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REGISTRATION CERTIFICATE - in viTET TEST1NG - ! YTEA E -.-

-AfITH BYPRODUCT TR NER .I.NM T FORMATION

GENERAL LICENSE . . DC ,05. -AND R O

. -- ;AGEMWITAw.e AM ET, WASHIGTON. DC 20.- :

Secio 3'11 ot1 0 CFR 31 establishes a erierlal cnse ao zng ysicians cinial lboratorie', hospas, and veterIn sIt practice of
.teiay m ineto posess certin small quantbes' of byproduc material for' iil raoratory tet Invotivng thie iternal or e.demal
a iooftSbproduct materna! or the radiatio'n theefrom to humr 6 belngs or animali. Pdsssslon of byproduct material under 10 CFR 31.11 is not
aoraduntil the physiian, clinical boratorisPtal. orveterlaran Inthe p eti mediclne, has filed NRC Forn 483 andr from the
Commi; ssion a valdated copy of NRCorm 483 wIth a r n'' nu'ber.-

1. FNAME AND ADDRESS OF APPUCANT (See Instiucton 3.B. below) 2. APPICATION (Check one box only)
STIS)V i-4~ * L...C-tk ~I hereby apply for a registration number pursuant to 10 CFR 31, Section

I (t9 31. 1. for useofbyproduct materialsfor

Zi'.A4Gb Wl/' 1C M .| (L- A. Myself, a duly licensed physician authortzed to disperse drugs In

- th ep '1tc of medicne.
;'~' 'SO ll-4'¢tfLf7-} ~+~'a'bov- - _a&eTe llhb oratlbory.-= -- -:

lR4NElE NUMER OCwde Ar Code) C. The above named hospital.

sit) 1 3 o 3 43 If D. Veterinarian In the practice of veterinary medicine.
3. InSTRUCTiONS: 4. REGISTRATION

A. Submit this form In duplicate to: REGISTRAION NUMBER:

Medical, Academic and Commercial Use 8769
Safety Branch (6 H3) , 0 j REo4

Division of Industrial and Medical Nuclear Safety REGULATORY
Office orNuclear Materlal Safety and Safeguards . ( FO - Eus lA EUAOY cnis~r
U.S. Nuclear Regulatory Commission

,Washgon, PC 205550001

.(At NRC, a registration number will be assigned and a validated copyN
of NRC Form 483 will be returned.) Coy Boy e

B. In the box aroe, print or Mmp the rams, address (Inldm ZP Ca roiy n B Ay p r i 1 4, 19 9 5
Code), and telephone number of the registrant physician, clinical fft an Walresaffon, leave Ms space blank- number to be
laboratory, hospital, or veterinarian In the practice of veterinary *s&ed by NRC. f is s a change ofkfonmaffon fm a pre8fous*y
mecine for whom or for which this registration form is filed. regsteedgeneralcbense, hIclude your togfWSon number.)

L f place of use Is different from address listed above, give complete address:

)6. CERlIFICATION

I hereby cert"y that

A. Al 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 will be used under the general
icense of 10 CFR 31.11. The tests will be performed only by personnel competent In the use of the instruments and in the handling ofthe
byproduct materials.

C. I understand that Commission regulations require that any change In the hifonnation furnished by a regisrant on ft registraion 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 regulaions I FR 31 (reprinted on t reverse side of this form); and I
understand that the registrant Is required to comply with those provisions as to all material which .,acqures, possesses, uses,
or transfers under the general license for which his Regis'b'tion Certificate is the U.S. Nuci t gul

PRINTED OR TYPED NAME AND TITLE OF APPLICANT SIG OF PU DATE

;L S -tiP;.-L it ) 1-X
'A rING: FL SE') ST . MA~BE.s.jcT

'ARNING: FALSE STATEMENTS. IN THiS CERTIFICATE Y B SB CML ANDIOR CRIMINAL
<_hlALTIES. -NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO -THE NRC BE COMPLETE- AND

ACCURATE IN ALL MATERIAL RESPECTS. :-,18 U.S.,.,,.SE~CTION o 1l00A1 MK :-IT A CRiMI 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.
NM a 4W P-M
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C T A - OF G . 1
CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 31.11 General license for use of byproduct materials for certain in
vitro clin& or labOfatory testing.

(a) A genea license s hereby Issued to any physician, veterinarian
in the practice of veterinary medicine, clinical laborary or hospital to
receive, acquire, possess, transfer, or use, for any of the follating stated
tests, in accordance with the provisions of paragraphs bi. Ic), {d), Cel,
and Cf of this section, the following byproduct materials in prepack-
aged units:

(1) lodine-125, 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.

(2) lodine-131, 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.

(3) Carbon-14, 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.

(4) Hydrogen 3 (tritium), in units not exceeding 50 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.

(5) Iron 59, In units not exceeding 20 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.

(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.

17) Mock lodine-125 reference or calibration sources, in units not
exceeding 0.05 microcurle of iodine-129 and 0.005 microcurie of
americlum-241 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.

(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 that person:

(1) Has filed NRC Form 483, "Registration CertificateIn 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 medical use of byproduct
material that was issued under Part 35 of this chapter.

Cc) 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:

(1) The general licensee shall not possess at any one time, pursuant
to the general license In paragraph Ca) of this section, at any one loca-
tion of storage or use, a total amount of iodine 125, iodine 131,

sdenium75, and/or iron 59 in eess of 2W0 mlcroules
(2) The general licensee shalsthe byproduct maerial, unbJ

used, in the original shipping ontabnsr or in a container providing
equivalent radiation protectin.

131 The general licensee sha use the byproduct material only for
the ups authorized by perawaph ba) of this seion.

(4) The general licensee shall not trnin the byproduct material
except by transfer to a pe on authorized to receive it by a li
pursuant to this chapter or fhra an Arnet State,' nor transfer the
byproduct material in any maneir other tdi in the unopened, labeled
shipping container as received from the suapprer.

(5) The general icen_ shall dispose of the Mock Iodine-125
reference or calibration sources duclied in p-as h o a017) of this
section as requited by § 20.301 of this chapter

(d) The geneal lIcens shall not recexvI, aspie, posses, or use
byproduct material pursuant to paragraph (a) of tbitmon r-

(C) Except as prepacagedi units which am aAd In m wa nce
with the provisions of a specific li1en ie under the provisions of
§ 32.71 of this chapter or' in a= =d I Kith the provisions of a
specific license issued by an Aitnt authorizes manufar-
ture and distribution of iodine-i , i-di131. caibon-14, hydrogen-3
(tritium), seleniun-75, iron.69 or IIck lodine125 for distribution to
persons generally licensed by the Agreement State.

(2) Unless the following staterent, or a substantially similar
statement which contains the infornation called for in the following
statement, appears on a lab affix to each prekaged unit or
appears in a leaflet or brocture which accapanies th padcage2

This radioactive material may be received, axiuire, possessed, and
used only by physicians, veterinarians in the p acice of veterinary
medicine, clinical laboratories or hospitals ian only for in vitro clinical
or laboratory tests not involving Internal or external administration a
the material or the radiation therefrom, to husman beings or animals&,/
Its receipt, acquisition, possessIon, use, and tisfer are subject to the
regulations and a general licene of the U.S. Nuclear Regulatory Com-
mission or of a State with which the Comnission has enteed into an
agreement for the exercise of regulatory authority.

Name of nanufacuma

Ce) The registrant psessng or using byproduct materials under the
general license of paragraph (a) of this secion shall report in writing to
the Director of Nuclear Material Safety and Safeguards any changes
in the information furnished by him in the 'Registration Certificte-In
Vitro Testing with Byproduct Material Under General Lcense," NRC
Form 483. The report shall be faumished within 30 days after the
affective date of such changer

(f) Any person using byproduct maarigs pursuant to the geneal
license of paragraph Ia) of this section is exempt from the requirements
of Parts 19, 20 and 21 of this Ptapter wIth rspect to byproduct
materials covered by that general license, except that such persons
using the Mock lodine-125 described in paragraph Ca)17) of this section
shall comply with the provisions of § 20301, 204X2 anW 20.403 of
this chapter.

NOTES
lA State to which certain regulatory authority over radioactive material has been transferred by formal auemens, pusians to section 274 of the

Atomic Energy Act of 1954, as amended.
2Material generally licensed under this section prior to January 19, 1975 may beer labels authorized by the regulations in effect on January 1,

1975. - .

3A now triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of Information furnished by a regOstrad
as requiced by § 31.11Se).

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 am required, an Appnica
tion for Byproduct Material LUcense," NRC Form 313 should b filed to obtain a specific byproduct mte lice. Copies of application and
registration forms may be obtained from the Medical, Academic and Commercial Use Safety Branch C6H3). Di d of In1lial and Medical Nuclear
Safety; United States Nuclear Regulatory Commission, Washington, DC 20555.


