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REGISTRATION CERTIFICATE-IN VITRO TESTING : ,

mot-ru avonfnnairT MATERIAL UNDER GENERAL LICENSE -

Approved bY UA0

IS. ftOlso

N1

Sectioh 31.11 of 10 CFR 31 etsblishes a linetrl V

poses Certain small quantities of byproduct matlria

external admintllstiOn of the byproduct materil or I

byproduct material wider 10 CFR 31.11 a not autd

NRC Form 483 and received from the Commision a's

* Pugliesii,. Iacobelli,F
22480 Kelly Rd. -

East Detroit, MI 4802

vnn tuthorizi physicisit. clinical isboratoriles, and hospitals to

fur AR sto dciical or laboratory t*tS not brob'ing the Internal or

the radiation t iref: to hzi=n bav.-t .. "iua- 7oassion of

orised until the physician, dinical laboratory, of hospital ham TInd/

Wdtod copy of NRC Forn 413 with ritb lon ainmbte.

'ekilfla,MD --- -. /

PC .lie)bj pply ror ah gtlon berpursuant to
1 §31.11,b10 CFR 31 for n of byproduct materials for

(p'ense check one block oWly)
Ol a. Mysetf,a duly blcnsed phydcin uthorized to dispense

dnusi In the practice of medicine.
-1 b. The abovewumnid clinical laboratory.
E* c. The above-named hospital.
-4. To be competed by the Nuclear Regulatory Commission.

4. To be compi; tItegistn~ltio sumber±

IMI TE U.S. I SSION

(If th i 1 0 co:ii Ess, oN
tssiged by NRC. If tl Is i ca of Informon m aptnlouily

registerted generall Ieen, tclde our relwehon number.)

INSTRUCllONS -

,.t Submit this form in triplicatt to: I
office of Nuclear Miterial Safety and Safgurds

ATTN RsdioisotopTs Ucenini-Branch
U.S. Nuclear Regulatory Commisio
Washington. D.C. 20555

2. nltes print or type tbe name and address (includ
ing zip code) of the registrant physician clinical
laboratory, or hospital for whom or for which
this registrition form n filed. Position the first

letter of the address below the left dot and do

not extend the address beyond the tight dot. (At

NRC, a eilstribtlon umber will be ansined and
a vlildaled covy of NRC Form 483 will be e
turned.)

5 f place of use is different from address in Item 1, pease Si" complete address: ,

6. Ccrtificationt:

I hereby certify that:

a. All information In this rgstirtion crtificate is true and owpints. .

b e registrant has appropriate radiation meaui Instruments to f ty o esrwhihbprd a i e used unde the

_ Cl `I t - Ta tsats wil be serformed only by personnel competent in the u ofa eIsilintadI h

general 11cgnic VlIU AVs , .-- --- I. ;I-1........... 1
handling of the byproduct na1teiahi -' - ;;i.

C. I understand that Cormissi hn regulatons require that any Ch mt the nfrato ndate ohln registr lion

certificate be reported to the Director Of N clear M ateria S fafey and Safeg uads within 30 days r mteefcieai fsc$h n e

.have read and understand th -provoti of SectIon 31.11 of NRC re-ltions I0 CFR 31 (rprinted Cii the ree de of this form).

and I understand that the registrant is required to comply with thoun provisions as to all byproduct materal whic h e receives, acquires.

poseses, uses, r transfes under the general lice for which this Is

Date 1 1/30/91 by ___ _____-____
-- - - Stutus* of pus filingOn

Anelo Pugliesident 
- --

Printed name and titl or podtion Of pnon i fin form

I-US.C., Section 1001: Act Of A01ne 25. 1 I 062 Stat 745; makes Ia criminal ofdense to snae a MfilllY fals stat nt of

| np ntatlon an ertont or en y o the United Stas as to anr matte r Within Is ect k I



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 '
- _ t

niteial% for certain in vitro clinical or labora-
wtry tasthg.

(a) A general license . hereby issued to
any physician, clinical lab ratory or hospital
to receive. acqure, possess, :nnsfer, or use, for
any of the following nsted fests, in accordance
with the provisions of pargraphs (b), (c) (d).
(e), and (In of this sectlory, the following by-
product materials In preparkaged units:

(I) l*Ginet125, in units not exceeding 10
microcuriks each for une Lit in vitro clinical or
imioratory tests not involin internal of ex-
terna] administration of byproduct material,
or the radiation therefrcmn, to human betings
or animals.

(2) lodine 13i, hli units not exceeding 10
microcurkes each for use in in vitro clinical ot
labo atory tests not tnvotrft Internal or ex-
ic~na asoministratioi of bypeoduct material el
the radiation therefrorm to human beings uii
animals:

(3) Carbon-14, In inits not exredinhr °
mlcrocuries each for hit in Invitro cUnic J or
laboratory tests not involving internau or rxter.
r'al administration of byproduct materal, or
the radiation therefrom, to human brings ot
animals.

(4) Hydrogen 3 (tritlum). in tnit' not ex-
eeeding 50 microcuries each for uan f in vitro
clinical or hbotatorl tests not invotying inter-
nal or external admninstration of byproduct
rnatelial or the radirthn therefrorrto human
belngs or animals.,

(5) Iron 59, in Units not exceding 20
-l..y'.^^ ,4 each fJt~v us in in V'tro cei-al ot
laboratory tests not involving n ternal or ex-
tirnal administrttin of bypcrduct material,
or the rdistlon tlCrefrom, ro human beings,
or anima;.

(b) No persorn shll terf;!ve, acquire. pos-
xis. use or tranti'r byprrduct material pur-
suant to the gereral licrnse established by

arsraph (a) of this sectn until he has riled
PRC Form 483, "Regisr? tbon Ctrtificate-In
Vitro Testing with By rp Juct Material Under
General Licenste, WIt ne Office of Nuclear
Material Safety and S'( -guards, U.S. Nuclear

) C'.

20355, end received from the Commission a
vlidated copy of NRC Form 483 with regis.
tratlon number tsslgne4 or until he has been
authorized putsuant to 35.14(c) of this chp.
tsa to use bypro4uct material under the general
license in this 31.11. The registrant shall
furnish on NRC Fam 483 the following infor-
mation and such other Information as may be
required by that form:

(I) Name and address of the reistrant;
(2) The location of use: and
(3) A statement that the reistrant has ap-

propriate radiation measuring instruments to
carry out in vitro clinical or laboratoty tests
with byproduct materials as authorized under
the general license in paragraph (a) of this
section. and that such tests will be petrformed
only by personnel competent in the Us of
such Instruments and in the handling of the
byreoduct materials.

(c) A person who receives, acquires. poa
tteseS or Uses blTirauct materisa pursuant to
the general licesise established by pIt agraph (a)
of this section shall comply wIth thle following:

(I) The general licensee shall not possess
at any one time, pursuant to the genera license
in paragraph (a) of this section. at any one
location of storage or Use, a total amount of
Iodine 125, Iodine 131, and/or iron 59 in en-
cess of 200 microcures.

(2) The general licensee shall store the by-
product material, until used, In .he or ih'in
shipping container or In a container providing
equivalent radiation protection.

(3) The general licensee shall use the by-
product material only for the uses authorized
by ywraVaph (a) of this section.

(4) The general licensee shall not transfer
the byproduct material except by transfer to a
person authorized to receive It by a license

ursuant to this chapter or from an Agreement
Este.' nor transfer the byproduct material in
any manner other than In the unopened,
labeled shipping container as received from the
supplier.

(d) The general lcenset shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

M) Itzz"2 II rwkiM t&' s NA are
labeled in accordance with the provisions ofa

ecific license issued under the provisions or f
; 32.71 of this chapter or in accordance wil 7

eprovions of specific lictnse issued by
tAgrement State that authorizes manufact. )
and distribution of iodin-125, lodine-t131L,--
cerbon-14. hydtogn-3 (tritdum), or Ion-59
for distribution to persons genetally icernsed
by the Agreement State.

(2) Unless- the following statement, or a
substantially sImilar statement which contains
the information celled for a. the following
statement, appears on a label affixed to each
ptepackaled untit or appears in a leatle or
brochure which accompanies the psckagt:

This radioactive material may be received,
acquired, possetstd, and used oily by physi-
cians, clinical laboratories ot hospitals and only
for in vitro clinical or laboratory testa not
involving internal or external administratIon of
the material, or the radiation therefrom, to
human beings or animsI. Its teetipt. acquisi-
tion, possession, use, and transfer are subject
to the regulations and a general license of the
U.S. Nuclear Regulatory Commission or of a
State with which the Commission has entered
into n agreement for the exercise of reguls.
tory authority.

Name of manufacturer

t'i Thi eth',ttrt possesing or using by.
produst materials undethe general license of
paaraph (a) of this sction shal tepIort in
writing to thr Ditector of Nulei:T material
Safety and Safeguards any changes in the in-
formation furnishd by him In the .Registra
tion Cetificate-In Vitro Testing with By
product Materil Under General Llcense: NRC
Form 483. The report slall be furnished with-
in 30 days after the effectve date of sur

(We Any pmon using byproduct mate
pursuant tot general license of paragraph '
of this section is exempt from the require-
ments of Parts 19 and 20 of this chapter AIth
respect to byproduct materials covered by that
general license.

NOTES

'A State to whit ' crtain regulatoTy authority over tadioactive material has been transferred by ftomal agretment putsuant to section 274 of
the Atomic Energi .ct of 1954. es amteded.

'Mterinl sene Ijr Ncensed under thi action prior to January 19, 197S may bear labels authorized by the regulations in erfect on January 1.
1975.

'e w tvrp ate set of this Registration Certificate. NRC Fom 483, may bused to iepot injy chift f information frnished by a registrant
as repqured 31.1 Il(e).

I f d lag atlits or other forms of byprduct ma!tra than those specified In the geneM ensof 10 CR 31.11 vr required, an "Appl-
cation for F.yproduct Material License," NRC Form 313, should be filed to obtain a specific byproduct material license. Copiet of applicstion
and regit n.ftion forms may be obtained from the United States Nuclear Regulatory Commission, Washington. D.C. 20555, Attention: Radio-
isotope' ^icendng Branch, DIYon of Fud Cyck and Matesral Safety. -̂

PRIVACY ACT STATEMENT
purr..At to 5 U.S.C. 5220e)(). enacted into law by section 3 of the Privacy Act of 197i4 (tublc if 9-S7i) the fllowin statement Is fur-
tis P6 to individuals who supply Informatios lo the Nuclear Regutory Commistion on Forms NRC-482 and NRC-483. This information Is

mnl,',tained hI a system of records de4gnated a NRC-3 and described at 40 Fedetal Register 4S334 (October 1,1975).

I. A ORIV Sationsl ld t61(b) of th Atomic Enety Act of 194, as amnded (42 U.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information h enluated by the NRC staff pursuant to critri st forth in 10 CFR Prts 20-36 to determine
whether the application conforms lo the requirements of the Atomic Energy Act of 19S4. as amended, and the regulations of the NRC, for the
Issuance of a registration certificate authorizing the use of byproduct material for medical use or hi vitro testing.

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their Information and use; and (b) to
prorlde information to Federal. State, and local health officials and other persons in the event of Incident or exposure for purposes of their
nformstlon, investiatlon, and protection of the public health and safety. The information may also be disciosed to appropriate Federal.
State, or local aiences in the event the Information indicates a violation or potential violation of law and In the course of in administrative or
Judicial proceeding. In addition, this information may be transferred to an appropriate Federal, State, or local agency to the extent televan'
and necessary foe au NRC docisIon ot to an appropriate Federai agency to Ihe extent relevant and necessary for that agency decison about yr

4. WETHER i DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON iNDIVIDUAL Ot NOT PROVIDING INFORMATi
Disclosure of the requested information Is voluntary. If the requested infoTmation Is not furnihed, howeves, the registration certificate, or
amendment thereof, will not be processed.

II


