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21 CFR Ch. II (4–1–14 Edition) § 1313.01 

EXPORTATION OF LISTED CHEMICALS 

1313.21 Requirement of authorization to ex-
port. 

1313.22 Contents of export declaration. 
1313.23 Distribution of export declaration. 
1313.24 Waiver of 15-day advance notice for 

chemical exporters. 
1313.25 Foreign import restrictions. 
1313.26 Transfers following exportation. 
1313.27 Return declaration or amendment to 

Form 486 for exports. 

TRANSSHIPMENTS, IN-TRANSIT SHIPMENTS AND 
INTERNATIONAL TRANSACTIONS INVOLVING 
LISTED CHEMICALS 

1313.31 Advance notice of importation for 
transshipment or transfer. 

1313.32 Requirement of authorization for 
international transactions. 

1313.33 Contents of an international trans-
action declaration. 

1313.34 Distribution of the international 
transaction declaration. 

1313.35 Return declaration or amendment to 
Form 486 for international transactions. 

1313.41 Suspension of shipments. 
1313.42 Prohibition of shipments from cer-

tain foreign sources. 

HEARINGS 

1313.51 Hearings generally. 
1313.52 Purpose of hearing. 
1313.53 Waiver of modification of rules. 
1313.54 Request for hearing. 
1313.55 Burden of proof. 
1313.56 Time and place of hearing. 
1313.57 Final order. 

AUTHORITY: 21 U.S.C. 802, 830, 871(b), 971. 

SOURCE: 54 FR 31665, Aug. 1, 1989, unless 
otherwise noted. 

§ 1313.01 Scope. 

Procedures governing the importa-
tion, exportation, transshipment and 
in-transit shipment of listed chemicals 
pursuant to section 1018 of the Act (21 
U.S.C. 971) are governed generally by 
that section and specifically by the 
sections of this part. 

[54 FR 31665, Aug. 1, 1989, as amended at 60 
FR 32465, June 22, 1995] 

§ 1313.02 Definitions. 

Any term used in this part shall have 
the definition set forth in section 102 of 
the Act (21 U.S.C. 802) or part 1300 of 
this chapter. 

[62 FR 13969, Mar. 24, 1997] 

§ 1313.05 Requirements for an estab-
lished business relationship. 

To document that an importer or ex-
porter has an established business rela-
tionship with a customer, the importer 
or exporter must provide the Adminis-
trator with the following information 
in accordance with the waiver of 15-day 
advance notice requirements of § 1313.15 
or § 1313.24: 

(a) The name and street address of 
the chemical importer or exporter and 
of each regular customer; 

(b) The telephone number, contact 
person, and where available, the fac-
simile number for the chemical im-
porter or exporter and for each regular 
customer; 

(c) The nature of the regular cus-
tomer’s business (i.e., importer, ex-
porter, distributor, manufacturer, 
etc.), and if known, the use to which 
the listed chemical or chemicals will 
be applied; 

(d) The duration of the business rela-
tionship; 

(e) The frequency and number of 
transactions occurring during the pre-
ceding 12-month period; 

(f) The amounts and the listed chem-
ical or chemicals involved in regulated 
transactions between the chemical im-
porter or exporter and regular cus-
tomer; 

(g) The method of delivery (direct 
shipment or through a broker or for-
warding agent); and 

(h) Other information that the chem-
ical importer or exporter considers rel-
evant for determining whether a cus-
tomer is a regular customer. 

[72 FR 17407, Apr. 9, 2007] 

§ 1313.08 Requirements for estab-
lishing a record as an importer. 

To establish a record as an importer, 
the regulated person must provide the 
Administrator with the following infor-
mation in accordance with the waiver 
of the 15-day advance notice require-
ments of § 1313.15: 

(a) The name, DEA registration num-
ber (where applicable), street address, 
telephone number, and, where avail-
able, the facsimile number of the regu-
lated person and of each foreign sup-
plier; and 
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(b) The frequency and number of 
transactions occurring during the pre-
ceding 12 month period. 

[72 FR 17407, Apr. 9, 2007] 

IMPORTATION OF LISTED CHEMICALS 

§ 1313.12 Requirement of authoriza-
tion to import. 

(a) Each regulated person who im-
ports a listed chemical that meets or 
exceeds the threshold quantities identi-
fied in § 1310.04(f) or is a listed chemical 
for which no threshold has been estab-
lished as identified in § 1310.04(g) of this 
chapter, shall notify the Administrator 
of the importation not later than 15 
days before the transaction is to take 
place. 

(b) A completed DEA Form 486 must 
be received by the Import/Export Unit, 
Drug Enforcement Administration, not 
later than 15 days prior to the importa-
tion. See the Table of DEA Mailing Ad-
dresses in § 1321.01 of this chapter for 
the current mailing address. A copy of 
the completed DEA Form 486 may be 
transmitted directly to the Drug En-
forcement Administration through 
electronic facsimile media not later 
than 15 days prior to the importation. 

(c) The 15-day advance notification 
requirement for listed chemical im-
ports may be waived for the following: 

(1) Any importation that meets both 
of the following requirements: 

(i) The regulated person has satisfied 
the requirements for reporting to the 
Administration as a regular importer 
of the listed chemicals. 

(ii) The importer intends to transfer 
the listed chemicals to a person who is 
a regular customer for the chemical, as 
defined in § 1300.02 of this chapter. 

(2) A specific listed chemical, as set 
forth in paragraph (f) of this section, 
for which the Administrator deter-
mines that advance notification is not 
necessary for effective chemical diver-
sion control. 

(d) For imports where advance notifi-
cation is waived pursuant to paragraph 
(c)(1) of this section, the DEA Form 486 
must be received by the Drug Enforce-
ment Administration, Import/Export 
Unit, on or before the date of importa-
tion through use of the mailing address 
listed in § 1313.12(b) or through use of 
electronic facsimile media. 

(e) For importations where advance 
notification is waived pursuant to 
paragraph (c)(2) of this section no DEA 
Form 486 is required; however, the reg-
ulated person shall submit quarterly 
reports to the Import/Export Unit, 
Drug Enforcement Administration, no 
later than the 15th day of the month 
following the end of each quarter. See 
the Table of DEA Mailing Addresses in 
§ 1321.01 of this chapter for the current 
mailing address. The report shall con-
tain the following information regard-
ing each individual importation: 

(1) The name of the listed chemical; 
(2) The quantity and date imported; 
(3) The name and full business ad-

dress of the supplier; 
(4) The foreign port of embarkation; 

and 
(5) The port of entry. 
(f) The 15 day advance notification 

requirement set forth in paragraph (a) 
has been waived for imports of the fol-
lowing listed chemicals: 

(1) Acetone. 
(2) 2-Butanone (or Methyl Ethyl Ke-

tone or MEK). 
(3) Toluene. 

[54 FR 31665, Aug. 1, 1989, as amended at 59 
FR 51367, Oct. 11, 1994; 60 FR 32464, June 22, 
1995; 66 FR 46520, Sept. 6, 2001; 67 FR 49569, 
July 31, 2002; 72 FR 17407, Apr. 9, 2007; 75 FR 
10683, Mar. 9, 2010; 77 FR 4237, Jan. 27, 2012] 

§ 1313.13 Contents of import declara-
tion. 

(a) Any List I or List II chemical list-
ed in § 1310.02 of this chapter may be 
imported if that chemical is necessary 
for medical, commercial, scientific, or 
other legitimate uses within the 
United States. Chemical importations 
into the United States for immediate 
transfer/transshipment outside the 
United States must comply with the 
procedures set forth in § 1313.31. 

(b) Any regulated person who desires 
to import a threshold or greater quan-
tity of a listed chemical shall notify 
the Administration through procedures 
set forth in § 1313.12 and distribute 
three copies of DEA Form 486 as di-
rected in § 1313.14. 

(c) The DEA Form 486 must be exe-
cuted in triplicate and must include 
the following information: 
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