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Yorm AECam L US. ATOMIC ENERGY COMMISSION Form Anproved
c(f-e v o : - Budget Bureau No.
10 CFR 31 ' l\‘f' . REGISTRATIOM CERYIFICATE—IN VITRO TESTING 38-R0160

A WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

. 3 Vel 1:lab and b Is 1o possess certain small
7 ge:::tml:tl'oll l;’y‘p:gdﬁfnmzze:n‘:lﬂ;yr’hg :”f;ﬂ:;‘lnl'cl::ffo\:f l:l:'d‘r‘:tg:;“(les?:‘ ::'dtﬂl‘nn:olvtnlmﬂ\e :ug:r‘\'a?':r’ex.lre‘rmlo:g:::m,u:agon of the byproduct
- . material ot the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not authorized until
U the physician, clinical laboratory, or hospital has filed Form AEC-483 and received from the Commission a validated copy of Form AEC—483
with fegistration number.
S AT A S - . -INSTRUCTIONS . T A B I I R P S I I
" Submit this Iorm in Inphule Io. ‘United Sutes Atomxc Energy Commission, Washmgton, D.C. !20549 : Attention: Dxrecton;. vamon “of
. Materials Licensing. ‘A regisiration pumber will be assigned and a validated copy of Form AEC—483 will be returned.ssd et rvin i
- 1. Please print or type within the shaded area, below, the name and address (mcludmg ZIP Code) of the reglstrant phys:cun. clinical Ip¥ora.
tory. or hospm.l or whom or for which this registration form is filed. .- : et
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3 To be completed by the Atomnc Energy Comtmmon cregr o e Lo
* 2. 1 hereby apply for a registration number pursuant to = ;! " ‘ R"f'_f'f“'°",“““fb°’- 4666
, § 31.11, 10 CFR 31 for use of byproduct materials for For the U- s. ’Nucl ny
(please check one): : ; PR
'O a Myself, a duly hcemed phymun authonzed to du-‘ R ‘_;’
.pense_drugs in the practice of medicine. ~ . " T N B
ﬂ b. The above-named clinical labontory TN "/ o
Qe - et o s s, Clara’E, . Dorse . Oct.. 16, 1978 3
~D t‘ Tht a.bove mmed hospxttl Lo o ;: L F . ', (Leare MZ:MH Hnt——umnrlo beaulud 57 AEC) o -1 v el
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s. Certification: ™ e e e e -
I hereby certify that:
a. All mformauon in this regmrauon certificate 1s true and complete. -~ S e ' . P I

T

b, The registrant has appropmte radiation measuring instruments 1o carry ‘out the tests for whxch byproduct matend wxll ‘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 mstmments nnd in :he
handling of the by product materials.

<. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration certif-
icate be reported to the Director, Division of Materials Licensing, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form);
and I understand that the registrant is required to comply with those provisions as to 21l by product material which he receives, acquires,
possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Encrgy Commxssxon.

Dace /0/éJ7Y | By ’%ﬂfﬁu . )&4«,&(

Signatuve of ﬁcuonﬁling form

Lava M. /sz/cg Y -7 (/%ch) /Ca,é Sapl/yo/.lor

Printed mame and title ov position of perion filing form
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WARNING.—19 U S C.. Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offens k 1Hull
sentation to any department or agency of the United States as to any ml:urew‘l?h'-'r‘l'ﬂ: ﬁ::s'dné‘t-d’nhhe statement or repre.
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_ §31.11 _Genersl license for use of lo-  with byproduit’materials as‘authorized under  § 32.71 of this chapter or in accordance WW

1o+ dine=125 or ‘jodine-=131 for in vitro| ,the general” license- in paragraph:(a). of -this .. :provisions .of. a ;spcglﬁc license .issued by.ian
clinical or Iaboratory testing. “ =i -’17, :.section, .and that:such tests will be performed - -Agrecment State, .which authorizes manufacture
o e e e e oo —- oy by ‘personnel-competent in-the use of such —and-distribution -of -iodine~125 ‘or -iodine-131
-21¢ (a) ‘A general . license :is- hereby. issued 1t0 ™ “jnstruments “and *in - the' handling ‘of the ® by- =>"fot.distribution to persons generally licensed by
any physician, clinical laboratory, or hospital  product materials. 2.3 2t imi3d £ausatiigsa ¢ics the Agreement State, 5ot Ludivgsas o v
to receive, acquire, possess. transfer or use, for (c) A person who receives, acquires, pos- (2) Unless the following statement. or a
any of the following stated tests, in accordance  sesses or "uses byproduct material *pursiant ‘to " " substantially “similat " statement~which contains
with the provisions of paragraphs (b), (¢), the general license established by paragraph . the information called for in the following
(d), (e), and (f) of this section, the following  (2) "of this section- shall comply” with the - statement. ‘appears on a label affixed to each

byproduct materials in prepackaged units: following: . .prepackaged unit or ~appears in) a2 leaflet or
(1) lodine-123, in units not exceeding 10 (1) The general licensee shall not possess hrochure which atcompanies the package:
microcuries each for use in in vitro clinical or 5 any one time, pursuant to the general license This radmactive material may be received. acquired,

... laboratory _tests not_involving internal or_ex-. in paragraph .(a)-of- this section, at any one.. posessed.-and used only by physicians,:clinical labora- - .

ternal administration of byproduct material, of location of storage or use a total amount of  tories or huspitals and only for in vitra clinical or lab-

iati i T a1 : oratory - tests - not involving nternal or external ad.

khc radiation lhe“f.tom' to human beings or logime—l.25 and/or iodine-131 in excess of 200 ministration of the mzteriaror the radiation therefrom
animals. . . . . microcuries, = " T oter v T to human beings or animals. Its receipt, acquisition,
(2) Iodine-131, in units not excceding 10 (2) The general licensee shall store the by-  rassessinn, use, and transfer are subject to the regula-
microcuries cach for use in in vitro clinical or  product material, until used, in the original  me and 3 ‘ff;".'.’r".'§§§?3°.'Ifh"1fhlihsuﬁ"'r"&'.ﬁ:ﬁ.’lﬁ.'gl
laboratory 'tests not involving internal or ex. shipping container or in a container providing  has entered into an agreement for the the exercise of

ternal administration of byproduct material, or ‘equivalent radiation protection. rerulatory authanty,
r~the - radiation therefrom, -to -human beings or  --"(3) ~The general” licensee shall use the
| animals. L Sttt .o byproduct material only for the uses authorized - 1 seseceeeeicmccmccsceeiendenanan R

i (b) No person shall receive, acquire, possess, by paragraph (a) of this section. _, . ... ,
} use or transfer byproduct ‘material pursuant to "~ - (4) The general licensee shall not transfer ‘ ) o T
; the general license established by paragraph (8)  the byproduct material to a ‘person who is not (e) The registrant possessing -or using by-
) of this section until he has filed Form AEC-  juthorized to reccive it pursuant to a license . product materials under the general license ‘of
. | 483, “Registration Certificate—In Vitro Test- jssued by the Commission ;or an Agreement . paragraph (a) of this section shall report in
. ing with Byproduct Material Under. General  State! nor trinsfer .the .byproduct material in  writing to’ the Director, Division of. Materials
| License”, with the Director, Division of Ma-  any manner other than in the unopened. labeled  Licensing. ‘any’ changes in the information fur-
i terials Licensing, U.S. Atomic Enetgy Com-  shipping containeDas Yeceived from the supplier.  nished by him in the “Registration Certificate—
. mission, Washington, D.C. 20543, and reccived (d) ‘The general licensee shall not receive.  In Vitro Testing with Byproduct Material Un-
zf_4f'°‘“ the Commission 2 ".‘l'df"d copy of Form - “acquire, possess, or use byproduct material pur-  der General License”, Form AEC-483. The re-
AEC—483 with “registration “number - assigned. _suant to paragraph (a) of this section: ____ port shall be furnished within 30 days after the

‘?}-sefroel%&ri::? ::;;ln:;:?;;ha‘::i x-‘;::x ﬁt!;r(e::‘ ::3 (1) Except as prepackaged units which are  effective date of such change.

formation as may be required by that form:

Namé of manufacturer, |
A LI T PR

1) Name and address of the registrant; specific license issued under the provisions of ‘pursuant to“the general license ‘of parag:
{2; The location of use; and (a) of this section is ‘exempt from the requ.
(3) A statement that the registrant has ap- ' A State to which the Commission has transferred  menis of Part 20 of this chapter with respect

propriate radiation measucing instruments to  fSIaR ROl 2RO Tver radoactive teial Byt byproduct materisls covered by that general
_carry out in vitro clinical or laboratory tests  Atomic Encrry Act of 1934, a3 amended. .. . ..license,

NOTE G te e ey et

If larger quantities or other forms of byproduct material than those specified in the.general license of 10 CFR 31.11 are required. an “Appli-

-~ ‘cation for Byproduct Material License,” Form AEC-313, should be filedto " ibrain a” spevific byproduict material license. Copies of application afd’

~

P . . . .

" registration ‘forms may be -obtained from the United ‘St'atcs:Atomig:Eﬁe_}gy Commission, Washington. -D.C. '2654_5.' A:n'e'miqn':' Isotopes Branch,
" Division of Materials Licensing. ‘ ' i asn c et Y ey
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labeled in accordance with the provisions of a - (f) .Any person using byproduct  mate \j
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