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Iherebycertlfythat a : R SR

-r-»-;_as.,r:ERnFrcAnoN. RN

A~ All |nformatron inthis regrstrabon certrﬂcate rs true and con}olete o ‘ L '

"B The regrstrant has appropriate radratron measunng rnstruments to carry out the tests for whrch byproduot material will be used under the general
= license of 10 CFR 31.11. The tests wrll be performed only by personnel cornpetent in the use of the rnstruments and in the handling of the
byproductmatenals e i . . N T

’7 c “| understand that Commission regulatrons requrre that any change in the lnformat:on fumnished by a regrstrant on t‘ms regrstratron certnf cate be

> reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change P \ .

“ D . i have read and understand the provisions of Section 31:11 of NRC regulahons 10 CFR 31 (repnnled on the reverse srde of thrs form) and |

or’ transfers under the general license for which this Registration Certxﬁoete is ﬁled with the U.S. Nuclear Regulatory Commrssron

understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, ‘acquires, possesses uses,
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§ 31 11 General llcense for use of byproduct matenals for certain in
vnro cnmcal or labomory tanlng. i

(a) A Mml hcme is hereby issued to any physician, veterinarian
in the practmaspf vdterlnary ‘medicine, clinical laboratory or hospital to
receive, acqufre posses transfer, or use, for any of the foliowing stated
tests, in acoordanoe with the provisions of paragraphs (b}, (c), (d), (e),
and (f) of this sectlon the followmg byproduct matenals 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, ‘ i

S - CONDITIONS AND UM!TATIONS OF GENERAL LICENSE 10 CFR 31.11 ' -

{2} lodine-131, in units not.exceedlng 10 mlcrocuries each for use .

administration of_byproduct.’ material,
; to human beings or animals,” - -

(3} Carbon-14, In units not exceedlng 10 nllcrocunes each for use ~

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

administration of byproduct material, or the radiation therefrom,

to human beings or animals; -- - -~ - S . :
{4) Hydrogen 3 (tritium), in units not exceeding 50 microcuries

- in in vitro clinical or laboratory tests not_involving internal or external.
or the radiation.therefrom -

each for use in in vitro clinical or laboratory tssts not involving internal. _
or external adrnlnlstration of byproduct material, or the radiation

therefrom, to human beings or animals, -

(5). tron 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 matenal or the radlatlon therefrom, o
human beings or animals, " =~ """ Y

(6) Selenium-75, in units not exceeding 10 ficrocuries each for use
in in vitro clinical or laboratory tests not involving internal or external
" administration of byproduct material, or the radnmon therefrom

~to human beings or animals,

{7) Mock lodine-125 reference or cahbratlon sources i units not ‘»'

" exceeding 0.05 microcurie of jodine-129 and 0.005. microcurie of -
americium-241 each for use in In vitro clinical or laboratory tests not
involving interna! or external administration of byproduct matenal or
“the radiation therefrom to human beings or animals. ° '

{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:

" Director of Nuclear Material Safety and Safeguards,

(1} Has filed NRC Form 483, “Registration Certificate—In Vitro
Testing with Byproduct Material Under General License,” with the

Regulatory Commission, Washington, D.C. 20555, and received from
the Commission a validated copy of NRC Form 483 with reglstratnon
number assigned; or

{2} Has a license that authorizes the medical use of byproduct

.t

material that was fssued under Part 35 of this chapter
(c) A person who receives, acqulres possesses or uses byproduct
_material pursuant to the general license established by paragraph (a) of
* this sectlon shall comply with the following
“{1) The general licensee shall not pOssess at any one time, pursuant
“to the general license in paragraph {a) of this section, at any one loca-
tlon of storage or use a total amount of lodlne 125 iodine 131,

- o By : - & v *
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' selenium-75, and/or iron 59 in excess of 200 microcuries.

- 1
used, in the original shtppmg oontamer or in a container. pmvndmg\\/‘

‘except by transfer to a person authorized 10 reoewe it by a license

" reference or calibration sources described in paag-aph (a){7) of thls

- speclflc license issued by an Agreement State that authonzes manufac-

" (tritium), selenium.75, jron-69 or Moék lodine-126 for’ dlstributlon to . ;

"~ statement which contains the mformanon calied for in the followmg

"'Its receipt, acquisition, possession, use, and transfer are sub’ect to the.

_ effective date of such change,3 .

license of paragraph (a) of this section is exempt from the requirements

. (2), The general. licensee shall store the byproduct: matenal urm

equivalent radiation protection. - -

(3) The general: licensee shall use the byproduct material only for
the uses authorized by paragraph (a) of this section,

(4] The general licensee shall not tronsfer the byproduct material

pursuant to this chmter or from an Agreement State ! nor transfer the
byproduct material in any manner other than in the unopened, labeled

shipping container as received from the suppher.‘ " T
~ (5) The general llcensee shall dispose of the Mock lodlne-125

section as required by § 20.301 of this chapter. ...

(d) The generat licensee shall not receive, acquue pOssessﬁor use
byproduct material pursuant to paragraph {a) of thns sectlon S Sa—
(1) Except as prepackaged units which are labeled in accordance
with the provisions of a specmc license mued under the provnsvons of
§ 32 71 of this. chapter or in aocordanoe wrth the provmons of a

ture and distribution of iodine-125; jodine-131, oarbon~14 hydrogen-3

persons generally licensed by the Agreement State. © -
(2} Unless the following statement, or a substantlally “similar

statement, appears on a label affixed to each prepackaged unit or '
appears in a leaflet or brochure which mompames the- package .2
This radioactive material may be recejved, aoqurred poscessed and
used only by physicians, veterinarians in the practnce of vetennary .
medicine, clinical laboratories or hospitals and only for in vitro clnmcal" )
or laboratory tests not involving internal or external administration o
the material or the radiation therefrom, to human beings or ammals.\

regulations and a general license of the U.S. Nuclear Regulatory Com-
mlsslon or of a State with which the Commission has entered mto an:
agreement for the exercrse of regulatory authonty. T S

L !

ST . 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 of Nuclear MatenaIVSafety‘and Safeguards any_ changes
in the information furnished by him in the “Registration Certificate—In -
Vitro. Testing with Byproduct Material Under General License,” NRC
Form. 483. The. report shall be furnished within 30 days after the

(f) Any person using byproduct matenal pursuant to the general;

of Parts 19, 20 and 21 of this chapter with respect t6 byproduct
materials covered by that general license, except that such persons:

using the Mock lodine-125 descnbed in paragraph {a)(7) of this section .
shall comply with the provisions of § 20301, 20402 and 20,403 of

‘this chapter, . T

s

ot

e "' NOTES

i)

; 1A State to whnch certam regulatory authonty over rad:oactlve matenal has been transferred by formal agreement pursuant to sectlon 274 of the '
.Atomlc Energy Act of 1954, as amended .
2Materlal generally licenséd under this sectlon prior to January 19 1975 may bear labels authonzed by the regulanons in effect on .lanuary P

1975.

-3 A new triplicate set of this Reglstration Cemflcate NRC Form 483 ma

‘as required by § 31.11{e).

N
y
i

y be used to report any change of mfonnanon fumlshed by a reg:stran

. If larger quantmes or other forms of byproduct matanal than those spec»f'ed in the general hcense of ‘lO CFR 31.11 are required, an "App.lica-
tion for Byproduct Material License,” NRC Form 313 should be filed’ to obtain a specific byproduct material license, Copies of application and
reglstratlon forms may "be obtained from the Medical, Academic and Commercnal Use Safetv Branch (6H3) Drvmon of lndustnal aud Medlcal Nuclear

Safety, United States Nuclear Regulatory Commlssnon Washmgton DC 20555,




