NRC FORM 483 U. S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0038
{1:95) : EXPIRES 3-31-96 .

ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VALIDATED

REGISTRATION IS MANDATORY 'AND SERVES AS EVIDENCE TO
REGISTRATION CERTIFICATE - "7 Vltf 0 TESTING SUPPLIERS OF BYPRODUCT -MATERIAL ‘THAT THE REGISTRANT IS

3 ENTITLED TO RECEIVE THE BYPRODUCT.MATERIAL.. FGRWARD
/ R WITH BYPRODUCT MATER'AL UNDER “ " | COMMENTS REGARDING BURDEN ESTIMATE TO THE | MATION
- AND RECORDS MANAGEMENT BRANCH (T-6 F33) ? NUCLEAR

GENERAL L'CENSE L ’ - REGLILATORY COMMISSION, . WASHINGTON, DC 2 1, AND TO

i X e : - MANAGEMENT AND BUDGET, WASHINGTON, D

Section 31.11 of 10 CFR 31 establishes a general license authonzlng physicians, chnlcal faboratories, hos|
veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory te
administration of the byproduct material or the radiation therefrom to human beings or animals. Possessicn of byprod
authorized until the physlman clinical laboratory, hospital, or vetenanan in the practlce of vetennary medrcnne has filed N
Commission a validated copy of NRC Form 483 thh a regrstratxon number

s in the practice of
the internal or external

orm 483 and received from the

1. NAME AND ADDRESS OF APPLICANT (See Insfruchon 3 B. below) 2. APPLICATION (CheCK one box only)

. I hereby apply for a registration number pursuant to 10 CFR 31, Section
INSTITUTO DE GASTROE }UEROLO\JIA DE PRi : ot o amof byorortuct matarials for:
- #4008 F.D. ROOSEVELT AVE 7 r oo e

A. Myself, a duly licensed physician authorized to disperse drugs in
CLINICA LAS AMELEELS _ SULTE 406 o the practice },’,med,cmep v P gsin

LR RARS L : o
(RATO REY PR 0091 ¥3| 8. The above-named clinical laboratory. .

TELEPHONE NUMBER include Area Code) ™ e ' : : o | €. The above named hospital.
(787)-76-4—0787 i S e D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: % LT e 4. REGISTRATION
AL Submltthls form in dulecate to o - S S e o : : . REGISTRATION NUMBER
Medical, Academrc and Commercral Use - .' ,1 ‘- = o T P . : 303;
. Safety Branch (T-8 F5) . )

DIVISIon of Industrial and Medical Nuclear Safety

- Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

"HUCLEARAREGULATGRY COTIISSION

2y - (AtNRC,a regrstratlon number will be assngned and a vaIrdaIed copy
- of NRC Form 483 will be returned. ) . :

}@ )AJ /J?/ JCV

B. In the box above, pnnt or type the name, address (|nclud|ng zP Caro Iyn (LSO Te” April 1, 1936
Code), and telephone number of the registrant physician, clinical (If this an initial r 39'5(’ ation, leave this space blank — number fo be
laboratory, hospital, or veterinarian in the practice of veterinary assigned by NRC. If this is a change of information from a previously

_ medicine for whom or for which this registration form is filed. registered general license, include your registr ation number.) ’
5. If place of use is different from address listed above, give complete address:

SAME

6. CERTIFICATION
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| hereby certify that:
A. _,-All information in this reglstratlon certifi cate is true and comp'Iete

B. . The registrant has appropriate radlatlon measunng |nstruments to carry out the tests for which byproduct material will be used under the general
license of 10 CFR 31.11. The tests will be performed only by ‘personnel competent in the use of the instruments and in the handling of the
. byproduct materials. R .

c. | understand that Commrssron regulatlons requue that any change in the information furnished by a registrant on this registration certificate be
' reported to the Director of Nuclear Materlal Safety and Safeguards within 30 days from the effectlve date of such change.

D | have read and understand the provisions of Section 31 11 of NRC regulatlons 10 CFR 31 (repnnted on the réverse side of this form); and |
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses uses,
- or transfers tinder the general license for which this Registration CemI' cate is filed with the U.S. Nuclear Regulatory Commission.
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, ‘IARNING FALSE STATEMENTS IN. THIS CERTIFICATE MAY BE SUBJECT TO CivIL AND/OR CRIMINAL
'\\ ,ENALTIES NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND
ACCURATE |IN ALL MATERIAL RESPECTS 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO
MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE
UNITED STATES AS TO ANY MATTER WITHIN ITSJJURISDICTION. -~ 5.
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§ 31 11 General hcense for use of byproduct materlals for certain-in{ ,“,__3
" vrtro clinical’ or labératory testlng. !

‘t {a) A general hcense is hereby |ssued to any physlcran vetermarxan
in the practrce of vetermary medlcme’clxnlcal laboratory or hospital to
. receive, acquire, possess transfer or use for'a any of the followrng stated
rtests, in accordance' t‘h the, provrsxow of paragraphs (b}, (c), (d) (e),_ .
. and_ (f) of this. section, the followmg’byprodu t'materlals in prepaclg“} Vo
aged units:z iy o e

A1k Iodme 125 -in umts not 'exceedmg ‘lO mncrocurnes each for use
in in vitro clinical or laboratory tests not mvolvmg internal or external

\.4‘ : I e

human beings or ammals
- {2) lodine- 131, in units not exceedmg 10 mrcrocurles each “for, use use, H

e

o £ namn

inin vrtro clinical or laboratory tests not. rnvolvmg mternal or externals ‘l
|‘ admlr‘l'tratlon of~ byproduct materral—-or the radratlon therefrom—h

i to himan beings or animals. ~* * 7 o1 PRSI A

... {3)_Carbon-14, in_units not_exceeding'’ 10 mrcrdcurres each for use
?’» inin vrtro chmcal or laboratory tests not: mvolvmg internal or, external

a admlmstranon of byproduct materlal or. the 'radlatlon therefrom
3’ to human beings of Fanimals, S {

" {4} Hydrogen’ 3 (trmum) m umts not exceedmg 50 mncroeurxes i
:~- each for-use in in vitro clonlcal or Iaboratory tests not involving.internal .
toor external: administration -of byproduct material, or the radiation
! therefrom, to human beings or animals.

{5) tron 59, in units not exceeding 20 microcuries each for.use inin
vitro clinical or laboratory tests not involving mternal or external
administration of byproduct material, or the radratlon therefrom to
human beings or animals, ; RS BRI

{6) Selenium-75, in units not exceeding 10 mu:rocurles each for use
in in vitro clinical or laboratory tests not rnvolvmg internal or external
administration of byproduct material, or the rad|atron therefr_om,
to human beings or animals, o 5 ;'«* o [N

{7} Mock lodine-125 reference or callbratron sources, in unlts not
exceeding 0.05 microcurie of jodine-129 and 0.005 microcurie of
americium-. 241 each for, use in in vitro cllmcal or laboratory tests not
mvolvmg mternal or external admrmstratnon of byproduct materlal,_or),

oA
the radiation therefrom to human ber{ngs or ammafs S N K
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{a) of this section unless that person:
‘, (1) Has filed NRC Form 483 ‘Registration Certificate—ln Vitro

S S ‘CONDITIONS AND LIMfTATIONS OF GENERAL LICENSE 10 CFR 31.11

el

administration of byproduct, materral or, the radiation therefrom, to N

byproduct material under the general-hcense established by paragraph I

selen|um-75 and/or iron 59 m excess of 200 mrcrocunes ST
(2) ,The, general Ilcensee shall store the byproduct nfaterral unts
used in ‘the ongmal shlppmg contaifer or in a container provrdnng
equivalent radiation protection, ™7 1. 5

(3) The general licensee shall use the byproduct material only for
Jthe uses authorlzed by paragraph (a) of this sectron
(4) The general Ircensee shall not transfer the byproduct material’

¢

pursuant to’ thxs chapter or from an Agreement State

except by transfer to a person author:zed to recewe it by a hcﬂnse
nortransfer the’:

byproduct materxal in any manner other than in the unopened labeled”

sh|ppmg contamer as recenved fro the supplxer
(5) The generaf lxcensee sha drspose of the Mock'
reference or, cahbratlon sources descnbed in paragraph (a)(7} of thls
section as required by § 20 301 of this chapter.

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

{1} Except as prepackaged units which are labeled in accordance
with the provisions of a specific license issued under the provisions of

s FINTRE

lodine-125"

Ceiien b LB

§ 32.71 of this chapter or in accordance with the provisions of a :

T specific Ticense issued by an Agreemeént Statg’ that authorlzes manufac- ;

ture and distribution of iodine-125, jodine-131, carbon-14, hydrogen 3 !

(tritium), selenium.75;

persons generally licensed by the Agreement State.:7: i 74570 0
(2) Unless the following statement,. or: a' substantiatly: sxm.lar

statement which contains the information called for in the following

statement, appears on 'a labe! affixed' to . each prepackaged:unit or

appears in a leaflet or brochure which accompanies the package:2 .
This radioactive’ material May be récelved, acquired, possessed, and

iron-59 or Mock lodine-125 for distribution to..;

i

used only by physicians;” veterinarians” in- ihe practice of Veterinary ©

medicine, clinical laboratories or hospitals and only:for iri vitro clinical
or laboratory tests not invalving internal or. éxternal administration ¢
the material or the radiation therefrom, to human beings or animal,

e

i~It$" receipt, acduisition; possession, use, and transfer:are subject to thfg(r

regulations and a general licensé of the:U.S./Nielear:Regulatory Com-

mission or of a State with which the Commission has entered into an !

agreement f’or the exercise of regulatory autrorlty iniolevet
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Name ofmanufacturef

‘thé Director of Nuclear Materral Safety and Safeguards any changes

,_Drre¢tor_oLNuclear Materxal _Safety_ and _Safeguards, U.S, Nuclear-“ Y
' Regulatory Cominission, Washington, D.C, 20555, and received from
z the Commission a validated copy of NRC Form 483 with registration
«l number assigned; or
L {2). Has a, llcense that ,authorizes the, medrcal yse, of byproduct -
materlal that was rssued under Part 35 of thls chapter L oot
{c) A person who recelves acquxres "possesses or uses byproduct
material pursuant tc the general license established by paragraph (a) of
».this section shall comply with.the. followmg ) e et et e
(1) The general 'xcensee shall nat possess at any one txme pursuant -
i to the general license in paragraph (a) of this’ sectron at any one loca- e
] | tion.,of storage or..use,-a.total. amount of jodine.125, iodine 131,
: SR G LA AR O 0G089y PR
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“

g thls chapter

in the infarmation furnished by him in the “Heg»stratnon Certnfrcate—-»ln
Vitro, Testmg wrth Byproduct Materlal Under General Llcense " NRC
Form' 483 The" report” Shd” be furmshed wuthln 30 dav’s” “after the

} effectrve date of such change

(f) A y person usmg byproduct materlal pursuant’ to the general
Ifcense of paragraph ‘(a) of this section’is exempt from the requrrements
of Parts 19, 20 and 21 of this chapter with" respect to- byproduct
materlals covered by that , general, Iucense,, except t_hat}such persons

-
usmg “the. Mock lodme 125 descrlbed rn paragraph (a)(]) of thrs section |
shall comply ‘with the provisions of' § 20.3017 20402 and 20.403 of -

i

y A ' ' : T
LA State to whrclf certain regulatory authorlty over rad|oact|ve matenal has been transferred by formaf agreement pursuant to sectlon 274 of the

Atomic Energy Act of 1954, as amended. i
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on for Byproduct Mate ! Llcense" NRC Form 313 should be filed | 1o
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2Materral generally Ircensed under thls sectron prlor to January 19 !1975 may bear Iabels authorrzed by the regulatlons m effect on January 1,
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lf larger quantmes orotherwforms of byproduct materlal than those specufled rn the general lrcense of 10 CFR 31 11 are, requured an “Apphca-\/
i cense Copues of apphcatlon and*
reglstratron ‘forms’ may beobtained from the Medrcal ‘Academic and dommermal Use Safety Branch (6H3) Division of Industnal and Medrcal Nuclear,




