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§ 1310.08

21 CFR Ch. II (4–1–10 Edition)

listing through international telephone
information, the firm’s listing in international or foreign national chemical
directories or other commerce directories or trade publications, confirmation through foreign subsidiaries of the
U.S. regulated person, verification
through the country of destination’s
embassy Commercial Attache, or official documents provided by the purchaser which confirm the existence and
apparent validity of the business entity.
(c) When transacting business with a
new representative of a firm, the regulated person must verify the claimed
agency status of the representative.
(d) For sales to individuals or cash
purchasers, the type of documents and
other evidence of proof must consist of
at least a signature of the purchaser, a
driver’s license and one other form of
identification. Any exports to individuals or exports paid in cash are suspect
and should be handled as such. For
such exports, the regulated person
shall diligently obtain from the purchaser or independently seek to confirm clear documentation which proves
the person is properly identified such
as through foreign identity documents,
driver’s license, passport information
and photograph, etc. Any regulated
person who fails to adequately prove
the identity of the other party to the
transaction may be subject to the specific penalties provided for violations
of law related to regulated transactions in listed chemicals.
(e) For a new customer who is not an
individual or cash customer, the regulated person shall establish the identity of the authorized purchasing agent
or agents and have on file that person’s
signature, electronic password, or
other identification. Once the authorized purchasing agent has been established, the agent list may be updated
annually rather than on each order.
The regulated person must ensure that
shipments are not made unless the
order is placed by an authorized agent
of record.
(f) With respect to electronic orders,
the identity of the purchaser shall consist of a computer password, identification number or some other means of

identification consistent with electronic orders and with § 1310.07(e).
[54 FR 31665, Aug. 1, 1989, as amended at 60
FR 32461, June 22, 1995]

§ 1310.08 Excluded transactions.
Pursuant to 21 U.S.C. 802(39)(A)(iii),
regulation of the following transactions has been determined to be unnecessary for the enforcement of the
Chemical Diversion and Trafficking
Act and, therefore, they have been excluded from the definitions of regulated transactions:
(a) Domestic and import transactions
of hydrochloric and sulfuric acids but
not including anhydrous hydrogen
chloride.
(b) Exports, transshipments, and
international transactions of hydrochloric (including anhydrous hydrogen
chloride) and sulfuric acids, except for
exports, transshipments and international transactions to the following
countries:
(1) Argentina
(2) Bolivia
(3) Brazil
(4) Chile
(5) Colombia
(6) Ecuador
(7) French Guiana
(8) Guyana
(9) Panama
(10) Paraguay
(11) Peru
(12) Suriname
(13) Uruguay
(14) Venezuela
(c) Domestic transactions of Methyl
Isobutyl Ketone (MIBK).
(d) Import transactions of Methyl
Isobutyl Ketone (MIBK) destined for
the United States.
(e)
Export
transactions,
international transactions, and import
transactions for transshipment or
transfer of Methyl Isobutyl Ketone
(MIBK) destined for Canada or any
country outside of the Western Hemisphere.
(f) Domestic and international transactions of Lugol’s Solution (consisting
of 5 percent iodine and 10 percent potassium iodide in an aqueous solution)
in original manufacturer’s packaging
of one-fluid-ounce (30 milliliters) or
less, and no greater than one package
per transaction.
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Drug Enforcement Administration, Justice
(g) Import transactions of anhydrous
hydrogen chloride.
(h) Domestic distribution of anhydrous hydrogen chloride weighing
12,000 pounds (net weight) or more in a
single container.
(i) Domestic distribution of anhydrous hydrogen chloride by pipeline.
(j) Domestic and international return
shipments of reusable containers from
customer to producer containing residual quantities of red phosphorus or
white phosphorus in rail cars and intermodal tank containers which conform
to International Standards Organization specifications (with capacities
greater than or equal to 2,500 gallons in
a single container).
(k) Domestic, import, and export distributions of gamma-butyrolactone
weighing 4,000 kilograms (net weight)
or more in a single container.
(l) Domestic and import transactions
in chemical mixtures that contain acetone, ethyl ether, 2-butanone, and/or
toluene, unless regulated because of
being formulated with other List I or
List II chemical(s) above the concentration limit.
[57 FR 43615, Sept. 22, 1992, as amended at 60
FR 19510, Apr. 19, 1995; 60 FR 32461, June 22,
1995; 62 FR 13968, Mar. 24, 1997; 65 FR 47316,
Aug. 2, 2000; 66 FR 52675, Oct. 17, 2001; 68 FR
37414, June 24, 2003; 68 FR 53292, Sept. 10, 2003;
69 FR 74971, Dec. 15, 2004; 72 FR 10928, Mar. 12,
2007; 72 FR 35931, July 2, 2007]
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§ 1310.09 Temporary exemption from
registration.
(a) Each person required by section
302 of the act (21 U.S.C. 822) to obtain a
registration to distribute, import, or
export a combination ephedrine product is temporarily exempted from the
registration
requirement,
provided
that the person submits a proper application for registration on or before
July 12, 1997. The exemption will remain in effect for each person who has
made such application until the Administration has approved or denied
that application. This exemption applies only to registration; all other
chemical control requirements set
forth in parts 1309, 1310, and 1313 of this
chapter remain in full force and effect.
(b) Each person required by section
302 of the act (21 U.S.C. 822) to obtain a
registration to distribute, import, or

§ 1310.09
export a drug product that contains
pseudoephedrine or phenylpropanolamine that is regulated pursuant to
§ 1300.02(b)(28)(1)(D) of this chapter is
temporarily exempted from the registration requirement, provided that
the person submits a proper application for registration on or before December 3, 1997. The exemption will remain in effect for each person who has
made such application until the Administration has approved or denied
that application. This exemption applies only to registration; all other
chemical control requirements set
forth in parts 1309, 1310, and 1313 of this
chapter remain in full force and effect.
(c) Each person required by section
302 of the act (21 U.S.C. 822) to obtain a
registration to distribute, import, or
export GBL is temporarily exempted
from the registration requirement, provided that the DEA receives a proper
application for registration on or before July 24, 2000. The exemption will
remain in effect for each person who
has made such application until the
Administration has approved or denied
that application. This exemption applies only to registration; all other
chemical control requirements set
forth in parts 1309, 1310, and 1313 of this
chapter remain in full force and effect.
(d) Each person required by section
302 of the Act (21 U.S.C. 822) to obtain
a registration to distribute, import, or
export the List I chemicals red phosphorus,
white
phosphorus,
and
hypophosphorous acid (and its salts), is
temporarily exempted from the registration requirement, provided that
the person submits a proper application for registration on or before December 17, 2001. The exemption will remain in effect for each person who has
made such application until the Administration has approved or denied
that application. This exemption applies only to registration; all other
chemical control requirements set
forth in parts 1309, 1310, and 1313 of this
chapter remain in full force and effect.
(e) Each person required by section
302 of the Act (21 U.S.C. 822) to obtain
a registration to distribute, import, or
export regulated chemical mixtures
which
contain
ephedrine,
Nmethylephedrine,
Nmethylpseudoephedrine,
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