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21 CFR Ch. II (4–1–14 Edition) § 1302.07 

a seal to disclose upon inspection any 
tampering or opening of the container. 

[62 FR 13958, Mar. 24, 1997] 

§ 1302.07 Labeling and packaging re-
quirements for imported and ex-
ported substances. 

(a) The symbol requirements of 
§§ 1302.03–1302.05 apply to every com-
mercial container containing, and to 
all labeling of, controlled substances 
imported into the jurisdiction of and/or 
the customs territory of the United 
States. 

(b) The symbol requirements of 
§§ 1302.03–1302.05 do not apply to any 
commercial containers containing, or 
any labeling of, a controlled substance 
intended for export from the jurisdic-
tion of the United States. 

(c) The sealing requirements of 
§ 1302.06 apply to every bottle, multiple 
dose vial, or other commercial con-
tainer of any controlled substance list-
ed in schedule I or II, or any narcotic 
controlled substance listed in schedule 
III or IV, imported into, exported from, 
or intended for export from, the juris-
diction of and/or the customs territory 
of the United States. 

[62 FR 13958, Mar. 24, 1997] 
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GENERAL INFORMATION 

§ 1303.01 Scope of part 1303. 
Procedures governing the establish-

ment of production and manufacturing 
quotas on basic classes of controlled 
substances listed in schedules I and II 
pursuant to section 306 of the Act (21 
U.S.C. 826) are governed generally by 
that section and specifically by the 
sections of this part. 

[36 FR 7786, Apr. 24, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973] 

§ 1303.02 Definitions. 
Any term contained 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 13958, Mar. 24, 1997] 

AGGREGATE PRODUCTION AND 
PROCUREMENT QUOTAS 

§ 1303.11 Aggregate production quotas. 
(a) The Administrator shall deter-

mine the total quantity of each basic 
class of controlled substance listed in 
Schedule I or II necessary to be manu-
factured during the following calendar 
year to provide for the estimated med-
ical, scientific, research and industrial 
needs of the United States, for lawful 
export requirements, and for the estab-
lishment and maintenance of reserve 
stocks. 

(b) In making his determinations, the 
Administrator shall consider the fol-
lowing factors: 

(1) Total net disposal of the class by 
all manufacturers during the current 
and 2 preceding years; 

(2) Trends in the national rate of net 
disposal of the class; 

(3) Total actual (or estimated) inven-
tories of the class and of all substances 
manufactured from the class, and 
trends in inventory accumulation; 
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Drug Enforcement Administration, Justice § 1303.12 

(4) Projected demand for such class 
as indicated by procurement quotas re-
quested pursuant to § 1303.12; and 

(5) Other factors affecting medical, 
scientific, research, and industrial 
needs in the United States and lawful 
export requirements, as the Adminis-
trator finds relevant, including 
changes in the currently accepted med-
ical use in treatment with the class or 
the substances which are manufactured 
from it, the economic and physical 
availability of raw materials for use in 
manufacturing and for inventory pur-
poses, yield and stability problems, po-
tential disruptions to production (in-
cluding possible labor strikes), and re-
cent unforeseen emergencies such as 
floods and fires. 

(c) The Administrator shall, on or be-
fore May 1 of each year, publish in the 
FEDERAL REGISTER, general notice of 
an aggregate production quota for any 
basic class determined by him under 
this section. A copy of said notice shall 
be mailed simultaneously to each per-
son registered as a bulk manufacturer 
of the basic class. The Administrator 
shall permit any interested person to 
file written comments on or objections 
to the proposal and shall designate in 
the notice the time during which such 
filings may be made. The Adminis-
trator may, but shall not be required 
to, hold a public hearing on one or 
more issues raised by the comments 
and objections filed with him. In the 
event the Administrator decides to 
hold such a hearing, he shall publish 
notice of the hearing in the FEDERAL 
REGISTER, which notice shall summa-
rize the issues to be heard and shall set 
the time for the hearing which shall 
not be less than 30 days after the date 
of publication of the notice. After con-
sideration of any comments or objec-
tions, or after a hearing if one is or-
dered by the Administrator shall issue 
and publish in the FEDERAL REGISTER 
his final order determining the aggre-
gate production quota for the basic 
class of controlled substances. The 
order shall include the findings of fact 
and conclusions of law upon which the 
order is based. The order shall specify 
the date on which it shall take effect. 
A copy of said order shall be mailed si-
multaneously to each person registered 

as a bulk manufacturer of the basic 
class. 

[36 FR 7786, Apr. 24, 1971, as amended at 37 
FR 15919, Aug. 8, 1972. Redesignated at 38 FR 
26609, Sept. 24, 1973; 77 FR 4235, Jan. 27, 2012] 

§ 1303.12 Procurement quotas. 
(a) In order to determine the esti-

mated needs for, and to insure an ade-
quate and uninterrupted supply of, 
basic classes of controlled substances 
listed in Schedules I and II (except raw 
opium being imported by the registrant 
pursuant to an import permit) the Ad-
ministrator shall issue procurement 
quotas authorizing persons to procure 
and use quantities of each basic class 
of such substances for the purpose of 
manufacturing such class into dosage 
forms or into other substances. 

(b) Any person who is registered to 
manufacture controlled substances 
listed in any schedule and who desires 
to use during the next calendar year 
any basic class of controlled substances 
listed in Schedule I or II (except raw 
opium being imported by the registrant 
pursuant to an import permit) for pur-
poses of manufacturing, shall apply on 
DEA Form 250 for a procurement quota 
for such basic class. A separate applica-
tion must be made for each basic class 
desired to be procured or used. The ap-
plicant shall state whether he intends 
to manufacture the basic class himself 
or purchase it from another manufac-
turer. The applicant shall state sepa-
rately each purpose for which the basic 
class is desired, the quantity desired 
for that purpose during the next cal-
endar year, and the quantities used and 
estimated to be used, if any, for that 
purpose during the current and pre-
ceding 2 calendar years. If the purpose 
is to manufacture the basic class into 
dosage form, the applicant shall state 
the official name, common or usual 
name, chemical name, or brand name 
of that form. If the purpose is to manu-
facture another substance, the appli-
cant shall state the official name, com-
mon or usual name, chemical name, or 
brand name of the substance, and, if a 
controlled substance listed in any 
schedule, the schedule number and Ad-
ministration Controlled Substances 
Code Number, as set forth in part 1308 
of this chapter, of the substance. If the 
purpose is to manufacture another 
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