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i Sccbon 31 ll of 10 CFR 31 csmbheh‘*s a gcnera) hccnsc authonzmg phys;clans clinical laboraiorcs ang hospitals 10 possess
: <.: certain smell quantities of byproduct material for in'vitro clinical or Jzboratory tests not involving the internal or e dernal
\./ zdministsation of the b}prouuct material or the radiation therefrom to human beings or animals, Posses ssion of byproduct’
material undes 10 CFR 31,11 iz not authorized until the physicizn, clinical laboratory, or hospital has ﬁ}cd Form LEC483

- .-l :and xccchd from ﬂnc Comm:csxon 2 vabdutcd copy of Form AEC—483 with rtpstratwn m:mbcr. o
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. . 31 hercby appl) for reg:st:ahon number pusnm to

AU §31.11, 10 CFR 31 for use of bypxoduct maierials

B fox {pIcaxe check orie block only) - PR

e )ﬁj a. Myself, a duly licensed ph)s:cx..n zul‘lonzed to:
LT digpense drugs in the practice of nmdlClnC. e

0 b.- The zbove-named clinical Jaborz 1ory. ~

3 c. The zbove-named hospnal -

4 To be compieted by the nlomxc Enex;y Commxssmn

Dir :cto, of bccnsmg~
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‘(as.unglon D.C. 20545

ARepsumon numb"r

(mc]udmg 2ip '_ 3
physician, ~ clinicial’ labor-tory! o;‘ ho:plt

S " for whom or for which this 'e,:dslrcﬂon
_ form is filed. Position the first letter of the,

_ < address ‘below- the - left’ dot and do ‘no
© - 7 <7 extend the’ address b"yond the ‘right dot.®
= — (At -AEC; 3" rcpst:zhon nunber  will’ be”

i :Lssr.gncd nnd ‘2 validated copy"cf Foxm

%gr?' Lerto %e t'
.i._ c:s'gncd by AEC Ij' zhtx isa. charge ofmformanon from G.previously -
registered general licensee, include your regxsrmnon nurrbcr} —_— -

5. - ———— e iai Cee el
6. Cestification: .. - . - . .t . e . ) . o :
lhcub) ccxufy lhat R : R R - o . -
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. a. Al! mfoxm.mon in (hxs reg:stxabon ce uﬁcatc is lme and complctc o i ‘ : . o L e _~

- b, -The segistrant hdS appropnztc radxanon mc:m:nng ms!mmcnls to carry ‘out hie tests for which byproduct nalen:ﬂ will be used undcr the
general license of 10 CFR 31.11. The tests WLU be pcxfozmed on]y by personnel compeicnt in the use of the mslmmcnts and in the
handling of the byproduct materials, = - - N

c. I undeistand that Commission regulations sequire that any change in the mformahon furnished by 2 xegnstxan! on this xegmxahon '
cerlxﬁca1e be rcponed 1o the Ducctox of hcensmg, wnhm 30 dzys from the effective date of such change.”

= d. 1 have read and undtrstand the’ pm\isians of Section 31717 of AEC—'egulanons 10 CFR 31 (réprinted on the reverse s;dc of this fc:frﬂ) and

J understand that the registrant is required to comply with those provisions as fo all b)product material which he reccives, acquires,
possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Encrgy Comnmission,
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Signptire of person filing form
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P Printed nome and title or positior of person filing form i
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WARNING—18 U.S.C., Sectlon 1001; Act of June 25, 194E; 62 Stat 749; makes It a criminal offense to make 2 willfully false statement or
representation o any depariment or agency of the Unlied Stztes 23 to 2ny matter wlihln Its Jurlsdiction.




§31.11 General Ticense for use of byproduct

materials for certzin in vitrto clinics! or
laboratory lcdmg

. e

(a) A general chcmc is hCl by i.ssued to .

any physician, clirical laboratory or hospital

to receive, acquire, possess, trznsfer, or use,

for z2ny of the ’\‘»:owing stztzd tests, In

aceordance with {he provisions of parazruphs

®), (), (d), (o), cﬂd (f) ¢l this secticn, the

-~ following byproduct materials i in prcpﬂ»ug,cd

units:

(1) Jodine-125, in units not nc*cdmg ]0

microcuries each for use in in vitro dinjcal or

_ lzboratory tests not invelving internal or

exvternal administiztion of byproduct materi-

. CONDITIONS AND Uh‘ITATIOP\S OF GENERAL LICENSE 10CFR 31.11 - -

. tcsts with byproduct materizls 25 authorized Slate

" possesses or uscs byproduct materiz] pursuant *“This radicaclive material may be reccwcd,

al, or the radiation ﬂ.ercﬁom {0 human

- beings or animals, - el
(2) lodine-1 \1 in units not cxcu:dmg 10

" any one time, pursuant to the general license - tion of the material, or the radiation there-

microcuries each for: use in id vitro clinical
or laboratory tests not involving internal or
external administrztion of by product materi-’ =

al, or the Tradiation therefrom; to 'n;;man

bcmvs or cmmals R el
(3) Carbon-14; in units » eycctdmg 10

microcuries each for use in in yifzo ¢linicel or .

laboratory tests not involving internal or
exiernzal administzztion of byproduct msater-

“al, or the radistion 1’.cxcﬁom, to hLmen
. beings or animals. LT
(b) No person  shall n:C"nc chuhe

1

i .

(I)Namc and address of Um rcgzstxzmt' T the provisions of a specific ficcnie issued by
"(2) The Jocation of usz; and - “ " 'an Agreement State, which authorizes manu-

(3) A staterment that the registrzant has  facrure  and  distdbution of jedine-12§
eppropriaie radiation mezsuring instruments --jodine-131, or carbon-14 for distribution to.
. to cammy out in vitro dinical or laboralory - persons gcncany hccmcd by the Agreement

under the peneral license in paragraph (2) of - -~ (2) Unless the following statement, or a
.-this section, and that such fests will < . substanually similar statement which contains
pcrformcd only by personnel competent in the information called for in the following
the use of such instruments and in the statement, appears on a label affixed 1o cach
handling of the byproduct materials, ’ prcpaclagcd unit or zppears in a le aflet or

{(c) A person . who rvceives, acquires, brochure which accompanjes the pachage:

i
"

to the general license established by paragrzph _acquired, possessed, and vsed only by physi- -

(a) of this section shall comply with the cans, clinical laboratories or hospitals and

following: only for in vitio clinical or laboratary tests
(1) The general licensee shall not possessat not involving internal or' external administra-

in paragraph (a) of this section, at any one = from, to human beings or animats. I1s receipt,
Tocation of storage or use z total amount of acquisiion, possession, use, and transfer are
" Jodine-125 zndfor Joume—l3l in excess of 200  subject to the regulations and a general Lcense
mxcxocunex. e - ..~ of the U.S. Atomic Erergy Commission or of
(2) The.- gcm_m] hcenscc ..hall sion: the a State with” which the Commission has
byproduct material, until vsed, in the original - enteied into an apreement for the excrcise of
shipping contziner or in a contziner pxondmg regulatory authority, . ;.- e
_equivalent radiation protection, ... . e, Tt 3
(3)The general licensec shall use 1}1: EENCT L N?mc of m:mufactuxe; .....
byproducl material only for the uses author- = .7 -~ e S
ized by paragraph (2) of this section, T (c) The regxstrant poscessu.g or usmg
(4) The general licensee shall not txu\sfcr - b)product materials under the general license

 the byproduct material 10 a person who is not_ . of peragraph (a) of this section shall seport in

“possess, use or transfer b)product ‘matedel

pursuant to the general lecense estatlished by
" paragraph (a) of this section until he hzs filed .
.Form AEC-483, “Registration Certificate—-In -
VYitro Testing with Byproduct Materizl Under: -
General License™, with the Director of Licens-
ing, U.S. Atomic Energy Commission, Wash-~
ington, D.C. 20545, z2nd received from the
Commission 2 validated copy of Form
ALC-483 with registration number assigned.
The registsant shall furnish on Form AEC-483
the following information and such other
information as may be required by that form:

suthorized to receive it pursuant to a license -, wiiting 1o the Director .of _Licensing 2ny -
jssued by the Commission or an Agreement . chzu*ges in the information fumished by him

‘State,” nor transfer the byproducl material in 7 in’ the - “Registration. Certificate=In "Vitro -

“any manner other than in the unopened, . Testing with Byproduct. Material. Under = .-
- labeled shipping container as received from ..  General License”, Form AEC-483. The repor* by
- the supplier, ™~ - oo shall . be fumished within 30 days after th,

(d) The general hc:nscc shal] not n:c:nc effective date of such c‘x.mgc 25 o .
'acqu1re, possess, or use byproduct material <. (D) Any person using bvproduci materjal - ‘
pursuant 1o paragraph (a) of this section: |~ pursuant to the general license of paragraph !

(1) Except as prepackaged unijts which are * (a) of this section is exemplt from the require-
labeled jn accordunce with the piovisions of 2 ments of Parts 19 and 20 of this chaer with
specific license {ssued under the previsions of  respect to byproduct materials covered by

32,71 of this chepter or in accerdance with  that general license, .-

NOTES °?’

YA State 1o which the Commission has transferred certain rcgu]a!oxy authomy over xad)oa*ch malenal by foma] agxeem:.nt pursuant to
section 274 of the Atomic Eneigy Act of 1954 as dandCd. T R TE e e e e el - -

ZA new triplicate set of this Regxbaﬁon Certificate, Form AEC—483 ‘may be used to repolt any ch.mgc of mformanon furnished by a

segistrant as sequired by $31, 11(e).

If larger quantities or other forms of b)product maicnal than those specified in thc gcncle license of 10 CPR 31.11 are required, an

“Application for Bypioduct Material License,”

Form AEC-313, should be filed 1o obtain a specific bypsoduct material license. Copies of

application and registration forms may be obtalncd from the Umlcd States Atomic Energy Commission, Washmgton D.C. 20545, Ancn{lon

Materials Branch, Duectcralc of Licensing, Rrgu]atnon.
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