NRC FORM 483
(1-95)

REGISTRATION CERTIFICATE -- in vitro TESTING -

'WITH BYPRODUCT MATERIAL UNDER
GENERAL LICENSE

U. S. NUCLEAR REGULATORY COMMISSION

APPROVED BY OMB: NO. 3150-0038
EXPIRES 33186

ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VALIDATED
REGISTRATION IS MANDATORY AND SERVES AS EVIDENCE TO
SUPPLIERS OF BYPRODUCT MATERIAL THAT THE REGISTRANT IS
ENTITLED TO RECEIVE THE BYPRODUCT MATERIAL... FORWARD
COMMENTS REGARDING BURDEN ESTIMATE TO THE INFORMATION
AND RECORDS MANAGEMENT BRANCH (T-6 F33), U.S. NUCLEAR
REGULATORY COMMISSION, WASHINGTON, DC 20555-0001, AND TO
THE PAPERWORK REDUCTION PROJECT (3150-0026), OFFICE OF
MANAGEMENT AND BUDGET, WASHINGTON, DC 20503,

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practice of
veterinary medicine to possess certain small quantities of byproduct material for in vitro 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 of byproduct material under 10 CFR 31.11 is not
authorized until the physician, clinical laboratory, hospital, or veteriarian in the practice of veterinary medlcme has filed NRC Form 483 and received from the

Commission a validated copy of NRC Form 483 with a reglstratlon number

1. NAME AND ADDRESS OF APPLICANT (See Instructlon 3.B, below):

2. APPLICATION (Check one box only)

i

Labpesrtor,roCivico S,
/ /U'4£

‘Eh‘ereby apply for a registration number pursuant to 10 CFR 31, Section
31.11, for use of byproduct materials for:

In the box aboye, print or type the name, address (including ZIP

éf .L/L/ 7[”4’ /V T‘g/e / /7 /7 / 5 f ? A. Myself, a duly licensed physician authorized to disperse drugs in
/< 0CA L ]2 56 }b/ ec//o/?_:s /O,Q .|  the practice of medicine.
9 Z 3 B. The above-named clinical {aboratory.
TELEPHONE NUMBER (Include Area Code) C. The above named hospital. °
’ D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: 4. REGISTRATION
A. Submit this form in duplicate to: REGISTRATION NUMBER:
Medical, Academic and Commercial Use . 8246
Safety Branch (T-8 F5) FQR™TE PHE ﬁ‘«s NUCLEAR REGULATORY COMMISSION
Division of Industrial and Medical Nuclear Safety .&
Office of Nuclear Material Safety and Safeguards o
U.S. Nuclear Regulatory Commission .-
Washington, DC 20555-0001 ¥4 {;3 ’ R
" (L
NS
(At NRC, a registration number will be assigned and a vahdated copy-1 — X
/ of NRC Form 483 will be retumed) » . M /o'_a//g
iriffe .I;;;éa’fl January 12, ¥998
(If this an initial registrafion, leave this space blank — number to be

Code), and telephone number of the registrant physician, clinical
laboratory, hospital, or veterinarian in the practice of veterinary
medicine for whom or for which this registration form is filed.

assigned by NRC. If this is a change of information from a previously
registered general license, include your registration number.) ‘

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

6. CERTIFICATION

I hereby certify that: N -
A Al |nformat|on in this reg;stratlon certifi cate is true and complete
B.
license of 10 CFR 31.11.
byproduct materials. I
C.
D

The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the general
The tests will be performed only by personnel competent in the ‘use of the instruments and in the handling of the

1 understand that Commission regulations requ:re that any change in the information furnished by a registrant on this registration cemf cate be
reported to the Dlrector of Nuclear Matenal Safety and Safeguards within 30 days from the effectlve date of such change

| have read and understand the provisions of Section 31. 11°of NRC regulations 10 CFR 31 (repnnted on the reverse side of this form); and |
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 filed with the U.S. Nuclear R

atory Commission.--

LE OF APPLICANT

o tl

PRINTED OR TYPED NAME AN

g/ﬁ%ﬂ?!ﬁ]

L i

SIGNATURE.OF-APPLICANT

ToRE 4;/5%

WARNING:
ENALTIES. NRC REGULATIONS REQUIRE THAT
(CCURATE IN ALL MATERIAL RESPECTS. 18 U.S.C.

FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT//TO CIVIL AND/OR CRIMINAL

SUBMISSIONS TO THE NRC BE COMPLETE AND
"SECTION 1001 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.

" NRCFORM 483 (1-95)




- CONDITIONS AND’ LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 r

§ 31. 11 General llcense for use of byproduct materrals for certam m ‘ ‘selenium-75, andfor iron 69 in excess of 200" microcuries,

© vitro clinical or laboratory testrng Lo o - -+~ .{2) The general licensee. shall store the byproduct materlal “unti
s . PR . o ' ) used in the orrgxnal shrppmg contamer or in a contarner provrdmg\/
(a) A general lrcense rs hereby issued to any physxcran veterinarian equivalent radratron protection, . Ginte
in the practice of veterinary ‘medicine, clrmcal laboratory or hospital to {3) The general licensee shall use the byproduct material only for
* receive, acquire, possess, transfer, or use, for ahy ‘of the following stated... _the uses authorized by paragraph {a) of this section,
" tests, in accordance with the provisions of paragraphs (b), (c}, {d), {e), - .. (4) The general licensee shall not transfer the byproduct materiai
’ and {f) of this-section, the followmg byproduct materials in prepack- : except by transfer to.a person authorrzed ‘to recerve it. by a license
aged units: ;- T - : P - izen -~ : pursuant to thrs chapter or from an Agreement °tate L nortransfer the’ '
(1) lodine-125, in umts not exceedmg 10 microcuries each for use P ; byproduct. materral in any manner ather than in the unopened Iabeled ’
in in vitro clinical or laboratory tests not involving internal or external shipping contamer as recerved from the supplier.. . Lo
admrmstratnon of. byproduct matenal or the. radlatxon therefrom, to. . . __. (5) The. general llcensee shall dispose of the Mock lodme 125 :
: human beingsoranimals. - . e TLTO8 L _reference 6r calibration sources described In paragraph (@){7) of thls :
(2} lodine-131,"in units not exceeding 10 microcuries each for use -+ section as required by § 20.301 of this chapter. - :
in in vitro clinical or laboratory tests not invelving internal or external S (d) The general Ircensee shall not receive, acqurre possess of use
admm|stratron of . byproduct materral or the radratron therefrom, . "byproduct material pursuant to paragra ph (a) of this section: - ™ -
- to human beings of animals. R ’ T [ I (1) Except as prepackaged units ‘which are labeled jn" accordance’
{3) Carbon-14, in.units not. exceedmg lO mrcrocurres each for_use . _,-‘ ~ with the provisions of a specific license issued under the provisions of
in in vitro clinical or laboratory tests not involving internalor external -, ~ § 32.71 of this chapter or in accordance with the provisions of a
! admlnustratlon of byproduct matenal or the radratlon therefrom é specrfrc license issued by an Agreement State that suthorizes manufac- -
* to human beings or ammals. R e e A 70 ture and distribution of iodine-125, jodine-131, carbon-14, hydrogen-3 -
{4) Hydrogen 3 {tritium),  in unlts not exceeding 50 microcuries {tritium), selenium-75, iron-59 or Mock Iodine-125'for distribution to
~ each for use in in vitro clinical or laboratory tests not involving internal - : persons generally licensed by the Agreement State, - e -
. or external’ administration: of byproduct material, or the radiation (2) Unless the following statement, of 'a substantially- similar
. therefrom, to human beings or animals. ) statement which contains the information called for in the foliowing
B (5} Iron 59, in units not exceeding 20 mrcrocurres each for use inin ! statement, appears on a iabel: affixed to each prepackaged ‘unit or @
" vitro clinical or laboratory tests:naot mvolvrng internal or external appears in a leaflet or brochure which accompanies: the package:2 '
i administration of byproduct material, or the radlatron_therefrom, to This radioactive matenal may be recewed acquired, possessed and «
1 human beings or animals. I used only by physicians,® veterinarians in:the practice of- veterinary
(6) Selenium-75, in units not exceeding 10 mrcrocurles each foruse medicine, clinical laboratories or hdspitals and ‘only- for in vitrd clinical
in in vitro clinical or laboratory tests not mvolvrng internal or external * or laboratory tests not involving intérnal or external adrinistration of
* administration of byproduct material, or the radiation therefrom, . the material or the radratlon therefrom to human beings or animals,
® to human beings or animals, Taw et TSt recerpt acquisition, possessron “use; and transfer are-subject to th
i - {7) Mock lodine-125 reference or calibration sources, in units not- © regulations and a general license-of the U.S. Nuclear Regulatory Com
exceeding 0.05 microcurie of iodine-129 and 0. 005 microcurie -of ' " “mission or of a State ‘with which the Commrsslon has entered into an
americium- 241 each for use inin vrtro clxmcal or laboratory tests not . . agrecment forthe exercrse of regulatory authomy :
4 involving rnternal or, external admmnstratron of byproduct matenal or, ) S SEEUSE ‘
: the radiation therefrom, to human bexngs or anlmals e _‘ R Lo T ‘ 210
: {b). A person shall not receive, acqurre possess, use or transfer R Sttt At T
'1 byproduct material under the general license established by paragraph . . - “% . "Nameof manufacturer~ -, ; .. . .
; (a) of this section unless that person: ' i
{1) Has filed NRC Form 483, "Registration Certificate—In Vitro (e) The registrant possessing or using byproduct materials under the
;~ Testing- with Byproduct Material Under- General License,” with the ) general license of paragraph.{a) of this section shall report in writing to
: Director..of Nuclear .Material. Safety. and._ Safeguards,. U.S.. Nuclear T the Director of Nuclear Material Safety and Safeguards any changes K
! Regulatory Commission, Washington, D.C. 20555, and received from in the information furnished by him in the ’Registration Certrﬂcate—lm !
3 the Commission a validated copy of NRC Form 483 with registration Vitro. Testmg with, Byproduct Material Under General License, - NRC
number assigned; or Form *483. The repart shall be furnrshed within 30 days after the ,‘
- {2) Has a-license that.authorizes the, medrcal use of byproduct . effectlve date of such change . . o T :
, matenal that.was issued und r Part 35 of this chapter B . . (f) Anvs person usmg byproduct matenal pursuant to the general !
3 {c} A person who receives, acquires, possesses or uses byproduct lrcense of paragraph {a) of this section |s exempt from the requrrements ;‘-
3 material pursuant to the general license established by paragraph (a) of of Parts 19, 20 and 21 of this chapter with respect "fo’ byproduct !
i - this section shall comply with the following: .. . Mty materrals covered by that, general license, except.that such persons :
3 (1) The general licensee shall not possess at any;one time, pursuant »+ using the Mock lodine- 125 described in paragraph (al(7) of thrs section .
4 to the general license in paragraph (a) of this section, at any one loca- shall comply with the provisions of § 20.301, 20. 402 and 20.403 of p

‘1tion of storage’ or. use, a-total. amount of jodine 125, iodine 131,. .- thischapter.. = . ... _ .
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Coe 1 A ‘State to which! certain reqgulatory authonty over radioactive materlal has been transferred by formal agreement pursuant to sectron 274 of the

Atomic Energy Act of 1954, as amended, oo N { K - - ;

. 2Material generally licensed under this section prior to January 19, 1975 may bear labels authorrzed by the regulatlons in effect on January 1, ’

: 1975..,-”.. 4 eh e e ey o . . e

) _E‘A new trxpllcate “set of thIS Reglstratlon Certrfrcate NRC Form 483 may be used to report any change of xnformatnon furnrshed by a regrstrant -
asrequrredby§3111(e)-~3 Shin MR D R sl B TAE T O B

_ ¥ If larger quantities on other forms of byproduct materral than those specrfled in the general l|cense of 10 CFR 31 11 are requrred an, “AppllCc.\\—/
tlon for Byproduct Material  License,’>- NRC Form 313- should-be filed to obtain a specific byproduct materral lrcense Copres of appllcatlon and.
reglstratxon forms may be obtalned from the Medical, Academic and Commercral Use Safety Branch (6H3), D|V|sron of lndustnal and Medrcal Nuclear l

Safety, Umted States Nuclear Regulatory Comm|ssron Washmgton 'DC 20555, - v ERRER 4 SN R R P

e ~




