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Section 31.11 of 10 CPR 31 ettablishes i *enisklUcensM tHtlk1iI Mm labokitorleit, trnd h tlI o

possess certain .small quantidtis of byprodurt matetral fot hi fht oft l0 ilfty Bl not involv l the WOWt .I bf -*

extertlu administration of the byproduct *e1ietil ot thb tidlitl8B Il1efehoM la humul bdlfti ot ihiftilL PSHeAoh of -' -u

- byproduct material under 10 CFR 31.11 Is not AtthdrilM tistll th 0h~deld, -tlnIle laboratoryr, or hoipitil ht ied
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INMTRUCTIONS
1. Submit this form in triplicate tot .*4679

Office or Nticlear Material Safety and Sateguards- - I p7_

ATTrN: Aadiolsotopes Licensing Arsnch
U.S. Nuclear Regulatory Commiaslofi .POR.. THE Gi*S U~ RTCOMMSSIONI
Washington. D.C. 2055S ON;

ft _

2. Please'prlnt 1r typo the nsMe And addruit (Includ-
Ing rip code) or the registrant physician, clinical
laboratory, or hospital for whom or for which
this registration form Is filed. Podtion the-fLrst
letter of the address below the lefi dot and do
not extend the sddrets beyond the tight dot. (At
NRC, a registration number will be assigned and
A validated copy of NRC rorm 413 will be te-

~d &~ * uly 28,. 1992
ItukiIavh, IAI. thiss IfI M UdA - AU06M &I btb
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'lace of ute is dirferent.from eddreu in item.I. please give comnpleia addfil.,... .

6. CertIficatlon: .. *~. .

I hereby certify thati I . . * . I .
o t certificate I t . : r comI

it. All inrort'nation in this teglitration eertlic te Is true and compkte.

b. The registrant has appropriate iadtlatn me turing lnittumenti to carr 'fil't 16e etI tot *hich bklwrodulcf inilerl tW bIl lOW dhet
general I cense of IO CFR 31.M1. The tests will be performed only bYI pIt1onhi ebmpetint ih tht ute or the IfitittffifAiffid 1th the
handling or the byproduct materials. - , -. ; - s .

c. I undels tnd that Commission regulations require that any chause In the lMtthlibtidh tdtfdihed by.& ftrilthtl oh thit fMjhilitloh
certl cat be reported to the Director or Nuclear Material Safety sIn 80tiwiAt *lthlh 30 dayi froMt the effective itu llt Iih tehinttJ.

d. I have re d and understand the provislotkt of Section 31.11 of NAtC 16t4t16iot IbeR ji ttiotied on theteveiae4ltthit 4 ortn):
and I understand that the registrant It required to comply with thoM Ot6biloahl t lb Itduts hittWAMtl which h fMAtWl, ic4urets.
possesses usestor tranfers und:tlhe ltnerallcense fort whih thi h tbjikttUol6SCtilklet bis clear PN Repaitoto tostinhslwon.
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CONDITIONS AND LiMItAtIO~tg c~P d MOMAL Ldi4NMt id OfR 31A1i
§31.11 Gener~I license foruseoftbyprodutt Reutlatojy 'Conithsift, Wi Wih1lo6A, b.b. (1) txcept is pripactktJd ULiff which arematerials for certtun in vitro clinical or laborS- 20355. and ietlelved frodi the Costhifflaftot A Iabeled in iecdtdal, c with th6 kivislaoni of atory testing. validated copy of NRC Fortitt 4 13 *ith teili- ecilfic license Issued untide the Ptvolslon of'

taelion number assigned or VftI he hil beedu 32.71 of this chapter ot in accotdince with(a) A general license Is hereby Issued to authorized pureuant td § 3S 141Vo6f thi ehip- the provilornili'rli'speelfele U hl issued by anafty 1'sician, clinical laboratory or hoapital ter to use Iyt Iod uct mtttetrll Udot the itneiral Atreemnnt State that muthoiles mainufacture
to recivecqure pos~sS transeretor use, for license In this §31.1. Th tiglittalU t thill fnd distribution of lodItiA.125 iodine-131.any of the following stated tests,It accordance furnish on NRC Form 48Zith tol l bsg hsot- atrbon-,lJ hydrogti-3 (ttllts5. ot Iron-59with the provisions of paagraphs (b), (c),(d), mathon and such other infittfailoh Ut nlsya be for dis tibution to petiddl jedieitlly licensed(e). and (f) of this section, the following by- required by that form: by the Agreement State.product materials in prepackaged units: (1) Name and address ot the fe1iltatiti: -; (2) jnlest the follo*itt ItaiemEnt or a(I) lodine-l25, in units not exceeding 10 (2) The location of use: fid -iubstsatially fimiair statitent which containsmiciocuriet each for use In In vitro clinical or (3) A statement that the feltltt hit ip- \. the Intotimation' called for.id the followinglaboratory tests not involving internal or ex- proprtate radiation measrting lsttumniitt tbl ttitement appets att A label iffled to eachterinal administration of byproduct material, catrty out In vitzo clinical or labotAtory teltl5 prepacksieag unit at Appeats lIt a* Itael oror the radiation therefrom, to human beings with byproduct tnitetials as iuthorited under lrochute which accompanies the pickgte:or animals. the general llcente In paagttrph (a) of this Thhs'tidlosatlive mtrlal may be received,(2) Iodine-1 31, in units not exceeding 10 section, and that such tests will be petformed Acquired, possessed, and used only by physi-nTlcuies each for use in in vitro clinical or only by personnel dolnpelent In the use of clans clinical laboratorlSObrhosetaila and onlylaboratory tests not involving internal or ex- such Instruments and in the handling of the for In vitro clinical ot laboratory tests notternal adminisiration of byproduct matetit, ot byproduct materials. Involving Internal br exittitil idminisitation ofthe radiation therefrom, to human beings of (c) A person who tec*lsdhi Ac4uirel. oJt- the material, or the radiation therefrom, toanimals. sesses or uses byproduct material pursuant to# human beings or animalS. Its tAcelpt, acuisi-(3) Carbon-14. in units not exceeding 10 the general licnse established by atAgrph(a) ( t6n possession, utse, And ttraifert are subjectmuclocuries each for use in In vitro clinical or of this section shall comply *ith Ati tollo*lntg to INe regulations and a lenetAl licent of thelaboratory tests not involving internal rfs0ter- (1) The general licensee latill ntl pDosess U.S. Nuclear Regulatory Corminlitloo or of anal administration of byproduct matorial, or at any one time. puntuant to the genesal license Stae with which the CofIfithkilnd list tieteredthe radiation therefrom, to human beings ot In paragraph' (a) of this section, at any one Ino ein Agreement tfo the #W6itei1S ot iegnia-animals. location oF storage or use. A totl atount of toty authority,

(4) Hydrogen 3 (tritlium), In units not ax- Iodine 125, Iodine 131, andlo Irotn 59 In *st-
cedUMgF 50 microcuries each for use In In vitro cess of 200 microcutl&s. IJ t . I ; b *clinical or laboratory tests not Involvirg Inter- (2) The general UctnitA thill 1t6tA tIh by- Nae of tlmahtrotbittnal or external administration of byproduct product material, until used, In the orgintsl%- (C) the, teglstrtnt posl)5ilit of tling by-material, or the radiation therefrom, to humasd shippitg containet or In A 011lii1h1 ptllVdintoducl iftllilali itdot tla, psllh HOitWs ofbeings or animals. ' equivalent radiation protectidd, Pitt 11it) ( f) ofthiS LJ161ciltin t Ihl 1E6ott In

(S) Iron 59, In units not exceeding 20 (3) The general license. thill use thh by- wfliltt Id tht Dlreetbt oft HaOelau Ma lelnmacrocuries each for use In in vitro clihlcal or product material only for the uses Suthotited sarety end Slffhgstda lily cthsAIa& In the In-laboratory tests not involving internal or ex- by paratgph (a) of this section. f ormatllon ruthshed bl ht1 lIt thS 'Registta-ternal administration or byproduct matetrl.l (4) The geneial lessiteC ft hMI irttAntter lion Certificate-ld Vitro testing with By-or Ite radiation therefrom, to human beings, the byproduct mateatll etcabl bt 1tafisfel to A prodtlct Material Under C0tttal License:' NRCor animals. person Authorited to teeiVil Ir by A 116e6eh F61M 493. The report ihial b# fttltnlhed *ith-(-I No person shall receive, acqulie,po*- punruant tothischaptek ottrotin tAgreement In 30 syl; after thC e W'UiiA d1te of such
-e or transfer byproduct material put- SMale' not transrer the byptoduct itetral In,)chtnte '

;ie general license established by -ny manner other thin UII thA uopened, (If')'Any person usint bypt~duct mrterial..;Fs. ph (a) of this section until he hass Mlied abeled shippingonigin* I tcsrclved fon t the "t'rsuRnt tliahe lenetal llticls dts t ilIph (a)
NltC Form 413, "Registration Certifcate-In supplier. of this section Is exerrtt rtortt the require-Vitro Testing with Byproduct Material Under (d) The general licensee 1all fiot receIve ments of Putt 19 and 20 or this thipter withGeneral Licensc." with the Office of Nuclear acquire, possess, or use byproduct material respect to byproduct matials cdE6teed by thatMaterial Safety and Safeguards. U.S. Nuclear pursuant to paragraph (a) of thil tiblon: general license.

A State to which certain tegulitor, authority over radioactive maletial hS 1beet teansfetred by formal agreement, purSuAnt to sMctior 174 orthe Atomic Energy Act of 1954, as anmmnded.
9Material generally licensed under this section prior to January 19, 1 97S mIy bfir labels iuthotized by the tegulations Irl tteect oi January I.
11.

A inew triplicaje set of this Registration Certificate, NRC Form 4e3, may bd WlUd lo t eport arly ghrnge of Information tusffithid by r ttkistrantas required by §31.11(e).
Ir larger quntities or other forms of byoroduct materil thish thosespeclflAd [I Al egehrtillcMnleorlt CPR 31.11 &tfelibild, AA "Appli-

cation for Byp loXuct Material License," NRC Form 3131 ihn td be filed to obitln I ipecillc byproduct material licetsa. Cnpile of Ipplicationand registratior forms may be obtaired from the United stlates viuciess RetglMlor0 Commission, Washington, D.C. 203M, Allention: Radio.isotopes Licen& n Branch, Division ol' Fuel Cycle avd Material Safety.
ICnol b ilVACY ACt 1AM~i~t

Ptrsuant to S t IS.C 522a(e)(3). enacted into ltw by section 3 of the Privic. Act of 1074 (Public Law 93-579), the followir Iutatement Is fur-nisihed to individdals who supply Information to the Nuclear Reuitorty Cdnitflfioa 6dO FotdtUll NRC-492 Atd NRC-483. thit IfifOthiltiro ismaintained in a sy stem of records designated as NRC-3 and described at 40 Federal Rellitet 45334 (Octdbbr 1, 1975).
1. AUTlORI)TY Sections 81 and 161(b) of the Atomic tnergy Act of 1q54, A i&ithnded (42 UtJC. 2111 and 2201(b)).
2. PRINCIPAL PUJRPOSE(S) T1,e Information is evaluattd by the NRC staf ptulnt to criterla set forth In 10 CPR PVitst 0-3f to determine

wihetiter the application conforms to the requirements of the Atomic Enerty Act of 19S4 as amerided, and the tegulstionk of thi NRC, for theissuance of a registration certillate authorizing the use of byproduct matteril for medial Use or in vitro testing.
3. ROUTINE tqS6S The informnatlon may be used: (a) to provide records to itale health departments tot their Infornlatlon nd use: And (b) toprovide info niation to F.derl. State, and local health officials and other persons In the event of Incident or exposure tot purposes of theiriformation: Investigation :nd protection of the public health and safety. The Infolmation mAy also be disclosed to Atutroplate Federal.State, or locI agencies in the event the informatkon Indicates a violation or p8tentIl V[6latidh of law and In the courts 6t asi Adtdtinitltelive orjudicial pr0Coeeding. In addition, this information may le transferred to an apptoptlate Fedesl, Stite, or local agency to Ihe; eltenlt elevantand necessary for an NRC decision or to n appropriate Federal agency to the 61ttent relevint Adtd neceary tor that agency 1djilloti About you.
4. WIIETIIER biSCLOSURE IS MANDATORY OR VOLUNTARY AND EtttCI O) IN1D0VIUAL OV NOt liKOVltiA IH ftMATIoNDisclosure of the requested Information Is voluntary. Ir the requested ihtfitnlitlid 111 uot furnished. ho*evet. the tetitUAlitdtif & ticAte, oramendment thereof, will not be processed. *!
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