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NRC FORM 483 U.S. NUCLEAR REGULATORY COMMISSION APPROVED BY 0UBL NO. 315040M EXPIRASa 071rn2
{7.l999) Em~,imnqo bDurdon per rfeapoft to Comnply with his mendeitory Collection

requ~am; 1 mlnutee, the vaildaed rIellerttaion cerves as evidence to
REGISTRATION CERTIFICATE -- in vitro TESTING bpg.TbypodudllmtuSend ' c hmments reglrdinil buSden otmele tohohe

WITH BYPRODUCT MATERIAL UNDER CR.ordg Menmgeenont Branich (T-6 F33), U.S. Nuol|os RegulatoryVATHBYP ODU T MA ERIL U DERCommission, Washington, DC 205656.0l0, or by Internet *-moll to
bJel@nroc.gov, and to Ihe Desk Officer, Ofmllc of InTormut:on andGENERAL LICENSE Raguletory An aIrs, NEO5-10202. (3531D008). OcSe Of Menegemneil and
Culties. Wthinugton. DC 20503. II, a means umad to Impose Pn
Informatlin collection dos nolt diepiy tt euatrently valid OM9 control

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in thepractice of veterinary medicine to possess certain small quantities of byproduct materIal for in vtro clinical or laboratory tests not Involving
the internal or external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession ofbyproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, hospital, or veterinarian in the practice of
veterinary medicine, has flied NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with a registration
number.

1. NAE AND ADORESS Of APPLICANT (See Innactlo,, 3.R beow) 2. APPiCATION (Check one box only)
naIr1r 4 Sayv er D- Ihereby apply for a registration number pursuant to 10 CFR 31,.eoi7o-d IL , . Section 31.1 1, for use of byproduct materlals for:

1119.755 (i o u n d IRo a O' RMyself, a duly licensed physician authorized to disperse drugs In
- tc l ; i c a hts f | '3i - the practice of mediclne.

9 ' , The above-named clinical laboratory.

PHONE NUM8ER (Okid AM Code). C The above named hospital.
55' -3 - -3- 0 o /0 Veterinarian in the practice of veterinary medicine.

INSRUCTIONS 4. REGISTRATION
A Submit this form in duplicate to: REGISTRATION NUMBER:

Materials Safety Branch (T-8 F5) j
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards a U07 7
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001 FOR TH U.S. NUCLEAR
(At NRC, a regIstraton number will be assigned and a validated RE P'GULATORY COii4I TSSICIO
copy of NRC Form 483 will be returmed.) a naryu , 2003

In the box above, print or type the name. address (including 2IP (If is an in al regl81ration, leave ffi8 space blank- number to beCode), and telephone number of the registrant physician, ossgnedby NRC. If this iSa change of informstlon fron aclinical laboratory. hospital, or veterinarian in the practice of pvously rgisde l lcne, include your regionveterinary medicine for whom or for which this registration form number)
Is filed.

If pinece of Ust a Isdlfforntm Por addruee Keted abomrs, give comupletea ddrem.

5. CERTIFICATION
I herebv certifv that

A All information In this registration certificate is true and complete.

B. The registrant has appropriate radiatIon measuring instruments to carry out the tests for which byproduct material wiU be used
under the general license of 10 CFR 31.11. The tests will be performed only by personnel competent In the use of the instruments
and in the handling of the byproduct materials.

C. I understand that Commission regulations require that any change In the information furnished by a registrant on this registration
certificate be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such
change.

D. I have read and understand the provIsIons of Section 31.11 of NRC regulatIons 10 CFR 31 (reprinted on the reverse side of this
form), and I understand that the registrant Is required to comply with those provisions as to all byproduct material which he
receives, acquires, possesses, uses, or transfers under the general license for which this Registration Certificate Is fled with the
U.S. Nuclear Regulatory Commission.

PfRINI OR TD RANE MCIU CM F - -UC STNATURE DrATE

Leonard ,4- ?zayer, a)0. Aa /d D 0
WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE 8UeJECTfb- CIVIL ANDIOR CRIMINAL PENALTIES. NRC
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.
18 U.S.C. 1 001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY
DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

NNC ORM455U.1BB)PRITED N R~yCED APE Ths fmi w, dsiged sin Inorm
NRC FORM 403 r7-1999) PRINTED ON RECYCLED PAiPER TWO tam was designed VWMD InForms
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of byproduct materials for certain (2) The general licensee shall store the byproduct material,
In vitro clinical or laboratory testing. until used, in the original shipping container or in a container

providing equivalent radiation protection.
(a) A general license is hereby issued to any physician, (3) The general licensee shall use the byproduct material only

veterinarian In the practice of veterinary medicine, dinical laboratory for the uses authorized by paragraph (a) of this section.
or hospital to receive, acquire, possess. transfer, or use, for any of (4) The general licensee shall not transfer the byproduct
the following stated tests, in accordance with the provisions of material, except by transfer to a person authorized to receive It by a
paragraphs (b),(c), (d), (a), and (I of this section, the following license pursuant to this chapter or from an Agreement State, nor
byproduct materials In prepackaged units: transfer the byproduct material in any manner other than in the

(1) iodine-125, in units not exceeding 10 mIcrocurles each for unopened, labeled shipping container as required by §20.301 of this
use in In vitro clinical or laboratory tests not involving internal or chapter.
external administration of byproduct material, or the radiation (5) The general licens shall dispose of the Mock lodine-125
therefrom, to human beings or animals. reference or calibration sources described in paragraph (a)(7) of

(2) lodine-131. In units no exceedingo 10 microcuries each for this section. as required by §20.301 of this chapter.
use in in vitro clinical or laboratory tests not involving Internal or (d) The general licensee shall not receive, acquire, possess,
external administration of byproduct material, or the radiation or use byproduct material pursuant to paragraph (a) of this section:
therefrom. to human beings or animals. (1) Except as prepackaged units which are labeled In

(3) Carbon-14, In units not exceeding 10 microcuries each for accordance with the provisions of a specific license Issued under
use in in vitr clinical or laboratory tests not Involving Internal or the provisions of §32.71 of this chapter or in accordance with the

- - - extamal administration of byproduct matedalor the radiation - provisions df a specific license Issued by an Agreement State th
therefrom, to human beings or animals. authorizes manufacture and distribution of iodine-1 25, iodine-I 31,

(4) Hydrogen 3 (tritlum), In units not exceeding 50 microcurles carbon-14. hydrogen-3 (tritlum). selenium-75. Iron-59 or Mock
each for use in In vft clinical or laboratory tests not involing Iodlne- 25 for distribution to persons generally licensed by the
Internal or external administration of byproduct material, or the Agreement State.
radiation therefrom, to human beings or animals. (2) Unless the following statement, or e substantiaily similar

(5) Iron 59, in units not exceeding 20 microcuries each for use statement which contains the Infornation called for In the following
in in vitro clinical or laboratory tests not InvoMng Internal or external statement, appears on a label afed to each prepaclaged unit or
administration of byproduct material, or the radiation therefrom, to appears in a leaflet or brochure which accompanies the package:
human beings or animals. This radioactive material may be received. acquired,

(6) Selenium-75, In urnts not exceeding I0 microcuries each possessed, nd used only by psicians, veterinarians in the
for use In In vitro clinical or laboratory tests not Involving Internal or practce of veterinary medicine, cinical laboratories or hospitals
external administration of byproduct material, or the radiation and only for in vitro cinical or Iaboratly tests not involVing internal
therefrom, to human beings or animals. or external administion of the matenal or the radiation therefrom,

(7) Mock Iodine-125 reference or calibration sources, in units to human beings or animals. Its receipt, acquisition, possession.
not exceeding 0.05 microcurle of odflne-129 and 0.005 microcurle use, and transfer are subject to the regulations and a general
of americur-241 each for use in in wtr clinical or laboratory tests ricense of the US. Nuclear Regulatory Commission or of a State
not Involving Internal or external administratIOn of byproduct with whIch the Commission has entered Into an areement for the
material, orthe radiation therefrom, to human beings or animals. exercise of regulatory authority.

(b) A person shall not receive, acquire, possess, use or
transfer byproduct material under the general license established
by paragraph a) of this section unless t5Wt parson:

(1) Has filed NRC Form 483, iRagisratlon Certificate - in vitro NAME OF MANUrACTuRER
Testing with Byproduct Material Under General License, with the
Director of Nuclear Material Safety and Safeguards, U.S. Nuclear (e) The registrant possessing or using byproduct material
Regulatory Commission, Washington, DC 20556-0001, and under the general lice of paragraph (a) of this sedion shall
received rrom the Commisson a validated copy of NRC Form 483 * report In writing to the Director of Nuclear Mateal Safety and
with registration number assigned; or Safeguards an changes in the informaton furnished by him in

(2) Has a license thatauthorizes the medical use of byproduct NRC Form 241, R srtion CertMiicate - i viro Testing with
material that was issued under Part 35 of this chapt. Byproduct Materel Under General License." The report shall be

(c) A person who receives, acquires. possesses or uses furnished within 30 days after the effective data of such change.
byproduct material pursuant to the general license established by (f) Any person 6", .duct material pursuant to teW
paragraph (a) of this sectin shall comply with the following: general license of paragrarh (a) of this section is exempt from the

(1) The general lIcensee shall not possess, at any one time, nquircerns of Parts 19, 20, and 21 of this chapter with respect to
pursuant to the general license in paragraph (a) of this section, at byproduct materials covered by that general Icense, except that
any one location of storage or use, a total amount of iodine 125, such persons using the Mock hdine 25 described h paragraph
iodine 131, seleniunr-75, and/or iron 59 in excess of 200 '"7'of this section shall comply with the provisions of §20301.
microcuries. - 0a and 20.403 of ths chapter.

NOTES

A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant to secton

274 of the Atomic Energy Act of 1954, as amended.

2 Materlal generally licensed under this section prior to January 19, 1975, may bear labels authorized by the regulations in efied on

January 1, 1975.

A new triplicate set of this Registration Certificate. NRC Form 483, may be used to report any change of Inforrmatlon furnished by a
registrant as required by §31.11 (e).

If larger quantities or other fonrs of byproduct material than those specified in the general license of 10 CFR 31.11 are required. lile
NRC Fomn 313. TApplication for Byproduct Material License," to obtain a spaei byproduct material licerse. Copies of appHcaon and
registration forms may be obtained from the Medical. Academic and commercial Use Safety Branch (0-6 H3), Division of Industrial and
Medical Nuclear Safety, United States Nuclear Regulatory Commission, Washington, DC 20555-0001.


