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CONDITIONS AND LIMITATIONS OF SENBRAL LICENAE 10 tER 31.41 S

Regulstoiy Commiuloh, Waithinglsn, B.b.
20385, and tedelved fromh thy Commistlon a
validated cogz of NRC Fortti 483 with regid-
tration number assigned ot uhitll he had been
suthorized pureuant to § 38.141¢) of this chap-
ter 1o use by toéﬂct materlal utider the genml

§31.11 Generhl licenss for ute of byproduct
materials for certain in vitro clinlcal or labora-
tory testing. :

(a) A general license {s hereby Issued to
ai'Y Tysician, clinical laboratoty ot hosplial
1o receive, acquire, possess, transfer, ot uss, for
any of the following stated tests, In accordance
with the provisions of paragraphs (b), (c), (d),
(e). and () of this section, the following by-
product materisls in prepackaged unjts:

(1) lodine-125, in units not exceeding 10
microcuries each for use In in vitro clinical ot
laboratory tests not involving internal or ex-

license in th 3111, Thé segisteant thall
furnish on NRC Form 481 tha following ihfot-
mation and such other infortiition ds may bé
required by that form: o
(1) Name and sddreds of the téplitrants . -
(2) The location of use; and -
(3) A statement that the tegitteant had ap- >
propriate radistion measuring instrumeénts «f
ternal administzation of byproduct material, carry out in vitro clinical ot laboidtory tests
or the radiation therefrom, to human beings  with byproduct miterials a8 Adthorited under
or animals, ; " " the general licents in pmmrh (s) of thi¢
(2) lodine-131, in units not exceeding 10  section, and that such tests will bé pérformed

nilciocuries each for use in in vitro clinical ot only by personnel ¢ompetent in the use of
laboratory tests not jnvolving internal or ex-  such instruménts and in the handling of the

byproduct materials, I .
“..o(€) A person who receivéd, Acqilret, pos--.
sesses or uses byproduct material pursuant to+
the general licénse established by pardgraph (a:
of this section shall comply with the following:

(1) The general licensed thall nst
_at any one time, pursuant to the genétal license !
in pau;th-(n) of this section, at any oné -
~location of storage or usé, 4 total Afneunt of
lodine 125, lodine 131, and/oF iron 59 In éx-
cess of 200 microcuries, : KA
(2) The general licansbé hall 116)¢ 5 by-
product material, untli used, In the aripinal. -
shipping containet ot in 4 cOntMASY Praviding:+
¢quivalent radiation protection. AL
(3) The general licenses thall uts thd by:
'crodnct mn;‘ezla)l otnl lfc::cll!l\:nuul suthotized
y paragraph (s) of this o .
'f4) 3geneh| licentee shall ABL tranifet
the by product materia] excapl 8Y tAnsiel to &
* person tuthori2ed to ecdivh It by & liénss
gunuanl to this chaptet or from n Agréément
tate,' nor transfer the byproduét macéeial in |
manner other thin I tha unopéned, -

ternal administration of byproduct matetiet, ot
the radiztion therefrom, to human beings ot
animale, :

(3) Carbon-14, in units not exceeding 10
miciocuries each for use in in vitro clinical or
laboratory testt notinvolving internal chwitecter-
nal administration of byproduct matatial, of
the radiation therefrom, to human baings ot
animals, ) ) . . .

(4)_Hydrogen 3 (tritium), In units not ex- =
ceeding 50 microcuries each for use in In vitro
clinical or laboratory tests not involving inter-
nal or external administration of byproduct
material, or the radiation therefrom, to human
beings or animals. T

(5) Iron 59, in units not exceeding 20
microcuries each for use in in vitro clihical or
laboratory tests riot involving intetnal or ex-
ternal administration of byproduet materlal,
or the radiation therefrom, 1o human beingt,
or animals, o

{t) No person shall receive, acquite, pos-

T e or transfer byproduct material pur-

- ine general license established by - -

~iax:uph (a) of this section until he has filed ™
NRC Form 483, “Registration Certificste~In
Vitro Testing with Byproduct Material Under
General Licensé,” with the Office of Nuclear
Matérial Safety and Safeguards, U.S. Nuclear

suppliet, .

(d) The general licensée thall fiot recelve
scquire, possess, or use bydroduet materlal
pursuant to paragraph (a) of thit séction:

shess

n .
fabeled shipping Eoniainer a1 tE2alved frot tha ' Buotsuint tot

(1) Extept bs prepackiped uniis which are
Iabeted 1n secordanee with thé proyisions of a
clfic ticénde issued utidet thie provisions of
32.71 of this chaptet ot in stcotdince with
the provistond 61 4 specifi¢licénid issued by an
Agreameént State thet suthotizes manufscrure
ind distribution of lodins-123, fodine-131,
carbon-14, hydrogen-3 (trlthim), ot Irons9
foi disttibution to péridnd ganstilly licensed
by the Agreement State. _
~ 7 (2) Unlest the following $tatement, or a
*dubstantislly similar statément which contains
.the . Informition’ called for..id the following

“ statément, appedrs on & lbél dffixed to esch

: piepackaged - unit ot- Appédis i 1 leaflef or
iochute which accompanies 11¢ package:
This' radloactive matétisl may be received,
tcquired, possessed, and utdd only by physi-
ciang, clinlcal lsboratories br hotpltalt and only
for in vitro clinical or fabotatory tests not
involving internal or extétnsl administration of
the material, or the radistion therefrom, to
humsan beings or snimald, 1t tdceipt, scquisi-
Aidn, possession, e, and Lthnelét are subject
to the régulations and & genéthl leents of the
U.S. Nuclesr Regulatoty Commlision or of a
" State with which the Cotiitmisbidh hds drtered
into 40 dgreement Tot the ex8reile of réguia-
tory tuthority.

v adddeiavebieddliddiciinnnens

¢ Name of Mihulabtine

sé) The: reglstrant posidialng 8¢ uding by-
~Pradudt mildrialp undas tRe AR lebnss of
patagtiph (4) of this s8étlon IMsll Héport in
wilting to the Direstst of Nadast Material
Salety and Safeguards 48y EhANes In the in-
formation futhished by him In the “Registea-
tion Certificate—In Vitra TeNIng with By-

roduet Material Undés Canbeal License,” NRC

ot 483, The repott shall be futhished with-
in 30 dayt sftér thé efréctivé diate of such

 Shin Q.’ e

Y An’y‘nmon using byptdduct ‘material
@ general Hetnsp 81 Barspiaph (2)

of this section is exempt from the require-

ments of Parts 19 and 20 of this thapter with

sespect to byproduct malatialt 88veted by that

general license, .

Notes

' A State to which certain regulatory authority over radioactive material hat biet transfesred by formal agreement, puirsuint to $éction 274 of

the Atomic Energy Act of 1954, as amended.

9;ghletial generally licensed under this sectlon prior to January 19, 1975 may béar labels authotized by the regulatloris in etfect on Januaiy 1,

> A new triplicaie set of this Registration Certificate, NRC Form 483, may bé titéd {6 teport sy change of information fufnishéd by 4 teplsirant

as required by § 31.11¢¢). ) ,
If lasger quantities or other forms of bynroduct materdal thah thote spetfied 1 the geniesal 1l

cation for Byp o?uct Mauterial License,” NRC Form 313, should be filed 19 obidit & tpecilic byproduct material licersa,
orms may be obtaired from the United States ivucieas Regulaloty Commission, Washington, D.C. 20458, Atientlon: Radio-

and ugistxaﬁo;]n

isotopes Licensing Branch, Division of Fuel Cycle and Material Safety,
|

PRIVACY AcT STATEMENS

Pursuant to § gC 522a(e)(3), enscted into law by section 3 of the Privacy Att of 1974 (Public Lsw 93-579), the followin’
Comphiztlond ol Fortts NRC-482 ind NRC-483, Th
0 Fedoril Regirtar 43334 (Octlober 1, 1975).

nished to individdals who supply Information to the Nuclear Regulator
maintained in a lsyslem. of records designated as NRC-3 and dascﬂged at

chnde of 10 CFR 31.11 arb jedbifad, a1 “Appli-
Copits of ipplication

statement is fur-
i iRfotmation is

1. AUTHORITY' Sections 81 and 161(b) of the Atomic Energy Act of 1984, A3 tthénded (42 U.8.C. 2111 and 2201(b)).

2. I‘RINCIPAL_PUQPOSE(S) The Information is evaluated by the NRC nmx‘unum lo triter
whether the application conforms to the requirements of the Atomic Enrgy
issuance of & registration certlfizate authorizing the use of byproduct material for madica

3. ROUTINE SES The inforination may be uted: (a) 10
rovide infotmation to F:deal, State, and locat health

is set forth Ih 10 CFR Pasts 30-38 to determine

ct of 1954, 45 aménded, and the regulations of thd NRC, for the
iuu ot in vitro testing.

provide records to State health departments for thelr information and use: and (b) 1o
officials and other pariond in 1he évent of Incident or exposure for purposes of their

nformation, investigation, znd protection of the public hesith and safety. Tha infoimation miy also be disclosed to sppropriste Federal,

.

State, or Ioc'_h agencies in the event the information indicates

judicial procteding. In additon, this information may be transferved to an Appropriste Federal, State, or Iacal sgency to the

and necessary foran NRC decision or to an appropriate Federal agency to the éxtent televint and

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EEFECT ON INDIVIDUAL DE NOT PROVIBIN
If the requésted thlormatisn Iy Ao(.:r_mhhhed. however, the tegittidlof &tliticate, or

Disclosure of the requested Information is voluntary.
amendment thereof, will not be processed.

i
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i

|
1
|

t violstion 6t patential vislatidi of aw and in the coursé of asy sdministrative or

sitent relevant
necdssiry fot that agency’t déeltlsf about you.
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