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JON ] APPROVED BY OMB: NO. 31500038 EXP

'gggom 48 LS. NUCLEAR REGULATORY COMMISS

REGISTRATION CERTIFICATE — /n vitro TESTING
" WITH BYPRODUCT MATERIAL UNDER '
GENERAL LICENSE -

Section 31.11 01 10 CFR 31 establishes a general license authorizing physidins. dinica! laboratories, hospitats, and veterinari

practice of veterinary madicine 1o possess certain smal quantties of byproduct material for in vitro elnical or laboratory tests :gmf."m'ﬁﬁ

the internal or external A0 € o et mumori matarial of the radiaton therstrom lo human beings &F SRRY, S5 Ncuoe o
. 1 » ™ n ,

veterinary médicine, has fied NRC Form 483 and received from th‘: gmmfubn 8 v‘-ug?t?&o;; gr hllRoé ?ot::r’\n 4‘25"&'&"1'&?3323:{

number. .
VS A ACERESS OF APPLICANT TSoe hstveiton 15, boow) ' T APPLICATION (Gheck one box only)
, | heraby apply for a fe ion number pursuant to 10 CFR 31,
Veterinary Diagnostics Lharsby ooy for 8 o0t e or
n Bridge Road . '
Suite 200W [J MyseY, a duly icensed physician euthorized to disperse drugs in
, the practice of medicine.
Worthington, OH 43085
_ . [] The above-named cinical laboratory.
(change of address) ' .
TELEPHONE NUMBER (nclude Area Code): [ The sbove named hospital
1 PH: 614-840-0050 Fax: 614-840-0303 [X) Veterinarian in the practice of veterinary medicie.
INSRUCTIONS ‘ 4. REGISTRATION
. Materials Safety Branch (T-8 Fg S ) 6908 ‘
Division of Industrial and Medical Nuclear Safety 2% 7 %
gfgcmdnggw | afey and Ssfeguards £ QA S$FOR THE U.S. NUCLEAR REGULA-
(At NRC, & registration number wil be gssigned end a vafidated 2 ‘°
copy of NRC Form 483 wil be returned.) K4ﬁ‘2‘
8. Inthe box above, print or type the name, address (including ZIP}  (if this an inkial registration, loave w:’l%%é’g'mf animw to
gl%?gi l:?:g ::ltgp‘yhm: &g‘\:rv %fte tl"ni; ;ﬂegnbg‘a&i ::m. » ¢ assigned by NRC. If this Is @ change of information from @
vetarinary medicine for whom or for which this registration form f,':mv{f:,f)’y ragrfterad general icense, include your registretion

s filed
S, i?ba dwhﬂommammm.ﬁmmnwﬂ&

i

_ "8, CERTIFICATION.
| hereby certify that .
A Al information in this registration certificate Is true and complete.

B. The registrant has eppropriate radiation messuring instruments 1o carry out the tests for which byproduct material wil be used
under the goneratlicense of 10 CFR 31.41. The tests Wil be performed only by personnel competent in the use of the Instruments

and In the handing.of the byproduct materdals.

quire that eny change in the Information furnished by & registrant on this registration

C. | understand that Commission regulations re
within 30 days from the effective date of such

certficate be reportad to the Director of Nuclear Material Safety and Safeguerds
change.

D. 1 have read and understand the provisions of Section 31,11 of NRC regulations 1
form); and | understand that the registrant Is required to comply with those provisions @s to all byproduct material which he
receives, acquires, possesses, Uses, of transfers under the general ficense for which this Registration Certificate s filed with the

\U.S. Nuclear Regulatory Commisslon.
DATE

mnmmeomﬁwmééﬁw. . ) . WW"%//@ ‘_é M,&lé' 2002

Gary J. Kociba.

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJEET £o ciVIL ANDIOR CRIMINAL RENALTIES. NRC

REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.

18 U.5.C. 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 ITS JURISDICTION.
: : PRINTED ON RECYCLED PAPER |

0 CFR 31 (reprinted on the reverse cide of this

ceszed
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§31.11 Genera! icense for use of byproduct materials for certain
! vito dlinicel or laboratory testing. ~

(8) A general license Is hereby issued to eny physician,
vet:rin;g% In the_‘przu:t\m:ll of vetannary we' cnntcal‘l:bomgfry
or hoSs| receve, 8 re, posssss, er, or uss, for
B loving S b Lerenco s s o

ragra , (€), (). (e), BN section, the

odue:t msteéals prepackaged units:

g‘) ¢ lodine-125, In units not exceeding 10 microcuriea each for
use In {7 vitro clinical or laboratory tests not involving internal or
extemal administration of byproduct material, or the radiation
therefrom, to human beings or animais.

%) ; lodine-131, In units no excesding 10 microcuries each for
use In i1 vitro clinical or laboratory tests not invoMng intemal or
extemel administration of byproduct matedal, or the radiation
therefrom, to human beings or animals. .

) F Carbon-14, in units not exceeding 10 microcuries each for
use In & vitro clinical or laboratory tests not involving internal or
extsmal administration of byproduct material, or the radiation
therefrom, to human beings or animals, : ’

(4} : Hydrogen 3 (tritium), in units not exceeding S0 microcuries
each for use In in vitro clinica! or iaboratory tests not involving

intamal of extemnal administration of byproduct material, or the
radiation therefrom, to human beinga or,animals.

(5) Iran 68, in units not exceeding 20 microcuries each for use
in in vitro clinical er laboratory tests not invoMing intemal or extemal
administration of byproduct material, er the radiation therefrom, to
human beings or animals.

(6) ‘Selenium-75, In units not exceeding 10 microcuries each
for usa In in vitro clinical or laboratory tests not involving internal or
external administration of byproduct material, or the radiation
therefrom, to human beings or snimais.” o

7) Mock lodine~125 reference of calibration gources, in units
not exceeding 0.05 microcurie of lodine-129 end 0.005 microcurle

f ameticum-241 each for use In in viro elinical or laboratory tests
\—nict invoMng Intamal or extemal sdministration of byproduct
matarial, or the radiation therefrom, to human deings or animals.

(b) : A person shall not receive, acquire, possess, use oF
transfet byproduct material under the goneral icense established
by paragraph (a) of this section unless that person:

(1) Hazs fied NRC Form 483 *Registration Certificate - in vitro
Testing with oduct Material Under Generel License,” with the
Director of Nuclear Materal Safety and Safeguards,'U.S. Nuclear
Regulatory Commission, Washington, DG 20555-0001, and
received from the Commission a validatad copy of NRC Form 483
with registration number assigned, of

(2) Has a icense that suthorizes the medical use of byproduct
materal that was ssued under Pert 25 of this chaptsf,

(¢} A person who receives, acquires, possesses or Uses
byproduct material pursusnt to the gene. fcense established by
paragraph (8) of this section shall comply with the following:

(1) The general licenses shall not possess, et any one tme,
pursuant to the general Ecense in paragraph (a) of this eection, at
any one location of storage or use, & total amount of lodine 125,
jodine 131, salenium-75, and/or kon 58 in excess of 200
microcuries, .

CONDITIONS AND UMITATIONS OF GENERAL LICENSE 10 CFR 31.11 !

~ (2) The %snaral kcensee shall store the byproduct material,
untd used, in the original shipping container or in & container
equivalent radiation protaction,
) e general icensee shall use the byproduct material only
for the uses authorized by paragraph (e) of this section,
«red The general icensee shall not transfer the byproduct
matsnal, except by transfer (0 8 person authorized to recelve t by a

. lcense pursuantto this chapter or from an Agreement State, nor

tansfer the uct mstefisl in geny manner cther than In the
unopened,

eled ¢hipping container &9 required 20.301 of
U Phapar ppin eq by §

apter.

(5) The general Icenses shall diapose of the Mock lodine-125
reference or calbration sources described in paragraph (8)(7) of
this section, as required by §20.301 of this chapter.

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

(1) Exceptes prepackaged units which are labeled in
accordance with the provisions of a specific icense issued under
the provisions of §32.71 of this chapter or in accordance with the
provisions of a specific icense ksued by an Agreement State that
authorzes manufacture and distribution of iodine-125, iodine-131,
carbon-14, hydrogen-3 (tritium), selenium-75, iron-56 or Mock
Iocﬁne-12§ for distribution to persons generally Ecensed by the
Agreement State, ‘

(2) Unless the following statement, or a substantially eimilar
statement which contains the Information called for in the following
statemant, appears on a lsdel affixed to each prepackaged unit of
eppears in a leafiet or brochure which accompanies the package:

This radicactive material may be recelved, acquired,
possessed, and used only by physiclans, vetarngrians in.the
practice of veterinary medicine, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests not invoMing intemnal or
extamnal administration of the material or the rediation therefrom, to
human beings or animals. Its receipt, acquisition, possession, use,
and transfer are subject to the regulstions and a general icense of
the U.S. Nuclear Regulatory Commission or of @ State with which
the Commission has entered into an sgreement for the exercise of

regulatory authority.

NAME OF MANUFACTURER

(¢) The registrant possessing or using byproduct material
under the general license of paragraph (a) of this saction shall
report in writing to the Director of Nuclear Materia! Safety and
Safeguards any changes in the Informatien furnished by him in
NRC Form 241, °R jon Cartificate - In vitro Testing with
Byproduct Mstsrial Undef Geneqd ¥ Tha tepun ehvk Le
furnished within 30 days afer the effective date of such change.

() Any person using byproduct material pursuant to the
general icense of paragraph (a) of this section Is exempt from the
irements of Parts 19, 20, and 21 of this chapter with respect to
byproduct materials covered that general kcanse, except that
guch persons using the Mock odine-125 described lgfaragraph
(a)(7) of this saction ghall comply with the provisions of §20.301,
20.402, and 20.403 cf this chapter.
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NOTES

i i > ——

1 A State to which certain reguiatory suthority over redioactive material has been transfarred by formal agreement, pursuant to section

274 of the Atomic Energy Act of 1954, as amended.

2 Material generaty Icensed under this section prior to January 16, 1976, may bear labels authorized by the r_egulau'ons. In effect on

January 1, 1975, )

3 A new triplicate set of this Registration Certficate, NRC Form 483, may be used to report any change of Information furnished by a

registrant-gs required by §31.11(e).

i larger quantities or other forms of byproduct material than those specified in the genera! icense of 10 CFR 31.11 are required, fie

NRC Form 313, “Application for

duct Matarial Uicense,” to obtain a specific byprod

ficenge. Copies of application-and

uct
registration forms may be obtained from the Medical, Academic-end commercial Use Safsty Branch (O-8 H3), Division of Industrial and
Medical Nuclear Safety, United States Nuciear Regutatory Commission, Weéshington, DC 20555-0001.
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