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§1316.03

(f) The term register and registration
refer to registration required and per-
mitted by sections 303 and 1008 of the
Act (21 U.S.C. 823 and 958).

(g) Any term not defined 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.

[36 FR 7820, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, as amended at 60 FR
32465, June 22, 1995; 60 FR 36334, July 14, 1995;
62 FR 13969, Mar. 24, 1997]

§1316.03 Authority to make inspec-
tions.

In carrying out his functions under
the Act, the Administrator, through
his inspectors, is authorized in accord-
ance with sections 510 and 1015 of the
Act (21 U.S.C. 880 and 965) to enter con-
trolled premises and conduct adminis-
trative inspections thereof, for the pur-
pose of:

(a) Inspecting, copying, and verifying
the correctness of records, reports, or
other documents required to be kept or
made under the Act and regulations
promulgated under the Act, including,
but not limited to, inventory and other
records required to be kept pursuant to
part 1304 of this chapter, order form
records required to be kept pursuant to
part 1305 of this chapter, prescription
and distribution records required to be
kept pursuant to part 1306 of this chap-
ter, records of listed chemicals,
tableting machines, and encapsulating
machines required to be kept pursuant
to part 1310 of this chapter, import/ex-
port records of listed chemicals re-
quired to be kept pursuant to part 1313
of this chapter, shipping records identi-
fying the name of each carrier used and
the date and quantity of each ship-
ment, and storage records identifying
the name of each warehouse used and
the date and quantity of each storage.

(b) Inspecting within reasonable lim-
its and to a reasonable manner all per-
tinent equipment, finished and unfin-
ished controlled substances, listed
chemicals, and other substances or ma-
terials, containers, and labeling found
at the controlled premises relating to
this Act;

(c) Making a physical inventory of
all controlled substances and listed
chemicals on-hand at the premises;
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(d) Collecting samples of controlled
substances or listed chemicals (in the
event any samples are collected during
an inspection, the inspector shall issue
a receipt for such samples on DEA
Form 400 to the owner, operator, or
agent in charge of the premises);

(e) Checking of records and informa-
tion on distribution of controlled sub-
stances or listed chemicals by the reg-
istrant or regulated person (i.e., has
the distribution of controlled sub-
stances or listed chemicals increased
markedly within the past year, and if
so why);

(f) Except as provided in §1316.04, all
other things therein (including records,
files, papers, processes, controls and fa-
cilities) appropriate for verification of
the records, reports, documents re-
ferred to above or otherwise bearing on
the provisions of the Act and the regu-
lations thereunder.

[36 FR 7820, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 51
FR 5319, Feb. 13, 1986; 556 FR 50827, Dec. 11,
1990; 60 FR 32465, June 22, 1995; 77 FR 4238,
Jan. 27, 2012]

§1316.04 Exclusion from inspection.

(a) Unless the owner, operator or
agent in charge of the controlled prem-
ises so consents in writing, no inspec-
tion authorized by these regulations
shall extend to:

(1) Financial data:

(2) Sales data other than shipping
data; or

(3) Pricing data.

(b) [Reserved]

§1316.05 Entry.

An inspection shall be carried out by
an inspector. Any such inspector, upon
(a) stating his purpose and (b) pre-
senting to the owner, operator or agent
in charge of the premises to be in-
spected (1) appropriate credentials, and
(2) written notice of his inspection au-
thority under §1316.06 of this chapter,
and (c) receiving informed consent
under §1316.08 or through the use of ad-
ministrative warrant issued under
§§ 1316.09-1316.13, shall have the right to
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