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112-81) 3150-003S
10 CFR31 REGISTRATION CERTIFICATE-IN VITRO TESTING 1-31487

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

V etc 111 of 10 CMR 31 establishes a general~license authorizing physicians, clinical laiboratores ospitas,an
qeserlnariam In the practice of veterinary medicine to possess certain small quantities of byproduct material for in vinro clinical
or laboratory tests not involving the internal or external administration of the byproduct material or the radiation therefrom to

--human beings or animials. Possession of byproduct material under 1 0 CFR 3 1.11I is not'authorized unl tephysiaclinical
laboratory,bhospital, orveteisnarianIn the practice of veterinary medicine, has filedNRC Form 483 and recevedIfo h
Cbemrission ;valldated copy of NRC Form 483 wlftlb rlo nmbr

4_ 41/ 9 6 )/~)e. 3. I hereby apply for a registration number pursuan
4, 331.11, 10 CRF 31 for use of byproduct materials for

(pes I check one bloc'k only) .

~ ..5Zi.3 . ~ Myself, a duty licensed physician authorized to ds

-7~,? rfl 70L/pense drugs in the practice of medicine.
- - . 7.b- .The above-named clinical laboratory.~

0c-Thabove-named hospital. -

- .-. .. 0 d. Veterinarian in the practice of veterinary medicine..
-- . 4. To be'completed by the Nuclear Regulator Commission.

INSTRUCI1ONS - ____________________

1. Subuiflt this form in triplicate to: Rcsttin-umer b'

-Office of Nuclear Material Safety and Saf eguards .. - Rgsrto ubr ~ ~ ..

AT Material Licensing BranchFRTH S R5t
U.S. Nuclear Regulatory Commission UL 'RGLI RYc isio4
Washington, D.C. 20555.

2. Please print or type the. name and 'address2
(including zip code) of. the registrant physician,
clinical laboratory, hospital, or veterinarian in the,.. - r * Jly2 1993
:practice of veterinary medicine for whom or for*

whih tis egitraionfor Isfiled. Position the
* whch his orm the eftdotInd othis san initial registration, leave this space blank - 'number to be

rnrst letter of the address below telf oand'.assigned by NRC.I hsi hneo nomto rmapeiul
not extend -the addr ess beyond the right dot. (At C. l hicese isnachange your reistormation nuombe r.) oul

NRC, a tegistration number will be assigned and a registredgeerallcense, ___________egistrtionnmber.

validated copy of NRC Form 483 will be returned.)

5. If place of use is different from address in Item 1, please give complete address:

C. Ceriification: - -.

I hereby certify that: . ./

a. All information in this registration certificate is true and complete. - - . . -. - -

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the
general license of 10 CRF 31.1 1. The tests will be performed only by personnel competent in the use of the instruments and in the handling of
the byproduct materials. .-.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date ofsuch change.

d. I have read and understand the provisions of Section 31.11 of NRC 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 all byproduct material which he receives, acquires, possesses.
uses, or transfers under the general license for which this Registration Certificate is filed with the Nuclear Regulatory Commission. -'

Date__ __ __ __By

~- Bernairdo A. Rojas'; Medical' Doct or,
Printed name and title or position of person filing form -

K-i

.7
k-IIG 18USCScin10;'c fJn5, 14- 2S4t 4; ae i riia ofes. omk wilu, fas ttm - r



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
131.11 Generalicenrseforuscofbyproductmaterials license established by pagrtph (a) of this section (d) The'general licensee shall not receive, acquire,;r certain; viro clinical or laboratory sesting. until he has filed NRC Form 483, "Registration Cer. posess, or use byproduct material punuat to-tit-lat Vitro Testing with Byprodtxx Matcrhal put-p (a fti scin e '- ' ' ' '

ia) A general license is hereby Msued to any physi- Under GCneral License," with the Director of Nuclear (I) Except s prepackaged units which are labee.ian. vetennari n in the practice of veterinary Material Safety and Safeguards,. U.S..- Nuclear in aecordance with the provisions ofaspecic license
medicine, clinical laboratory or hC`Pi-:1 to receive, Regulatory Cormissi on, W hi- D-.C 20555, issued ner the provizions of 32.71 of this chapteraquire. possess, transfer. or.. N for any tf the, and received frost the Comsminawn A waid4 ted co"y or in accordance with the provis2ona of a peidfollowing stated tes its . -_ ce with the provi- of NRC Form 483 with registration ;;in license issued by an Agreement State that authorizessions of paragraphs (b ). (.) (d). (e), and (f) of this or until he has been authorizad pursuat to 1353.i(c) manufacture and distribution of odine-12S, iodine-section. the foUor., bypioduct materials in of this chapter to uoe byproduct material under the 131. carbon-14, hydrosen-3 (tritium), elenium-75,prepackaged units: general icen in this 131.11. The regstrant shall fur- Iron-59 or Mock lodine-125 for distribution to per-(1) Iodine-125, is units not exceeding 10 nishonNRCForm 483thefollowinginformation nd sonsSenerallylicensedbytheAgreementSt teemicrocuries each rfw Ai- in in vitro clinical or such other information as may be required by that (2) Unless the following statenent, or a aubstars-laboratory tests i..*. ino -..ving internal or external ad- form: daily similar statement which contains the informa-ministration of bproduct material, or the radiation (I) Name and address of the registrant; tion called for in the following statement, appears ontherefrom, to it"na beings or animals. (2) Thelocationrof use; and a lalbr affixed to each prepackaged unit or appears in(2) lodine-131, in units not UY A,10 (3)Aua t thzt'e registrant has appropriate akteletorbrochurewhich accompanies thepackagee2microcuries e ch for use in. in. vitro clinical or:. radiation measuring instruments to carry out in vitro This radioactive Material may be received, aclaboratory tests not involving internal or external ad: cinical or laboratory tests with byproduct materials quired. possessed, and used only by physicians,ministration of Ayped uct material, or Ie radiadon. as authorizad under the general license in paragraph veterinarians in the practice of veterinary medicine,therefrom, to hL--tn beings or iaix. (a) of this section. and that such tests will be per- clinical laboratories or hospitals and only for in vitro(3) Carbon-14, in units not exceeding 10 formed only by personnel competent in the use of clinical or laboratory tests not involving internal ormicrocuries scad for use- in in vitro- c3icaI or suchhisutruments and in the handling of the byproduct external administration of the material or the radia-laboratory We .. t involvin iternal or-esternal ad- - axterials.-- d ion therefrom, to human beings or animals. Itsministrator lf byproduct material, or the radiano n (c) A persen who receives, acquires, possesses or receipt. acquisition, possession, use, and transfer aretherefrom, tola - beings mal-.. : usn byproduct. material pursuant to the general subject to the regulations and a general icense of the(4) Hydr.Oe-n 3 (rit-)in s zam .- licnse established by paragraph (a) of this section US. Nuclear Regulatory Commission or of a State

, jC-m.- i ri. uiC . ' ltcomply with tefoling with which the Commission has entered into an agree-- d (I) Thge lics shall not possess at any one ment for the exercise of regulatoryauthority.
. id t trcxtji of b7ly be :rL- r bit nime, purmsut to the generalicense in pagraph (a
t:utr s . of this section, at any one location of storage or use, a

I5) Irn',jj-in unit. a . .. tonal "Mount cf iodine 125, iodine 131, selenlum-75, Nameofmanufacaurer.a h for-use 59 n b _ nd/or iron 5 in excess of 200 mirocures.
,,c1.i,-- ear coetm* ar li .- (2) The general licensee shall store the byproduct (e) The registrant possessing or using byproduct

* s + r 1 f material, until used. in the original shipping container materials under the general license of paragraph (a) of
etor in a container provi qiva t pro-. -this section shall report in writing to the Director of(6) Secersi- 75,. int unit: ru= c- e=Jnnui # 0 tection. . Nuckear Material Satfety and Safegurd any changesmicr(c)ries each for use in in vitro 4a" or (3) The general liceirsee shallitise the byproJaj- iW & minformation furnished by him in the "Registra-iocrress each fo us' t ing in viter or cxtrnial. ad material only for the uses authorized by paragraph (a) toss Certificate-In Vitro Testing with Byproduct

shrabor testf. g intIernal or ternl ° of'thi5 section , Material Under General License," NRC Form 483.nxinistration of byprudh. ; *msterial, or the sadiatian (4) The general licensee shal not. tr L - the The report shall be fursuislsed within 30 days after the 'therefrom, to human beings or aimtals- byproduct material except by transft es t effective date of such change3
(7) Mock lodine-125 rtferece O- clibraion authorized to receive it by a license purmas ii:, Ehis (f) Any person using byproduct material pursuantsources. in units not aceng 0 WS. mimxuriff-r Of chapter or from an Agreement State,' nor transfea to the general license of paragraph (a) of this section isi r m4-l29 ens . ain-26Z byproduct material in any manner other than. in the exempt from the requirements of Parts 19, 20 and 21lca.i for use in in itro ci-Al or abarvasarytets um unopened, labeled shipping container as recevel of this chapter with respect to byproduct material. ving ict=2a ir re-itei a e- from the supplier. covered by that general license, except that such per-'.YPOduct mCisaiiO,.fr the radiasi ogtlu_ " (5) The genera] licensee shall dispose of the Mock sons using the Mock Iodine-125 described inhuman brings or animals. lodine-125 reference or calibration sources decribed paragraph (a)(7) of this section shall comply with the(b) Noperson shallreceive acquir poses, u or . in paragraph (aX7) of this section as required by provisions of 120.301, 20.402 and 20.403 of thistrnemer byproduct material pursant to the gemeral 120.301 of this chapter. chapter.

NOTES
A State to which certain regulatory authurity over radioactive material has been transferred by formal agreement, pursuant to section 274 of theAtomic Energy Act of 1954, as amended.

2 Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulations in effect on January 1,-1975.
3A new triplicate sot of this Oeiss mn Certificate, NRC Form 4.83, may be used to report any change of information furnished by a registrant asrequired by §31.1 I(e). --- ; . - -
if larger quantities or othter forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an "Applica-tion for ByproductMaterial License,:'NRC Forms 3131, 313M, or313R should be filed to obtain aspecific byproduct materiallicense. Copies ofapplication and registration forms may be obtained from the United States Nudear Regulatory Commission, Washington, D.C. 205S5, Attention:Material Licensing Branch, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT

Pursuant to S U.SC .S22a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-S79), the following statement is fur-nished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 483. This information is maintained in asystem of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1, 1975).

I AUTHORITY Sections 81 and 161(b)of theAtomicEnergyAct of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 30-36 to determinewhether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for theissuance of a registration certificate authorizing the use of in vitro testing. A

3. ROTJTlNI 1. ES T in formation may be used: (a) to provide records to State health departm ents for their information and use; and (b) toprovide information to Federal. State, and local health officials and other persons in the event of incident or exposure for purposes of their in-formation. investigation, and protection of the public health and safety. The information may also be disclosed to appropriate Federal, State, orlocal agencies in the event the information indicates a violation or potential violation of law and in the course of an administrative or judicialproceeding. In addition, this information may be transferred to an appropriate Federal, State, or local agency to the extent relevant and -necessary for an NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you.
4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMA-TION It is voluntary that you f'wish t!: reqatoiWormtion. If the requested information is not furnished however the registration cer-tificate. or amendment thereof, will not be processed._

5. SYS1EM MANAGER(S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Material Safety andSafeguards; U.S. Nuclear Regulatory Commissin Washington. D.C. 20555,.


