
be made by express, freight, or other-
wise, imports of controlled substances 
in Schedules I or II and narcotic drugs 
in Schedules III, IV, or V by mail being 
prohibited); 

(7) The total tentative allotment to 
the importer of such controlled sub-
stance for the current calendar year; 

(8) The total number of kilograms of 
said allotment for which permits have 
previously been issued and the total 
quantity of controlled substance actu-
ally imported during the current year 
to date. 

(b) If desired, alternative foreign 
ports of exportation within the same 
country may be indicated upon the ap-
plication (e.g., (1) Calcutta, (2) Bom-
bay). If a formal permit is issued pursu-
ant to such application, it will bear the 
names of the two ports in the order 
given in the application and will au-
thorize shipment from either port. Al-
ternate ports in different countries will 
not be authorized in the same permit. 

[36 FR 7815, Apr. 24, 1971, as amended at 36 
FR 13387, July 21, 1971. Redesignated at 38 FR 
26609, Sept. 24, 1973, and amended at 39 FR 
43218, Dec. 11, 1974; 45 FR 74715, Nov. 12, 1980; 
51 FR 5319, 5320, Feb. 13, 1986; 52 FR 17289, 
May 7, 1987; 62 FR 13969, Mar. 24, 1997; 75 FR 
10681, Mar. 9, 2010] 

§ 1312.13 Issuance of import permit. 

(a) The Administrator may authorize 
importation of any controlled sub-
stance listed in Schedule I or II or any 
narcotic drug listed in Schedule III, IV, 
or V if he finds: 

(1) That the substance is crude 
opium, poppy straw, concentrate of 
poppy straw, or coca leaves, in such 
quantity as the Administrator finds 
necessary to provide for medical, sci-
entific, or other legitimate purposes; 

(2) That the substance is necessary to 
provide for medical and scientific needs 
or other legitimate needs of the United 
States during an emergency where do-
mestic supplies of such substance or 
drug are found to be inadequate, or in 
any case in which the Administrator 
finds that competition among domestic 
manufacturers of the controlled sub-
stance is inadequate and will not be 
rendered adequate by the registration 
of additional manufacturers under sec-
tion 303 of the Controlled Substances 
Act (21 U.S.C. 823); or 

(3) That the domestic supply of any 
controlled substance is inadequate for 
scientific studies, and that the impor-
tation of that substance for scientific 
purposes is only for delivery to offi-
cials of the United Nations, of the 
United States, or of any State, or to 
any person registered or exempted 
from registration under sections 1007 
and 1008 of the Act (21 U.S.C. 957 and 
958). 

(4) That the importation of the con-
trolled substance is for ballistics or 
other analytical or scientific purposes, 
and that the importation of that sub-
stance is only for delivery to officials 
of the United Nations, of the United 
States, or of any State, or to any per-
son registered or exempted from reg-
istration under sections 1007 and 1008 of 
the Act (21 U.S.C. 957 and 958). 

(b) The Administrator may require 
that such non-narcotic controlled sub-
stances in Schedule III as he shall des-
ignate by regulation in § 1312.30 of this 
part be imported only pursuant to the 
issuance of an import permit. The Ad-
ministrator may authorize the impor-
tation of such substances if he finds 
that the substance is being imported 
for medical, scientific or other legiti-
mate uses. 
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(c) If a non-narcotic substance listed 
in Schedule IV or V is also listed in 
Schedule I or II of the Convention on 
Psychotropic Substances, 1971, it shall 
be imported only pursuant to the 
issuance of an import permit. The Ad-
ministrator may authorize the impor-
tation of such substances if it is found 
that the substance is being imported 
for medical, scientific or other legiti-
mate uses. 

(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. 

(e) Each import permit shall be 
issued in sextuplet and serially num-
bered, with all six copies bearing the 
same serial number and being des-
ignated ‘‘original’’ (Copy 1), ‘‘dupli-
cate’’ (Copy 2), etc., respectively. All 
copies of import permits shall bear the 
signature of the Director or his dele-
gate, and facsimiles of signatures shall 
not be used. No permit shall be altered 
or changed by any person after being 
signed by the Administrator or his del-
egate and any change or alteration 
upon the face of any permit after it 
shall have been signed by the Adminis-
trator or his delegate shall render it 
void and of no effect. Permits are not 
transferable. Each copy of the permit 
shall have printed or stamped thereon 
the disposition to be made thereof. 
Each permit shall be dated and shall 
certify that the importer named there-
in is thereby permitted as a registrant 
under the Act, to import, through the 
port named, one shipment of not to ex-
ceed the specified quantity of the 
named controlled substances, shipment 
to be made before a specified date. Not 
more than one shipment shall be made 
on a single import permit. The permit 
shall state that the Administrator is 
satisfied that the consignment pro-
posed to be imported is required for le-
gitimate purposes. 

(f) Notwithstanding paragraphs (a)(1) 
and (a)(2) of this section, the Adminis-
trator shall permit, pursuant to sec-
tion 1002(a)(1) or 1002(a)(2)(A) of the Act 
(21 U.S.C. 952(a)(1) or (a)(2)(A)), the im-
portation of approved narcotic raw ma-
terial (opium, poppy straw and con-
centrate of poppy straw) having as its 
source: 

(1) Turkey, 
(2) India, 
(3) Spain, 
(4) France, 
(5) Poland, 
(6) Hungary, and 
(7) Australia. 
(g) At least eighty (80) percent of the 

narcotic raw material imported into 
the United States shall have as its 
original source Turkey and India. Ex-
cept under conditions of insufficient 
supplies of narcotic raw materials, not 
more than twenty (20) percent of the 
narcotic raw material imported into 
the United States annually shall have 
as its source Spain, France, Poland, 
Hungary and Australia. 

[36 FR 23624, Dec. 11, 1971, as amended at 37 
FR 15923, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973, and amended at 46 FR 
41776, Aug. 18, 1981; 52 FR 17289, May 7, 1987; 
73 FR 6851, Feb. 6, 2008] 

§ 1312.14 Distribution of copies of im-
port permit. 

Copies of the import permit shall be 
distributed and serve purposes as fol-
lows: 

(a) The original and quintuplet copies 
(Copy 1 and Copy 5) shall be trans-
mitted by the Administration to the 
importer, who shall retain the quin-
tuplet copy (Copy 5) on file as his 
record of authority for the importa-
tion, and shall transmit the original 
copy (Copy 1) to the foreign exporter. 
The foreign exporter will submit the 
original copy (Copy 1) to the proper 
governmental authority in the export-
ing country, if required, as a pre-
requisite to the issuance of an export 
authorization. This copy of the permit 
will accompany the shipment. Upon ar-
rival of the imported merchandise, the 
District Director of the U.S. Customs 
Service at the port of entry will, after 
appraising the merchandise, forward 
the original copy (Copy 1) to the Drug 
Operations Section with a report on 
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