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receive it by a license pursuant to this
chapter or from an Agreement State,
nor transfer the byproduct material in
any manner other than in the un-
opened, labeled shipping container as
received from the supplier.

(5) The general licensee shall dispose
of the Mock Iodine-125 reference or
calibration sources described in para-
graph (a)(7) of this section as required
by §20.2001.

(d) The general licensee shall not re-
ceive, acquire, possess, or use byprod-
uct material pursuant to paragraph (a)
of this section:

(1) Except as prepackaged units
which are labeled in accordance with
the provisions of a specific license
issued under the provisions of §32.71 of
this chapter or in accordance with the
provisions of a specific license issued
by an Agreement State that authorizes
manufacture and distribution of iodine-
125, iodine-131, carbon-14, hydrogen-3
(tritium), selenium-75, iron-59, or Mock
Todine-125 for distribution to persons
generally licensed by the Agreement
State.

(2) Unless the following statement, or
a substantially similar statement
which contains the information called
for in the following statement, appears
on a label affixed to each prepackaged
unit or appears in a leaflet or brochure
which accompanies the package:!

This radioactive material may be received,
acquired, possessed, and used only by physi-
cians, veterinarians in the practice of veteri-
nary medicine, clinical laboratories or hos-
pitals and only for in vitro clinical or labora-
tory tests not involving internal or external
administration of the material, or the radi-
ation therefrom, to human beings or ani-
mals. Its receipt, acquisition, possession,
use, and transfer are subject to the regula-
tions and a general license of the U.S. Nu-
clear Regulatory Commission or of a State
with which the Commission has entered into
an agreement for the exercise of regulatory
authority.

(Name of Manufacturer)

(e) The registrant possessing or using
byproduct materials under the general
license of paragraph (a) of this section
shall report in writing to the Director

1Liabels authorized by the regulations in
effect on September 26, 1979, may be used
until one year from September 27, 1979.

§31.13

of Nuclear Material Safety and Safe-
guards, any changes in the information
furnished by him in the ‘‘Registration
Certificate—In Vitro Testing With By-
product Material Under General Li-
cense”’. Form NRC-483. The report
shall be furnished within 30 days after
the effective date of such change.

(f) Any person using byproduct mate-
rial pursuant to the general license of
paragraph (a) of this section is exempt
from the requirements of parts 19, 20,
and 21, of this chapter with respect to
byproduct materials covered by that
general license, except that such per-
sons using the Mock Iodine-125 de-
scribed in paragraph (a)(7) of this sec-
tion shall comply with the provisions
of §§20.2001, 20.2201, and 20.2202.

[33 FR 16553, Nov. 14, 1968]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §31.11, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§31.12 Maintenance of records.

Each record required by this part
must be legible throughout the reten-
tion period specified by each Commis-
sion regulation. The record may be the
original or a reproduced copy or a
microform provided that the copy or
microform is authenticated by author-
ized personnel and that the microform
is capable of producing a clear copy
throughout the required retention pe-
riod. The record may also be stored in
electronic media with the capability
for producing legible, accurate, and
complete records during the required
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as
letters, stamps, initials, and signa-
tures. The licensee shall maintain ade-
quate safeguards against tampering
with and loss of records.

[63 FR 19246, May 27, 1988]

§31.13 Violations.

(a) The Commission may obtain an
injunction or other court order to pre-
vent a violation of the provisions of—

(1) The Atomic Energy Act of 1954, as
amended;

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or
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