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REGISTRATION CERTMIFICATE--IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER SGENERAL LICENfSE/

Sict Ion 31.11 of 1o (I CFt 31 rsfal;.hshl- a getnien liccrtsc acul izin, pieVri:0 s. einical lIator: onri .a, an d ihosrii alai to im s
.carbi, sn2al1 qlatnLititic. of liyproldu: maltorial for i:: vi.')o clinical or Elawratoc;y tests not involving the inicroal or ext rnail
adminiist ratioi o' til 1)yprodiuct nsa trial or the ridi-tion etlherrom to I I!nidn bejingi or aninia!s. 'osessio ii nt Ly, i litin.
niatcrial uader I(1 CFTI 31.11 is no; atil .orized until tih p!' ysici;n(ci:inical laboratory, or lis .il..l llas fit,:' Form n AE(C-5l:3 and
received fiom thc Comnmi-sint a validated colyof Forint AEC-4i2'3 ;itlh rcistratioin nimnLcr.
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3. I hereby apply for a registration number pursua-; to S
1.11, 10 CFR 31 for use Of byprodulCt materi:als ft;J

Vfplcsc check orc block oid! l
E a. Myself, a duly licensed physcciin antheri, 2d to

dispense drugL inl thc psaCtice of nledlicire.

4 . Thc above-inm~ ed eisdiny.t labort ory.

c . Th^e aban'e-narnsed hospslal.

4. To be eor plet ed by tilC t.rr. miEneigy; s u sn~ R egil atk'nS.'OIr;
INSTI RUCTIONS
1. Submnit th;s form in triplicate to:

Urted Staies Atomic Encrggy Comunission
Attention: Directorate of Licensing,

Matzrials branch
Wvashingtonn, D.C. 20545

2. I'lease print or type thte name and address
(including zip code) of the registrant
physician, clinci31 laboratory, or hospital for
whom or for wvhch this registration form is
filed. Position the first letter of the adcdress
below the left dot anrl do not extend the
address beyond thz right dot. (At AEC, a
registration nuiriber wi-l be assigned and a
validated copy of Forni AEC-483 will be
returned.)

Registration rnumber: A _v

U. S. AT0IIIC ENERGY POISION

BY: Clarence A. hbr J 4/24/74

(Lca;'c ihis -pacc blaen-nuicnricr to bl e arseied by AEC)

5. If place of use is different fromn address in Item. 1, please give compzete address:

6. Certification:

I hiereby certify that:

a. Ali informiation in this registration certificate is true and complete.

b. The registrmnt has appropriate radiation measuring instrunenits to carry out tile tests for which byproduct materil wilI be uod undor Lie
gencra! license of 1(1 C IXR 31.1 1. Thle tests wvill be perforined only by personnIel competent in the use of the intrumen ts a nd in the In n.lin-s
of the blproJduict miateri.als.

c. I u1n1erstand tlhat Conirsio;ion regua4!ioir: requitc ;h3t any cliangc in ti:e infrinmation furnished by a mc i tram or. this registratioll certiicAtc
be reported to the Directorate of Licensing, Materials Branch, wvithin 30 days from the effective dal-t of sicl change.

d. I have read and uriderstind the provisions of Section 31.1 1 of AEC rr-ulaiis 10 CFR 31 (ieprinted on tlie meerse side of this folrm); and I
understand that tile rcgi.Ltr:mnt i- reqtuired to comply with tlmose provisions as to alt byproduct mratcria! vb cl, lie receices, rcquir;s, posscssc-.
uscs, or transfers utnder tihe tenerai iicen~e for %vhich this Registration Certificote is filed with the tom-ic Energy Cen-aiission.

411ill7v
Sig I,& rlre of p'crstm fil~.e join

Date

I ~~t',Yj~~~t , :,s CF / C A-D
Printruf 1,ar'C a,:: i ti or po.Otior: of prrson filing fornt

* WAhNING-18 kJ.S.C.. Section 1001 Act of Jun .25, 1948; 62t.;tot. 749: mriake s its nrinineIt cr'fensc to rnmke a vtitu!iV fa!la statement or I
e;presentition to any (1epartinint *r aen o ta, Unii,.ri S t 'Cr aF to Iort Irattei L timn its j o! ictit n I
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§3 1.1 I General license for use of iodilrc- 25
or iodine-131 for in vitro elinical or
laboratory testing.

(a) A general liccime is lhereby issued to any
ph ysician, clinical laboratory, or hospital to
receive, acquire, poswess, transfer or use, for any
of tie followinr - satc.a tests, ill accordaitce with
the provisions of pi.casgriplhz (b), (c), (d), (c),
and (I) of this section. tile following byproduct
matciilzs in pi( pauclaged units:

(1) lodine-125, in units not exceeding 10
nicrocuries *leach for use in vitro clinical or

laboratory l e;ts not involvin- internal or
cxternal admii:intretion of byproduct mate rial,
or the rardiatios tlicrefronl, to human beings or
animals.

(b) No porIori shirll receive, acquire, possess,
use or transfer byproduct material pursuant to
t1:^ gcneral liccn;c *,lblislrcd by pir grapnh (a)
of' this sectionn until lie has filotl Form
AEC-4 83, "iigistraltion Certificatc- In Vitro
fetirthg writi Blvygtiduct Material Undki Genacral
Licens2", sVNflh the Directorate of ]iCcensinri.
IsMaterials Branch, U.S. Atomic Ener-y
Conmmission, \Va-iingtrin, D.C. 20345, and
reveived front b!e Conintission a validated copy
of Form AIFC-483 withi registration number
assigned. The registrant shail furnish on Form
AEC-483 the foltiwing infcrmation and such
other informiation as may be required by that
form:

(I) N:i1ase anid adress of tl e registrant;.
(2) The loc itiun ot' use; and
(3) A statement that tlhe resistrant has

app ropri.te radiation measuring in struni ents to
carry out in vitro clinical or laboratory tests
with byiprcduct rlatCials as authlorized under
tihe general license in paragrapli (a) of Ihis
section, ai(l that such tests will be perforused
only by personnel competent in the use of such
instrumients and it tie handling of the
byprcduct materials.

(^) A persorP w1. receives, acquires,
possesses or uses byproduct mateiial pRIrsuint
to the general licenoe e stzblished by parapaph
(a) of thiis sectior shall co ilply witi the
following:

(1) TIre gencral licvcnee shall not possess at
any one tiniz, pursuant to the gnerelI; license in
pararaph (a) of this section, at any one
location of storagc or use a total amount of
iodine-125 and/or iodinte-l31 in excess of 200
mrcrocuries.

(2) The general licensee shall store rIte
byproduct material, until uscd, in the orlighial
shilpping containor or ir a conataincr providing
equivalent radial on proicction.

(3) Trhe geiaera; license!e shall use the
byproduct nateriai only for thIe uses authorised
by paragraph (a) of I5  scction.

(4) TIre genera lieo'ce shall not transfer
the byproduct rmaerir! to a person who is not
authorized to rsceive it purs:ant to a license
issued by tihe Consinkssion or an Apreement
State,' nor tranfi r thlr I- yproduct nrrateriil in
any miamcr other ithiin in the unopened,
labeled shipping cont-secr as received from the
supxplier.

(d) The general license shall not receive,
acquire, possess, or use byproduct material
pursti:rnt to parigraiph (a) of this section:

(1) Except as prepackagsed units whichr are
labeled in accordance woiti the provisions of a
specific license issued ulnder tlhe provisions of
§32.71 of this chaptcr or in accordance with
the provisions of ai specific license issued by an

' A State to which thie Commission has
trarrsfcrred certain regulato ry authority over
reidiacti e rosterlit1 by trinral agrecrment,
prirsu 0ant to, sectrioc 27-5 of tihe Atounic Energy
Act of 1 954. as arrrenrvd.

Agre ement S tatc, wvItic l autihorizcec -
roantrfacctue and distribtutiont of iodine-I125 or
iodine-l 31 for distribution to pcrsons gencrrall" 4
licensed by the Agrecemeenl Staic. h

(2) Unless lt a folkw rigm stat ere t, o0:-
substantiaily sitmilar staterimers t wiicl COllt;il l
tle informalion callied for in tlie followin'
statemerst, appears on n label affixed to each
prepackaged unit or appears in a Icaflet or
brocture \liich accompanies tie package:

Tlris radioactive material may be received,
acquired, possesed, tint used only by
phtsicianis, cliical labor:itorios or hopitals naid
orly for in vitro elinical or I thIlotltry restr riot
irrvolving internal or exterirl ad,;nivistr:tion tof
the material( or tCie rtdiartiun r theretrrom to
Itol lair beings or aniiruils. Its receipt,
acquisitirn, poSfebsion, use, a rrit traotsfer a re
Subject to ttse regulatioris :ind a general Nicense
of tte U.S. Atomic Enrergy Cornriission or of a
State with hichi the Conrniissionsi htus errtcrr.;
into art agreemenit for the exercise of relulatory
autfioritv.

Name of rnarsrrfaeturer

(e) The registrant possessing or us;ng
byprodute ri3tcrials urrdr the gerral license
of paragraph (a) of this section shrtI report irl
sTiting to the Directorate of Liccissin.,
Materials Branch, any chlsnges in information
furnished by lifir in tIre "Registration
Certificate-In Vitro Testing with 135yproducl
Material Under Gerseral Licemse", lFurmt
AEC- 483. The report shall be furn'ishssd within
30 days after tis effective date or such chlaige.

(f) Any person usirtg byproilirct materiat--
pursuant to toe general license of paragraph
of tins section is exemipt front the reqtmircIL J
of Part 20 of this chapter isitli respect'
byproduct nmaterials covered by that general
I icense.

NOTE

If larger qu1rantities or other forms of byproduct inaterial than those specified in the general license Of 10 CFR 31.11 are required, an
"Applicaties frot Byproduct Material License," Formn Al:C-313, should be Jled to obtain a specific bypro(iuct isaterial license. Copics of application
and registration foirms rsrly be obtained from the United States Atomic nerigv Commission, Washingtont, D.C. 20545, Attentiors: MNaterials Brartlc,
Directorate of Lcctiisiii2.
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