- JACCURATE IN ALL MATERIAL RESPECTS

NRC FORM 483

U. S. NUCLEAR REGULATORY COMMISSION

APPROVED BY OMB: NO. 3150-0038

. 'EXPIRES 3-31-96
o N ESTMATED BURDEN “PER “RESPONSE <10 * COMPLY
INFORMATION COLLECTION REQUEST: 7 MINUTES.
REGISTRATION. IS MANDATORY AND .SERVES .AS
* § SUPPLIERS -OF 'BYPRODUCT MATERIAL’ THAT'
-J ENTITLED -TO ‘RECEIVE THE " BYPRODUCT ‘MAH

AND RECORDS MANAGEMENT BRANCH
REGULATORY COMMISSION, WASHINGT
- | THE: PAPERWORK - REDUCTION PR
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205550001, AND TO

Commrssnon a vahdated copy of NRC Form 483 wrth a reglstratlon number

authorized until the physician, clinical Iaboratory, hosprtal of Veteriarian'in the practlce of veten

- MANAGEMENT AND BUDGET, WASHINGTON, DC. 20503

nary med|cme has f led NRC Form 483 and recerved from the
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1. NAME AND ADDRESS OF APPLICANT : (See Instruction 3.B. below)
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2 APPLICATION (Check one box only)

1 hereby apply for a regrstratlon number pursuant to 1 0 CFR 31 Sechon
31.11, for use of byproduct materials for;

A Myself a duly licensed physrcran authonzed to drsperse drugs in
. the practice of medicine. .- . -

-] B. The above-named clinical laboratory. -

. | TELEPHONE NUMBER (Include Area Code)

"SI0 - 4§3-90SO o s

‘| C. The above named hospital.

D. Veterinarian in the practice of veterinary medicine.

.13. INSTRUCTIONS:
A Submlt this form i in duplmte to
- Medncal Academnc and Commercnal Use -
.. ... SafetyBranch @¥8x ATTN: Carolyn Boyle
.- »- Division of Industrial and Medical Nuclear Safety . S
=, .. Office of Nuclear Material Safety and Safeguards e e T; .
e U8, Nuclear Regulatory Commission .- e
Washlngton DC 20555-0001 :

(At NRC a regsstratlon number will be assngned and a vahdated mpy
s ofNRCForm483wrlIberetumed) R S

B. . In the box above print or type the name address (mcludmg ZIP
. . Code), and telephone number of the registrant physician, clinical
- Iaboratory, hospital, or veterinarian in the practice of veterinary -
.medicine for whom or for which thrs registration form is filed.

4. REGISTRATION.
: REGISTRATION NUMBER

5497

23 1995

e Februar
hon Ieave th/s space blank — num erto be e

assigned by NRC. If this is a change of information froma prevrously
registered general license mclude your registration number.) .

mca?.sr A

S. If place of use is different from address listed above, give complete address:

.

SICRR S

I hereby oertlfy that
A AII informatlon ln this registration oerhﬁwte ls true and complete

R T L

e

““ficense of 10 CFR 31.11.
: fbyproduct materials. ~ L.

pnnoan

RN 6._CERTIF|CA"°N P

.B..~The regustrant hasappropnate radratlon measunng instruments to carry out the tests for whrch byproduct material will be used under the general
Tﬁe tests will be performed only by personnel competent in the use of the |nstruments and in the handhng of the

’ - c ,I understand that Commission regulahons requrre that any change in the infonnatoon furnished by a reglslrant on thlS regrstratron certlﬁcate be
T 'reported to the Dlrector of Nuclear Matenal Safety and Safeguards within 30 days from the effectlve date of such change o

‘D" I have read and understand the provisions of Sectron 31.11 of NRC regulations 10 CFR 31 (repnnted on the reverse s»de of thls form) “and |
_understand that the registrant Is required to comply with those provisions as to all byproduct material which he receives, aoqunres possesses, uses,
" or transfers under the general license for which this Registration Certnﬁcate is filed WI’ch the .S.'Nticlear Regulatory Commlsswn S

PRINTED OR TYPED NAME AND TITLE OF APPLICANT S
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“NRC REGULATIONS REQUIRE THAT
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o \RNING FALSE STATEMENTS IN.THIS. CERTIFICATE MAY BE SUBJECT. TO.CIVIL- ANDIOR ‘CRIMINAL
\__<NALTIES."

SUBMISSIONS TO THE NRC BE" COMPLETE AND

‘SECTION “1001 "MAKES | ITA CRIMINAL OFFENSE TO
MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF. THE .
-~ JUNITED STATES AS TO ANY MATI'ER WITHIN ITs JURISDICTION ..... Tt el Tl R e e o
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CONDITIONS AND LIMITATIONS OF GENERAL LlCENSE 10 CFR 31.11

AT H 7.

- §3t1t General ticense for use of bypmduct matena!s for certain in -

vmo chnml orlabomorv tasting. . _- P
(a) A general l?'anse is hereby lssued to any physrcnan vetermanan

in the practice of veta'mary medrcine clinical laboratory or hospital to

receive, acquire, possess, transfer; or use, for any of the fotlowing stated -

tests, in accordance with the provisions of paragraphs (b}, (c), (d}, {e),
and (f} of this section the ionowmg bypmduct materials i in prepack-
a@d units: ’

(1) Iodme-125 in units not exceedmg 10 microcuries each for use
in in vitro clinical or laboratory tests not involving internal or external

" administration of byproduct material, or the radlatron therefrom, to

: to human beings or animals, VU

human beings or animals,

(2} lodine-131; in units not exceedmg 10 mlcrocunes each for use |
in In vitro clinical or Iaboratory tests not involving internal or externaf .
administration of. byproduct material,

(3) Carbon-14, in units not exceedmg 10 microcuries each for use*
in in vitro clinical or laboratory tests not involvmg internal or external
administration of  byproduct material,

{4) Hydrogen 3 (trmum), in units not exceeding 50 microcuries

" each for use in in vitro clinical or laboratory tests not involving internal. -

RS

or external administratlon of byproduct material, or the radiation
therefrom, to human berngs or animals.

(5). Iron 59, in units not exceeding 20 microcuries each foruse in in
vitro clinical or laboratory tests not lnvolvmg internal or external

' administration” of byproduct matenal or the radlatron therefrom 1o

human beings or animals, N —
(6} Selenium-75, in units not exceeding 10 microcuries each for use

in in vitro clinical or laboratory tests not involving internal or external

administration of byproduct material, or the -radiation. therefrom

‘ to human beings or animals. i

{7) Mock lodIne-125 reference ar cahbratron sources, m umts not
exceeding 0.05 microcurie of |od|ne129 and 0.005 microcurie.of

americium-241 each ‘for use in In vitro clinical or labaratory tests not

involving internal or external administration of byproduct matenal or
the radiation therefrom to human beings or animals, '

or.the,radlatnon therefrom '

or the. radiation : therefrom, -
. to human beings or animals,- - e N

1

a

(b) A person shall not recelve, acquire, possess, use or transfer -

byproduct material under the general license established by paragraph

- (a) of this section unless that person:

(1) Has filed NRC Form 483, “‘Registration Certificate—In Vitro

" Testing with Byproduct Material Under General License,” with the

Director of Nuclear Material Safety and Safeguards, U.S.. Nuclear-
‘'Regulatory Commission, Washington, D.C. 20555 and received from

- the Commission a validated copy of NRC Form 483 with registration

number assigned; or

{2) Has a license that authorizes the medlcal use of byproduct
material that was issued under Part 35 of this chapter :

{c) A person who receives, acquires, possesses or uses byproduct
material pursuant to the general license established by paragraph (a) of
this section shall comply with the following:

(n The'general licensee shall not poesess at any one time, pursuant

to the general license in paragraph (a) of this section, at any one loca-
tion of storage or use, a total amount of jodine 125,

lodine 131, .

‘

_, selenium-75 M«mwmmﬂmm

(2) The general licensee shall store the byproduct nntenal unt\\/‘f‘

_used, in the original shipping oormainer or in aconmmer providing

equivalent radiation protection,” - _
{3) The general licensse shatl use the byproduct rmtenal only for
the uses authorized by paragraph (a) of this section.

{4) The general licensee shall not transfer the byproduct material-
except by transfer 10 a person authorized to 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 unopened ld)eled -

shi rppmg container as received from the suppher
{5) The general Ircensee shall dispose of the Mock lodme.125

reference or calibration soun:es described in paragraph (a)(7) of this'

section as required by § 20.301 of this chapter. . -, o

(d) The general licensee shall not recerve acqune possess or use
byproduct material pursuant to paragraph {a) of this sechon .

{1) Except as prepackaged units which are labeted 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 issted by an Agreement State that authorizes manufac-

ture and distribution of jodine-125, jodine-131, carbon-14, hydrogen-3

{tritium), selenium-75, iron-59 or Mock lodine-126 for dstribunon to

persons generally licensed by the Agreement State, * °

(2) Unless the following statement, or -a substam}allr similar °
.statement which contains the information called for in the fouowmg

statement, appears on a label affixed to each pvepackaged unit or
appears in a leaflet or brochure which’ awompamu the- ;:backage'2

This radioactive material may be vecewed aoquwed posessed and :
used only by physrcrans veterinarians: in the pmctnce of vetennary i

medicine, clinical laboratories or hospmﬂs ‘and only for in vitro clinic:
or Iaboratory tests not involving internal or external administration «

the material or the radiation therefrom, to_human beings orammalw |
" Its receipt, acqursmon possession, use, and transfer are subgect to the

regulations and a general license of the U.S. Nuclear Regulatory Com-
mission or of a State with which the Commission has entered mto an
agreement for the exerclse of reg:latory authorrty. tee

P : .- '

L

T S, Name of manufactarer - .. . - ..

(e) The registrant possessing or using byproduct rnaterials under the
general license of paragraph (a) of this section shall report in writing to
the. Director of Nuclear Material Safety and Safeguards any changes

in the information furnished by him in the “Registration Certificate—In

Vitro Testing with Byproduct Material Under Geneml Lmnse * NRC
Form 483. The repart shall be furnished within 30 days after the
effective date of such change.3

“{f) Any person using byproduct material pursuam to the Qeneral

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 persons

' Alusmg the Mock lodine-125 d&ccribed in paragraph (a)(7) of this section
shall comply with the provisions of § 20.301, 20.402 and 20,403 of
this chapter, . ) ,

NOTES Lo

lA State to which certain regulatory authonty over radloactlve materral has been transferred by formal agreement pursuant to secnon 274 of the
Atomic Energy Act of 1954, as amended. : VAN )
2Material’ generally licensed under this sectlon prror to January 19, 1975 may bear labels authorized by the regxlatrons in effect on Januarv 1 =
1975.
" 3A new triplicate set of this Registratron Cemfrcate NRC Form 483 may be used to report any change of mfon-nstron fumnshed bya regrstra )
as required by §31.11(e). : r N
If larger quantities or other. forms of byproduct materlal than those specmed in the general hcense of 10 CFR 31 11 are requnred an "Applm-
tion for Byproduct Material License,” NRC Form 313 should be filed to obtain a specific byproduct ‘material license, Coples of application and
registration forms mav "be obtained from the Medical, Academic and Commercial Use Safety Branch (6H3) Division of lndustnal and Medical Nuclear

Safety, United States Nuclear Regulatory Commission Washmgton DC 20555




