Thisisan amendmentto 20.3.1 NMAC, Section 7, effective 8/10/2021.

20.3.1.7 DEFINITIONS: Asused inthese regulations, theseterms have thedefinitionsas set forth below.
A “Accelerator” (See particle accelerator).
B. “Accelerator produced material” means any material made radioactive by exposure to radiation
from a particle accelerator.
C. “Act” means the Radiation Protection Act (Sections 74-3-1through 74-3-16, NMSA 1978).
D. “Agreement state” means any state with which the United States nuclear regulatory commission

(NRC) or the United States atomic energy commission (AEC) has entered into an effective agreement under Section
274b of the Atomic Energy Act,asamended (73 Stat. 689).

E. “Board” means theenvironmental improvement board.
F. “Byproduct material” means:
@ any radioactive material, (except special nuclear material), yielded in or made radioactive
by exposure to the radiation incident to the process of producing or utilizing special nuclear material;
)] the tailings or wastes produced by the extractionor concentration of uranium orthorium

from any ore processed primarily for its source material content, including discrete surface wastes resulting from
uranium or thorium solution extraction processes; underground ore bodies depleted by these solution extraction
operations do not constitute byproduct material within this definition;

?3) any discrete source of radium-226 that is produced, extracted or converted after
extraction, before, on, orafter August 8, 2005, for use fora commercial, medical or research activity;

()] any materialthat:

@) hasbeen made radioactive by use ofa particle accelerator; and
(b) is produced, extracted or converted after extraction, before, on, orafter August
8, 2005, foruse fora commercial, medical or research activity; or
(5) any discrete source of naturally occurring radioactive material, other than source
material, that
@) NRC, in consultation with the administrator of the environmental protection

agency (EPA), the secretary of energy, the secretary of homeland security, and the head of any other appropriate
federalagency, determines would pose a threat similar to thethreat posed by a discrete source of radium-226to the
public healthand safety orthe common defenseand security; and

(b) before,on, orafter August 8,2005, isextracted or converted after extraction for
use in a commercial, medical or research activity.
G. “Calibration” meansthe quantitative evaluation and adjustment, as deemed necessary by the

department, of radiation measuring instruments by a department approved laboratory. Calibration includesthe
determination of:

1) the responseorreading of an instrumentrelative to a series of known radiation values
overtherange of the instrument, or

(2) the strength ofa source of radiation relativeto a standard using national institute of
standards and technology (NIST) traceable sources andapproved techniques.

H. “CFR” means code of federal regulations.

l. “Chelating agent” means amine polycarboxylic acids, hydroxycarboxylic acids, gluconic acid
and polycarboxylic acids.

J. “Commercial waste disposal” means disposal of radioactive waste as a business enterprise.

K. “Consortium” means anassociation of medical use licenseesand a PET radionuclide production
facility in the same geographical area that jointly ownor share in the operationand maintenance cost of the PET
radionuclide productionfacility that produces PET radionuclides for use in producing radioactive drugs within the
consortium for noncommercial distributions among its associated members for medical use. The PET radionuclide
productionfacility within the consortium must be located atan educational institution ora federal facility ora
medical facility.

L. “Council” means the radiation technical advisory council (RTAC).

M. “Curie” means thatamount of radioactive material which disintegrates attherateof 37 billion
atoms persecond.

N. “Cyclotron” means a particle accelerator in which the charged particles travel in an outward

spiralorcircularpath. Acyclotronaccelerates charged particles atenergies usually in excess of 10 megaelectron
voltsand iscommonly used for production of short half-life radionuclides for medical use.
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O. “Decommission” means to removea facility or site safely from serviceand reduce residual
radioactivityto a level thatpermits:

@ release of the property for unrestricted use and termination ofthe license; or
2 release of the property under restricted conditions and termination of the license.
P. “Department” means the environment department, its successors, or its predecessors, the

environmentalimprovementagency, or the environmental protection [improvement] division of the [healthand
emvdronment] environment department.

Q. “Depleted uranium” means the source material uranium whichthe isotope uranium-235 is less
than 0.711weight percent of the totaluranium present. Depleted uranium does not include special nuclear material.

R. “Discrete source” means a radionuclide thathas beenprocessed so thatits concentration within a
material has been purposely increased for use for commercial, medical or research activities.

S. “DOE” meansthe United States department of energy established by the Departmentof Energy
Organization Act (Public Law 95-91, 91 Stat. 565,42 U.S.C. 7101 et. seq.) to the extent that the DOE, orits duly
authorized representatives, exercises functions formerly vested in the United States atomic energy commission
(AEC), its chairman, members, officersand components and transferred to the United States energy researchand
development administration (ERDA) and to the administrator thereof pursuantto sections 104(b), (c) and(d) of the
Energy Reorganization Act (Public Law93-438, 88 Stat. 1233 at 1237,42 U.S.C. 5814) and retransferred to the
secretary of energy pursuant to section 301(a) of the Departmentof Energy Organization Act (Public Law95-91,91
Stat.565at577-578,42 U.S.C.7151).

T. “DOT” means the United States department of transportation.

u. “EPA” means the United States environmental protectionagency.

V. “FDA” meansthe United States food and drug administration.

W. “Former U.S. atomic energy commission (AEC) or NRC licensed facilities” means nuclear

reactors, nuclear fuel reprocessing plants, uranium enrichment plants or critical mass experimental facilities where
AEC or NRC licenses have been terminated.

X. “Government agency” means any state or federal executive department, commission,
independentestablishment, corporation, wholly or partly owned by any state or the United States of America which
is an instrumentality of the state or United States, orany board, bureau, division, service, office, officer, authority,
administration or other establishment in the executive branch of the government.

Y. “Hazardous waste” means those wastes designated as hazardous by EPAregulationsin 40 CFR
Part261.

Z. “Healing arts” means those professional disciplines authorized by the laws of this stateto use x-
raysorradioactive materialin the diagnosis or treatment of human oranimal disease.

AA. “Human use” means the internal orexternal administration of radiation or radioactive material to
humanbeings for the purpose of medical diagnosis or therapy.

BB. “Individual” means any human being.

CC. “Inspection” means an officialexamination or observationincluding, but not limitedto, tests,
surveysandmonitoring to determine compliance with rules, regulations, orders, requirements and licenseor
registration conditions of the department.

DD. “License” meansa licenseissued by the departmentin accordance with 20.3 NMAC.

EE. “Licensed material” means radioactive material received, possessed, used, transferred or
disposed of undera general or specific license issued by the department.

FF. “Licensee” meansthe holderofa license.

GG.  “Licensing state” means any state with regulations equivalent tothe suggested stateregulations
forcontrol of radiation (SSRCR) relating to, and aneffective programfor, the regulatory control of NARM (as
defined in 20.3.1.7 NMAC) andwhich has been granted final designation by the conference of radiation contro|
programdirectors, incorporated (CRCPD).

HH.  “Lostor missinglicensed material” means licensed material whose location is unknown. This
definition includes, but is not limited to, material that has beenshipped buthas notreachedits planned destination
and whose location cannot be readily traced in the transportation system.

1. “Major processor” meansa user processing, handlingor manufacturing radioactive material
exceedingtype Aquantities as unsealed sources or material, or exceeding 4 times type B quantities as sealed
sources, but does not include nuclear medicine programs, universities, industrial radiographers or small industrial
programs. TypeAand B quantities are definedin 10 CFR Part71.4.

JJ. “Mixed waste” contains both hazardous waste (as defined by Resource Conservationand
Recovery Act (RCRA) and itsamendments) and radioactive waste (as defined by Atomic Energy Act (AEA) and its
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amendments). Itisjointly regulatedby NRC or NRC'sagreementstatesand EPA or EPA's RCRA authorized states.
The fundamentaland most comprehensive statutory definitionis found in the Federal Facilities Compliance Act
(FFCA) where Section 1004(41) wasaddedto RCRA: “Theterm 'mixed waste' means waste thatcontains both
hazardous wasteand source, specialnuclear, or byproduct material subjectto the Atomic Energy Act.”

KK.  “NARM” meansany naturally occurring or accelerator-produced radioactive material. 1t doesnot
include source orspecial nuclear material.

LL. “Natural radioactivity” means radioactivity of naturally occurring nuclides.

MM. “NRC” meansthe United States nuclear regulatory commission orits duly authorized
representatives.

NN. “Ore refineries” meansall processors of a radioactive material ore including uranium mills or
other source material extraction facilities.

0OO0.  “Particle accelerator” (accelerator) means any machine capable of accelerating electrons,
protons, deuterons or other charged particles in a vacuum and of discharging the resultant particulate or other
radiation intoa medium at energies usually in excess of 1 megaelectronvolt. Forpurposes of this definition,
“accelerator” is an equivalent term. Particle accelerators which intentionally produce radioactive materials or
produceradioactive materials incidental to the operation of anaccelerator shall be subject tothe licensing
requirementsin 20.3.3 NMAC. Particle accelerators which produce radiation for research, diagnostic or therapeutic
purposes shall be subject to the registration requirements in 20.3.2 and 20.3.9NMAC.

PP. “Person” means;

Q) any individual, corporation, partnership, firm, association, trust, estate, public or private
institution, group, governmentagency otherthan NRC or DOE, any state orany political subdivision of orany
political entity within a state, any foreign government or nation orany political subdivision of any such government
or nation, orotherentity;and

(2) any legalsuccessor, representative, agentoragency of theforegoing.

QQ.  “PET” means positron emission tomography.

RR. “Qualified expert” means an individual having the knowledge andtrainingto measure ionizing
radiation, to evaluate safety techniques, andto advise regarding radiation protection needs; forexample, individuals
certified in the appropriate field by the American board of radiology (ABR), or the American board of health
physics (ABHP), orthe Americanboard of medical physics (ABMP) or those having equivalent qualifications.
With reference to the calibration of radiation therapy equipment, anindividual having, in additionto theabove
qualifications, training and experience in the clinical applications of radiation physics to radiation therapy; for
example, individuals certified in therapeutic radiological physics or x-ray and radium physics by the ABR, or those
havingequivalentqualifications. With referenceto providing medical physics services to certified mammographic
facilities, such individuals must meet the requirements as defined by the FDA.

SS. “Radiation” (ionizing radiation), asused in this chapter, means alpha particles, beta particles,
gamma rays, X-rays, neutrons, high-speed electrons, high-speed protons and other particles capable of producing
ions. Radiation,asused in this chapter, does not include non-ionizing radiation, suchas radiowaves or microwaves,
visible, infrared or ultravioletlight.

TT. “Radiation machine” meansany device capable of producing radiation except those devices with
radioactive materialasthe only source of radiation.

Uu. “Radiation safety officer” means one who has the knowledge and responsibility to apply
appropriate radiation protection regulations.

VV. “Radioactive material” means any material in any physical or chemical form which emits
radiation spontaneously.

WW. “Radioactivity” means the transformation of unstable atomic nuclei by theemission of radiation.

XX.  “Radioisotope” (see radioactive material).

YY. “Radionuclide” (see radioactive material).

ZZ. “Registrant” means a holder of a registrationandany person whois registered or legally
obligated toregister with the department pursuantto 20.3.2 NMACor20.3.9NMAC.

AAA. “Registration” (certificate of registration) meansa registration issued by the department pursuant
t020.3.2 NMAC 0r20.3.9 NMAC.

BBB. “Regulation” meansany rule adopted pursuant tothe act.

CCC. “Regulations ofthe U.S. department of transportation” (DOT) means the regulationsin 49
CFR Parts 100-185.

DDD. “Researchand development” means:

1) theoretical analysis, exploration or experimentation; or
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(2) the extension of investigative findings and theories of a scientific or technical nature into
practical application for experimental and demonstration purposes, including the experimental pro duction and
testingof models, devices, equipment, materials and processes. Researchand developmentdoes notincludethe
internal orexternal administration of radiation or radioactive material to human beings.

EEE. <“Sealedsource” meansanyradioactive materialthatisencasedin a capsule designed to prevent
leakage orescapeof theradioactive material.

FFF. “Sealedsource and device registry” means the national registry that contains all the registration
certificates, generated by both NRC and the agreementstates that summarize theradiation safety information for the
sealed sourcesanddevices and describe the licensingand use conditions approved for the product.

GGG. “Secretary” meansthesecretary of the New Mexico environment department.

HHH. “SI” meansthe international system of units.

1. “Site boundary” means that line beyond which the land or property is not owned, leased or
otherwise controlled by the licensee or registrant.

JJJ.  “Source material” means:

@ uranium orthorium, orany combination thereof, in any physical or chemical form; or

)] ores that contain by weight one-twentieth of one percent (0.05 percent) or more of
uranium, thorium orany combination thereof; source material does not include special nuclear material.

KKK. “Source material milling” meansany activity which results in the production of byproductas
defined in Paragraph (2) of Subsection F of this section.

LLL. <“Sourceof radiation” meansany radioactivematerial, deviceorequipment emitting or capable
of producingradiation.

MMM. “Special formradioactive material” means radioactive materialthat satisfies the conditions in
10CFR71.75

NNN. “Special nuclear material” means:

@) plutonium, uranium-233, uranium enriched in the isotope 233 or in the isotope 235, and
any other material which the NRC, pursuantto the provisions of Section 51 of the Atomic Energy Act determinesto
be special nuclear material, but does not include source material; or

)] any materialartificially enriched by any of the foregoing butdoes notincludesource
material.

OOO. “Special nuclear materialin quantities not sufficient to form a critical mass” means uranium
enriched in the isotope U-235 in quantities notexceeding 350 grams of contained U-235; uranium-233in quantities
not exceeding 200 grams; plutonium in quantities notexceeding 200 grams or any combination of them in
accordancewith the following formula: foreach kind of special nuclear material, determine the ratio betweenthe
quantity of thatspecial nuclear material and the quantity specified above for the same kind of special nuclear
material. The sum of suchratios forallof the kinds of special nuclear materialin combination shall not exceed 1
(i.e. unity). Forexample,thefollowing quantities in combinationwould not exceed the limitation and are within the
formula: 175 (grams contained U-235)/350 +50 (grams U-233)/200+ 50 (grams Pu)/200 =1.

PPP.  “Test” meansamethod for determiningthe characteristics of conditions of sources of radiationor
components thereof.

QQQ. “These regulations” meansall partsof20.3NMAC.

RRR. “Unrefined and unprocessed ore” means ore in its natural form prior to any processing such as
grinding, roasting, beneficiating or refining.

SSS.  “Waste” (radioactive waste) means those low-level radioactive wastes containing radioactive
material which isacceptable for disposal in a land disposal facility. Forthe purposes of this chapter, excluded from
the definition of “waste” are:

@ high-levelradioactive waste or spent nuclear fuelas defined in section 2 of the Nuclear
Waste Policy Act;

)] transuranic wasteas defined in section 11.(ee) ofthe Atomic Energy Act;or

?3) byproduct materialas definedin Paragraphs (2), (3), (4) and (5) of the definition of
byproduct material set forth in this section.

[20.3.1.7 NMAC -Rp, 20.3.1.7NMAC, 4/30/2009; A, 6/13/2017; A, 8/10/2021]
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Thisisan amendmentto 20.3.3 NMAC, Sections 7,301, 302,304, 305, 306,307,310and 315 effective
8/10/2021

20.3.3.7 DEFINITIONS:

A “Alert” means eventsthatmayoccur, arein progress, or have occurredthat could lead to a release
of radioactivematerial butthatthe releaseis not expected torequire a response by offsite response organizations to
protect persons offsite.

B. “Principal activities” means activities authorized by the license which areessential to achieving
the purpose(s) forwhich the license was issued or amended. Storage during which no licensed material isaccessed
foruse ordisposalandactivities incidental to decontamination or decommissioning arenot principal activities.

C. “Site area emergency” means events thatmay occur, are in progress, or have occurred that could
lead to a significantrelease of radioactive material and thatcould require a response by offsite response
organizations to protect persons offsite.

D. “Indian [tribe] Tribe” meansan Indianor Alaska native [tribe] Tribe, band, nation, pueblo,
village, or community that the secretary of theinterior acknowledges to exist asan Indian [tribe] Tribe pursuant to
the Federally Recognized Indian Tribe List Act of 1994,25 U.S.C.479%a.

E. “Tribalofficial” meansthe highestranking individual that represents [tribe] Tribe leadership,
such asthe chief, president, or [tribe] Tribe council leadership.
F. “Unrefined and unprocessed ore” means ore in its natural form prior to any processing, such as

grinding, roasting or beneficiating, or refining. Processing does not include sieving or encapsulationof ore or
preparation of samples for laboratory analysis.
[20.3.3.7 NMAC - N, 4/30/2009; A, 6/13/2017; A, 8/10/2021]

20.3.3.301 EXEMPTIONS - UNIMPORTANT QUANTITIES OF SOURCE MATERIAL:

A Any person isexemptfrom therequirements in this partto the extentthat such person receives,
possesses, uses, transfers or delivers source material in any chemical mixture, compound, solution oralloy in which
the source materialis by weight less than one twentieth of onepercentof the mixture, compound, solutionor alloy.
The exemption contained in this subsection does notinclude byproduct material as defined in Paragraph (2) of
SubsectionFof 20.3.1.7NMAC.

B. Any person isexemptfrom therequirements in this partto the extentthat such person receives,
possesses, uses or transfers unrefined and unprocessed ore containing source material; providedthat, exceptas
authorizedin a specific license, such person shall not refine or process suchore.

C. Any person isexemptfrom therequirements for a license set forth in [section-620ftheAtomic
Energy] the Radiation Protection Act, Sections 74-3-1through 16 NMSA 1978 and from theregulations in this part
andin 10 CFR Parts19,20,and 21 to the extent that such person receives, possesses, uses or transfers:

@ any quantities of thorium contained in:
(@) incandescent gas mantles;
(b) vacuum tubes;
(©) weldingrods;
(d) electric lamps forilluminating purposes; provided, thateachlamp does not
contain more than50 milligrams of thorium;
(e) germicidal lamps, sunlamps, and lamps for outdoor or industrial lighting;
provided, that each lamp does not contain more thantwo grams of thorium;
() rare earth metals and compounds, mixtures and products containingnot more
than one fourth of onepercentby weight, thorium, uranium orany combination ofthese; or
9) personnel neutron dosimeters; provided, thateach dosimeter does not contain
more than50 milligrams of thorium;
)] source material contained in the following products:

(@ glazed ceramic tableware manufactured before August27,2013, provided that
the glaze does not contain more thantwenty percentby weight source material;

(b) glassware, containing not more thantwo percent by weight source material or,
forglassware manufactured before August27,2013, ten percent by weight source material; but not including
commercially manufactured glass brick, paneglass, ceramic tile or other glass, glass enamel or ceramic used in
construction;

(©) glass enamel or glass enamel frit containing not morethanten percentby weight
source materialimported or ordered forimportation into the United States, orinitially distributed by manufacturers
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in the United States, before July 25,1983 (On July 25,1983, theexemption of glass enamel frit was suspended. The
exemptionwas eliminated on September 11,1984); or

(d) piezoelectric ceramic containing not morethantwo percent by weight source
material;
?3) photographic film, negativesand prints containing uranium or thorium;
4) any finished product or part fabricated of, or containing, tungsten or magnesium-thorium

alloys, provided that the thorium content of thealloy does not exceed four percentby weight and thatthis exemption
shallnot be deemed to authorize the chemical, physical or metallurgical treatment or processing of any such product
or part;

(5) uranium contained in counterweights installed in aircraft, rockets, projectiles and
missiles, or stored orhandled in connection with installation or removal of such counterweights; provided, that:
(@) each counterweight has beenimpressed with the following legend clearly legible

through any plating or other covering: “depleted uranium.” (the requirements specified in Subparagraphs (a)and (b)
of this paragraph need not be metby counterweights manufactured prior to December 31, 1969; provided, that such
counterweightsare impressed with thelegend, “caution - radioactive material - uranium”);

(b) each counterweight isdurablyand legibly labeled or marked with the
identification ofthe manufacturer and the statement: “unauthorized alterations prohibited”; (the requirements
specified in Subparagraphs (a) and (b) of this paragraph need not be met by counterweights manufactured prior to
December 31, 1969; provided, thatsuch counterweights are impressed with the legend, “caution - radioactive
material - uranium”);

(© the exemption contained in this paragraphshallnot be deemedto authorize the
chemical, physical or metallurgical treatment or processing of such counterweights other than repair or restoration of
any plating or other covering; and

(d) consistentwith 10 CFR 40.56, the counterweights arenot manufactured for
military purpose using Australian-obligated source material;
6) natural or depleted uranium metal used as shielding constituting part ofany shipping

container which is conspicuously and legibly impressed with the legend, “caution - radioactive shielding - uranium”
and the uranium metal isencased in mild steel or equally fire resistant metal of minimum wall thickness of one-
eighth of an inch (3.2 millimeters);

) thorium oruranium contained in or on finished optical lenses and mirrors, provided that
each lensormirror does not contain more thanten percent by weight of thorium or uranium or, for lenses
manufactured before August27, 2013, thirty percentby weight of thorium; and that the exemption contained in this
paragraphdoes notauthorize either:

@) the shaping, grinding or polishing of such lens or mirror or manufacturing
processes other thanthe assembly of such lens or mirrorinto optical systems and devices withoutany alternation of
the lens; or

(b) the receipt, possession, use or transfer of uraniumor thorium contained in
contactlenses, spectacles, eyepieces in binoculars or other optical instruments;
8) uranium contained in detector heads for use in fire detection units, provided that each
detector head contains not more than 0.005 microcurie of uranium; or
9 thorium contained in any finished aircraft engine part containing nickel-thoria alloy,
provided, that:
(@ the thorium s dispersed in the nickel-thoria alloy in the form of finely divided
thoria (thorium-dioxide);and
(b) the thorium content in the nickel-thoria alloy does not exceed four percentby
weight.
D. No person may initially transfer forsale or distributiona productcontaining source material to

personsexemptin accordancewith 10 CFR 40.13(c), orequivalentregulations of an agreementstate, unless
authorized by a license issued pursuant to 10 CFR 40.52to initially transfer such products for sale or distribution.

@) Persons initially distributing source material in products covered by theexemptions in
this paragraph 10 CFR 40.13(c) before August 27,2013, withoutspecific authorization may continuesuch
distribution for 1 yearbeyondthis date. Initial distributionmay also be continued until the NRC commission takes
finalaction ona pendingapplication for license or license amendmentto specifically authorize distribution
submitted no laterthan1 yearbeyondthis date.

2) Persons authorized to manufacture, process, or produce these materials or products
containing source material by anagreementstate, and persons who import finished products of parts, for sale or

20.3.3NMAC 2



distribution mustbe authorized by a license issued pursuant to 10 CFR 40.52 for distribution only and are exempt
from the requirements of 10CFR 19 and 10 CFR 20 [20-3-3NMACand20-34NMAC],and 10CFR 40.32(b) and

(©).

E. The exemptions in Subsection C of this section do not authorize the manufacture of any ofthe
products described.
[20.3.3.301NMAC -Rp, 20.3.3.30L NMAC, 4/30/2009; A, 8/10/2021]

20.3.3.302 EXEMPTIONS - RADIOACTIVE MATERIAL OTHER THAN SOURCE MATERIAL.:
A. Exempt concentrations.

1) Exceptasprovided in Paragraphs (3) and (4) of this subsection, any person is exempt
from the license requirements in this part to the extent thatsuch person receives, possesses, uses, transfers, owns or
acquires products or materials containing radioactive material in concentrations not in excess ofthose listed in
20.3.3.329NMAC.

2 This subsectionshall not be deemedto authorizethe importof radioactive material or
products containing radioactive material.
3) A manufacturer, processor or producer of a product or material is exempt from the

license requirements in this part to the extent that they transfer radioactive material contained in a product or
material in concentrations not in excess of those specifiedin 20.3.3.329 NMAC and introduced into the product or
material by a licensee holdinga specific license issued by the NRC expressly authorizing such introduction. This
exemptiondoes not apply to the transfer of radioactive material containedin any food, beverage, co smetic, drugor
othercommodity or product designed for ingestion or inhalation by, orapplication to, a humanbeing.

()] No person may introduce radioactive material into a productor material knowing or
havingreasonto believe that it will be transferred to persons exempt under this subsection or equivalentregulations
of the NRC oran agreementstate, exceptin accordance with a specific license issued pursuant to Paragraph (1) of
Subsection Aof 20.3.3.315NMAC.

B. Exempt quantities.

@ Except as provided in Paragraphs (3) through (5) of this subsection, any person is exempt
from the license requirements in this part to the extent thatsuch person receives, possesses, uses, transfers, owns or
acquires radioactive material in individual quantities each of which does notexceed theapplicable quantity set forth
in 20.3.3.330NMAC.

2 Any person who possesses byproduct material received or acquired prior to September
25,1971 underthe general license thenprovided in 10 CFR 31.4orsimilar general license of an agreement state, is
exempt from the requirements for a license set forth in this partto the extentthatsuch person possesses, uses,
transfers or owns byproduct material.

3) This subsectiondoes notauthorize for the purposes of commercial distributionthe
production, packaging, repackaging or transfer of radioactive material or the incorporation of radioactive material
into products intended for commercial distribution.

4) No person may, for purposes of commercial distribution, transfer radioactive material in
the individual quantities set forth in 20.3.3.330NMAC, knowing or having reason to believe thatsuch quantities of
radioactive material will be transferred to persons exempt under this subsection or equivalent regulations of the
NRC oran agreementstate, exceptin accordance with a specific license issued by the NRC pursuantto 10 CFR
32.18 which license states that the radioactive material may be transferred by thelicensee to persons exempt under
this subsectionorthe equivalentregulations of the NRC oranagreementstate.

5) No person may, for purposes of producingan increased radiation level, combine
quantities of radioactive material covered by this exemption so thatthe aggregate quantity exceed the limits set forth
in 20.3.3.330NMAC, except for radioactive material combined within a device placed in use before May 3, 1999, or
asotherwise permitted by therules in this chapter.

C. Exemptitems.

1) Certainitems containing radioactive material. Any personwho desiresto apply
byproduct material to, or to incorporate byproduct material into, the products exempted in this paragraph, orwho
desiresto initially transfer for sale or distribution such products containing byproductmaterial, shallapply fora
specific license to NRC pursuant to 10 CFR 32.14, which license states that the product may be distributed by the
licensee to persons exemptfrom theregulations pursuantto this paragraph orequivalent NRC oragreement state
regulations. Except for persons whoapply radioactive material to, or persons who incorporate radioactive material
into, the following products, or persons who initially transfer for sale or distribution (specifically licensed by NRC
pursuantto 10 CFR 32.14) the following products containing radioactive material, any person is exempt fromthe
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license requirements in this part to the extent that such personreceives, possesses, uses, transfers, owns oracquires
the following products:

@) timepieces orhands or dials containing not morethanthe following specified
quantities of radioactive materialand notexceeding thefollowing specified levels of radiation:
(1) 25 millicuries (925 megabecquerels) of tritium per timepiece;

(i) 5 millicuries (185 megabecquerels) of tritium perhand,;

(iii) 15 millicuries (555 megabecquerels) of tritium perdial (bezelswhen
used shallbe considered as part of the dial);

(iv) 100 microcuries (3.7 megabecquerels) of promethium-147 perwatch
handor200 microcuries (7.4 megabecquerels) of promethium-147 perany other timepiece;

V) 20 microcuries (0.74 megabecquerel) of promethium-147 perwatch
handor40 microcuries (1.48 megabecquerels) of promethium-147 per other timepiece hand;

(vi) 60 microcuries (2.22 megabecquerels) of promethium-147 perwatch
dialor 120 microcuries (4.44 megabecquerels) of promethium-147 per other timepiece dial (bezels whenused shall
be consideredas partof thedial);

(vii)  thelevelsof radiation from hands and dials containing promethium-147
shallnot exceed, whenmeasured through 50 milligrams per square centimeter of absorber: 1) forwrist watches, 0.1
millirad (1 milligray) per hourat 10 centimeters from any surface; 2) for pocket watches, 0.1 millirad (1 milligray)
perhourat 1 centimeter fromanysurface; or 3) forany other timepiece, 0.2 millirad (2 milligray) perhourat 10
centimeters fromany surface; or

(viii) 1 microcurie (37 kilobecquerels) of radium-226 per timepiecein intact
timepieces manufactured priorto November 30, 2007;

(b) Static elimination device. Devices designed for use as static eliminators which
contain, as a sealed sourceor sources, byproduct material consisting of a total of not more than 500 microcuries
(18.5 megabecquerels) of polonium-210 per device.

(c) lon generatingtube. Devices designed for ionization of air which contain, asa
sealed source or sources, byproduct material consisting of a total of notmore than 500 microcuries (18.5
megabecquerels) of polonium-210 per device ora total of notmore than 50 millicuries (1.85 gigabecquerels) of
hydrogen-3 (tritium) per device.

(d) [¢6)] precision balances containing not more than 1 millicurie (37 megabecquerels) of
tritium per balance ornotmore than 0.5 millicurie (18.5 megabecquerels) of tritium per balance part manufactured
before December 17,2007,

(e) [(d)] [RESERVED];

(f) [(&)] marine compasses containingnotmore than 750 millicuries (27.8
gigabecquerels) of tritium gas and other marine navigational instruments containing not more than 250 millicuries
(9.25 gigabecquerels) of tritium gas manufactured before December 17,2007,

(9) [€B)] ionizationchamber smoke detectors containingnotmore than 1 microcurie (37
kilobecquerels) of americium-241 per detector in the form of a foiland designed to protect life and property from
fires;

(h) [¢6)] electron tubes; provided, that each tube does not contain morethanoneof the
following specified quantities ofradioactive material (for purposes of this exemption, “electrontubes” include spark
gap tubes, powertubes, gas tubes including glow lamps, receiving tubes, microwaves tubes, indicator tubes, pick -up
tubes, radiation detectiontubes and any other completely sealed tubethat is designed to conduct or control electrical
currents):

() 150 millicuries (5.55 gigabecquerels) of tritium per microwave receiver
protector tube or 10 millicuries (370 megabecquerels) of tritium perany other electron tube;

(i) 1 microcurie (37 Kilobecquerels) of cobalt-60;

(iii) 5 microcuries (185 kilobecquerels) of nickel-63;

(iv) 30 microcuries (1.11 megabecquerels) of krypton-85;

V) 5 microcuries (185 kilobecquerels) of cesium-137;

(vi) 30 microcuries (1.11 megabecquerels) of promethium-147; and
provided further, that the levels of radiation from eachelectrontube containing radioactive materials do notexceed
1 millirad (10 milligray) perhourat 1 centimeter from any surface when measured through 7 milligrams per square
centimeter of absorber; and

(i) [A)] ionizingradiation measuringinstruments containing, for purposes ofinternal
calibration or standardization, one or more sources of radioactive material; provided, that:
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() each source contains nomore than one exempt quantity set forthin
20.3.3.330NMAC;

(i) each instrument contains no more thanten exempt quantities; for this
requirement, an instrument's source(s) may contain either one type or different types of radionuclidesand an
individual exempt quantity may be composed of fractional parts of one or more of the exempt quantities in
20.3.3.330NMAC providedthatthe sum of such fractions shallnot exceed unity; and

(iii) forpurposes of this subparagraph, 0.05 microcurie (1.85
kilobecquerels) of americium-241 is considered an exempt quantity under 20.3.3.330 NMAC.

)] Self-luminous products containing tritium, krypton-85, promethium-147 or radium-
226.

@) Except for persons who manufacture, process, produce, or initially transfer for
sale or distribution self-luminous products containing tritium, krypton-85, promethium-147 or radium-226, and
exceptas provided in Subparagraph (c) of this paragraph, any person is exemptfrom the license requirements in this
part tothe extent thatsuch personreceives, possesses, uses, transfers, owns oracquires tritium, krypton-85,
promethium-147 orradium-226 in self-luminous products manufactured, processed, produced or initially transferred
in accordancewith a specific license issued by the NRC pursuantto 10 CFR 32.22which licenseauthorizes the
initial transfer of the product for use under this paragraph.

(b) Any person who desires to manufacture, process or produce, or initially transfer
forsale ordistribution self-luminous products containing tritium, krypton-85 or promethium-147 for use pursuant to
Subparagraph (a) of this paragraph, shallapply to NRC fora license pursuantto 10 CFR32.22, and for a certificate

of regrstratron in accordance with 10 CFR 32 ZIO[MMMWMM

(© The exemptionin this paragraph does notapply totritium, krypton-85, promethium-147 or radium-226
used in products primarily for frivolous purposes or in toys oradornments.
3) Radium-226acquired previously. Any person is exempt from the licensing
requirements in this part to theextent that such person possesses, uses or transfers, articles containing less than 0.1
microcurie (3.7 kilobecquerels) of radium-226 which were acquired priorto May 3, 1995 (the date whenthese rules
were codified).
4) Gasandaerosol detectors containing radioactive material.
€)] Except for persons who manufacture, process, produceor initially transfer for
sale or distribution gas and aerosol detectors containing byproduct material, any person is exemptfrom the licensing
requirementsin this part to theextent that such person receives, possesses, uses, transfers, owns or acquires
byproduct material, in gas and aerosol detectors designed to protect life or property [fromfiresandairborne
hazards], and manufactured, processed, produced or initially transferred in accordance with a specific license issued
by the NRC, pursuantto 10 CFR 32.26, which license authorizes the initial transfer of the product for use under this
paragraph. Thisexemptionalso covers gasandaerosol detectors manufactured or distributed before November 30,
2007 in accordance with a specific license issued by the department, agreementstate or non-agreement state under
comparable provisions to 10 CFR 32.26 authorizing distribution to persons exempt from regulatory requirements.
(b) Any person who desires to manufacture, process or produce gas and aerosol
detectors containing byproduct material, or to initially transfer such products for use pursuant to Subparagraph (a) of
thrs paragraph shallapply fora Ilcense to theNRC pursuantto 10 CFR 32.26, [

thls paragraph and fora certlflcate ofreglstratlon in accordance Wlth 10 CFR 32 210
5) Certainindustrial devices.

@) Except for persons who manufacture, process, produce, or initially transfer for
sale or distribution industrial devices containing byproduct material designed and manufactured for the purpose of
detecting, measuring, gauging or controlling thickness, density, level, interface location, radiation, leakage, or
qualitative or quantitative chemical composition, or for producing an ionized atmosphere, any person is exempt from
the requirements for a license set forth in section 81 of the Atomic Energy Act of 1954, asamended and from the
regulationsin 10 CFR parts 19, 20, 21, 30 through 36, and 39 to the extent that such personreceives, possesses,
uses, transfers, owns, oracquires byproduct material, in these certain detecting, measuring, gauging, or controlling
devicesand certain devices for producing anionized atmosphere, and manufactured, processed, produced, or
initially transferred in accordance with a specific license issued under 10 CFR 32.30 of this chapter, which license
authorizesthe initial transfer of thedevice for use under this section. Thisexemptiondoes not cover sources not
incorporated into a device, suchas calibration and reference sources.
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(b) Any person who desires to manufacture, process, produce, or initially transfer
forsale ordistribution industrial devices containing by product material for use under subparagraph (a) of this
paragraph, should apply fora license under 10 CFR 32.30andfora certificate of registration in accordance with 10
CFR 32.210.

D. Radioactivedrug - capsules containing carbon-14 urea for “in vivo” diagnostic use for
humans.

@ Exceptas provided in Paragraphs (2) and (3) of this subsection, any person is exempt
from the requirements fora licenseset forth in this partand 20.3.7 NMAC provided that such person receives,
possesses, uses, transfers, owns oracquires capsules containing 1microcurie (37 kilobecquerels) carbon-14 urea
(allowing fornominal variation thatmay occur during the manufacturing process) each, for “in vivo” diagnostic use
forhumans.

2 Any person who desires to use the capsules for research involvinghuman subjects shall
apply forand receive a specific license pursuant t020.3.7 NMAC.
3) Any person who desires to manufacture, prepare, process, produce, package, repackage

or transfer forcommercial distributionsuch capsules shallapply forand receive a specific license by NRC pursuant
to 10CFR 32.21.

()] Nothingin this section relieves persons from complying with applicable FDA, other
federaland state requirements governing receipt, administration and use of drugs.
[20.3.3.302NMAC -Rp, 20.3.3.302NMAC, 4/30/2009; A, 8/10/2021]

20.3.3.304 GENERAL LICENSES-SOURCE MATERIAL:

A General license to receive title to source material or byproduct material (asdefinedin
Paragraph (2) of Subsection F of 20.3.1.7 NMAC). A generallicense is hereby issued authorizing thereceipt of
title to source material or byproduct material (as defined in Paragraph (2) of Subsection Fof 20.3.1.7 NMAC)
without regardto quantity. Thisgenerallicense does not authorizeany personto receive, possess, deliver, use or
transfer source material or byproduct material (as defined in Paragraph (2) of Subsection Fof 20.3.1.7 NMAC).

B. Small quantities of source material.

A generallicense is hereby issued authorizing commercial and industrial firms; research, educational, and medical
institutions; and federal, state, and local government agencies to receive, possess, use, and transfer uraniumand
thorium, in their natural isotopic concentrations and in the form of depleted uranium, for research, development,
educational, commercial, or operational purposes in the following forms and quantities:

@) No more than 1.5 kg (3.3 Ib) of uraniumand thorium in dispersible forms (e.g., gaseous,
liquid, powder, etc.) atany one time. Any material processed by the general licensee thatalters the chemical or
physical form of the material containing source material mustbe accounted forasa dispersible form. Aperson
authorizedto possess, use, and transfer source material under Subsection B of this section may not receive more
thanatotalof 7 kg (15.4 Ib) of uraniumand thorium in any one calendar year. Persons possessing source material in
excess of these limitsas of August 27,2013, may continue to possess up to 7 kg (15.4 Ib) of uranium andthorium at
any onetime forone year beyondthis date, or until the department takes finalaction on a pending application
submitted on or before August 27,2014, for a specific license for such materialandreceiveup to 70kg (154 Ib) of
uraniumorthoriumin anyonecalendar year until December 31,2014, or until the departmenttakes final action ona
pendingapplicationsubmitted on or before August 27,2014, for a specific license for such material; and

2 no more thana total of 7 kg (15.4 Ib) of uraniumandthoriumatany onetime. Aperson
authorizedto possess, use, and transfer source material under Subsection B of this section may not receive more
thanatotal of 70 kg (154 Ib) of uranium andthorium in any one calendar year. A person may notalter the chemical
or physical form ofthe source material possessed under this paragraph unless it is accounted for under the limits of
Subsection B(1) of this section; or

3) nomorethan7 kg (15.4 Ib) of uranium, removed during the treatment of drinking water,
atanyonetime. Aperson maynotremove more than 70 kg (154 Ib) of uranium from drinking water duringa
calendaryear under Subsection B of this section; or

4) nomore than7 kg (15.4 Ib) of uranium and thorium at laboratories for the purpose of
determining the concentration of uraniumand thorium contained within the material beinganalyzed atany onetime.
A person authorizedto possess, use, and transfer source material under Subsection B of this section may notreceive
more thana totalof 70 kg (154 Ib) of source material in any one calendar year.

C. Any person who receives, possess, uses, or transfers source material pursuantto thegeneral
license in Subsection B of this section:
@ is prohibited from administering source material, or the radiation
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therefrom, either externally or internally, to humanbeings exceptas may be authorized by thedepartment in a
specific license;

2 shallnot abandon such source material. Source material may be disposed ofas follows:

@) A cumulative total of 0.5kg (1.1 Ib) of source material in a solid, non-
dispersible form may be transferred each calendar year, by a person authorizedto receive, possess, use, and transfer
source materialundera general license to persons receiving the material for permanent disposal.

(b) The recipient of source material transferred under the provisions of this section
is exemptfrom therequirements to obtain a license under this part to the extent the source material is permanently
disposed. This provision does not apply to any personwho is in possession of source material undera specific
license issued under this chapter or in accordance with 20.3.4.433NMAC.

3) is subject to the provisions in accordance with 10 CFR40.1through40.10,10 CFR
40.41(a)through(e), 10 CFR 40.46,10 CFR40.51,10CFR 40.56,10 CFR 40.60through40.63,10 CFR 40.71, 10
CFR 40.81,andthe equivalent regulations in 20.3.3 NMAC; and

(O] shallnot export such source material exceptin accordance with 10 CFR110.

D. Any person who receives, possesses, uses, or transfers source material in accordance with
subsection B of this section shall conduct activities so as to minimize contamination of the facility and the
environment. Whenactivities involving such source material are permanently ceasedatanysite, if evidence of
significant contamination is identified, the general licensee shall notify the departmentby an appropriate method
listed in 20.3.1.116 NMAC about such contamination and may consult with the department as to theappropriateness
of samplingand restorationactivities to ensure that any contamination or residual source material remainingat the
site where source material was used under this general license is not likely to result in exposures that exceed the
limits in 20.3.4.426 . BNMAC.

E. Any person who receives, possesses, uses, or transfers source material in accordance with the
generallicense granted in Subsection B of this section is exempt from the provisions of 20.3.10NMAC, and 20.3.4
NMAC to the extent thatsuch receipt, possession, use, and transfer are within the terms of this general license,
except that such personshall comply with the provisions of 20.3.4.426.ANMAC and20.3.4.433NMAC to the
extent necessary to meet the provisions of 20.3.3.304.BNMAC. However, this exemption does not apply to any
person who alsoholds a specific license issuedunder 20.3.3NMAC.

F. No person may initially transfer or distribute source material to persons generally licensed under
Paragraph (1) and (2) Subsection B [(Lard-{2)] of this Section, or equivalent requlations of anagreementstate,
unless authorized by a specific license in accordance with 10 CFR40.54 [and] or equivalent provisions ofan

agreementstate [regulationsunder20.3.3-307NMAC]. Thisprohibitiondoesnot apply to analytical laboratories
returning processed samplesto the client who initially provided the sample. Initial distribution of source materialto
persons generally licensed by Subsection A of this section before August27, 2013, without specific authorization
may continue for 1 yearbeyondthis date. Distribution may also be continued untilthe NRC takes finalactionon a
pendingapplicationfora license or license amendment to specifically authorize distribution submitted on or before
August 27,2014,

G. Depleted uranium inindustrial products and devices.

@ A generallicense is hereby issued to receive, acquire, possess, use ortransfer, in
accordancewith the provisions in Paragraphs (2), (3), (5) and (6) of this subsection, depleted uranium contained in
industrial products or devices for the purpose of providinga concentrated massin a small volume ofthe product or
device.

)] The generallicense in Paragraph (1) of this subsection applies only to industrial products
or deviceswhich have beenmanufactured or initially transferred either in accordance with a specific license issued
to the manufacturer of the products or devices pursuantto Subsection L of 20.3.3.315 NMAC or in accordance with
a specific license issued by the NRC oranagreementstate whichauthorizes manufacture of the products or devices
fordistributionto persons generally licensed by the NRC oran agreement state.

3) Personswho receive, acquire, possess or use depleted uranium pursuantto the general
license established by Paragraph (1) of this subsection shall file a form, registration certificate - use of depleted
uraniumunder general license, with the department. The form shall be submitted within 30 days after the first
receipt oracquisition of such depleted uranium. The general licensee shall furnish onthe registrationform the
following information and such other informationas may be required by thatform:

(@ nameandaddress of the general licensee;

(b) a statement that the general licensee has developed and willmaintain procedures
designed to establish physical control over the depleted uranium described in Paragraph (1) of this subsection and
designed to prevent transfer of such depleted uraniumin any fom, including metal scrap, to persons not authorized
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to receive the depleted uranium;and

(© nameandtitle, address and telephone number ofthe individual duly authorized
toact forandon behalf of thegeneral licensee in supervising the procedures identified in Subparagraph (b) of this
paragraph.

4 The general licensee possessing or using depleted uranium under thegeneral license
established by Paragraph (1) of this subsection shall report in writing to the department any changes in information
furnished by them in the form registration certificate-use of depleted uraniumunder general license. The report
shallbe submitted within 30 days after theeffective date of such change.

5) A person, who receives, acquires, possesses or uses depleted uranium pursuantto the
generallicense established by Paragraph (1) of this subsection:
@) shallnot introduce such depleted uranium, in any form, into a chemical, physical

or metallurgical treatment or process, except a treatment or process for repair or restoration of any plating or other
covering of the depleted uranium;

(b) shallnot abandon such depleted uranium;

(© shalltransfer ordispose of such depleted uranium only by transfer in accordance
with the provisions 0f20.3.3.323 NMAC,; in the case wherethe transferee receives the depleted uranium pursuant to
the generallicense established by Paragraph (1) of this subsection, the transferor shall furnish thetransferee a copy
of this subsection and a copy of the registration form; in cases where thetransferee receives the depleted uranium
pursuantto a general license contained in the NRC oragreement state's regulation equivalent to this subsection,
Subsection C of 20.3.3.304 NMAC, thetransferor shall furnish the transferee a copy of this subsection anda copy of
the registration form accompanied by a note explaining that use of the product or device is regulated by the NRC or
agreementstateunder requirements substantially the same as those in this subsection;

(d) shallreport in writing, within 30 days ofany transfer, to the department the
nameandaddress of the person receiving the depleted uranium pursuant to such transfer;and

(e) shallnot export such depleted uranium except in accordance with a license
issued by the NRC pursuantto 10 CFR 110.
6) Any person receiving, acquiring, possessing, using or transferring depleted uranium

pursuantto thegeneral license established by Paragraph (1) of this subsection is exempt from the requirements of
20.3.4NMAC and20.3.10 NMACwith respectto the depleted uranium covered by that general license.
[20.3.3.304NMAC - Rp, 20.3.3.304NMAC, 4/30/2009; A, 8/10/2021]

20.3.3.305 GENERAL LICENSES -RADIOACTIVE MATERIALOTHER THAN SOURCE
MATERIAL:

B. Certain detecting, measuring, gauging or controlling devices and certain devices for
producing lightor anionized atmosphere.
@) A generallicense is hereby issued as required by Subparagraph (m) of Paragraph (3) of

this Subsection to commercialand industrial firms and research, educationaland medical institutions, individuals in
the conduct of their business, and federal, stateor local governmentagenciesto receive, acquire, possess, use or
transfer, in accordance with the provisions of Paragraphs (2), (3), and (4) of this subsection, [radicactive] byproduct
material contained in devices designed and manufactured for the purpose of detecting, measuring, gauging or
controllingthickness, density, level, interface location, radiation, leakage, or qualitative or quantitative chemical
composition, or for producing light oran ionized atmosphere, and the device has beenregistered in the sealed source
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and device registry.

2 The generallicense in Paragraph (1) of this subsectionapplies only to [radicactive]
byproduct material contained in devices which have been manufactured or initially transferred and labeled in
accordancewith the specifications contained in:

€)] a specific license issued by the department pursuantto Subsection E of
20.3.3.315NMAC;or

(b) an equivalentspecific license issued by the NRC oran agreement state; or

(c) an equivalentspecific license issued by a state with provisions comparable to

Subsection E of 20.3.3.315 NMAC. The devices must have beenreceived from one of the specific licensees
described in this paragraph, or through a transfer made under Subparagraph (h) of Paragraph (3) of this subsection.

3) Any person who receives, acquires, possesses, uses or transfers [radioactive] byproduct
material in a device pursuant tothe general license in Paragraph (1) of this subsection shall comply with the
following.

@) The general licensee shallassure that all labels affixed to thedeviceatthe time
of receipt and bearinga statementthat removal of the label is prohibitedare maintained thereonand shallcomply
with all instructions and precautions provided by such labels.

(b) The generallicensee shallassure that the device is tested for leakage of
radioactive material and proper operation of the on-off mechanism andindicator, if any, atno longer than six month
intervals orat suchotherintervals asare specified in the label; however:

() devices containingonly krypton need not be tested for leakage of
radioactive material; and

(i) devices containing only tritium or not morethan 100 microcuries (3.7
megabecquerels) of other beta or gamma emitting material or 10 microcuries (0.37 megabecquerel) of alpha
emittingmaterialand devices held in storage in the original shipping container prior to initial installation neednot
be tested forany purpose.

© The general licensee shallassure that thetest required by Subparagraph (b) of
Paragraph (3) of this subsectionand other testing, installation, servicingand removal from installation involving the
radioactive materials, its shielding or containment are performed:

() in accordancewith the instructions provided by the labels; or
(i) by a person holdinga specific license pursuant to this partfromthe
department,the NRC, oranagreementstateto perform such activities.
(d) The general licensee shall maintain records showing compliance with the

requirements of Subparagraphs (b) and (c) of Paragraph (3) of this subsection. The records must show the results of
tests. The records mustalso showthe dates of performance of, and the names of persons performing, testing,
installing, servicingand removing from the installation radioactive materialandits shieldingor containment. The
licensee shallretain theserecords as follows:

(i) eachrecordof atest for leakage or radioactive material required by
Subparagraph (b) of Paragraph (3) of this subsection shall be retained for three years afterthe nextrequired leak test
is performed or untilthe sealed source is transferred or disposed of;

(i) each record of atest of the on-off mechanism and indicator required by
Subparagraph (b) of Paragraph (3) of this subsectionshall be retained for three years after the nextrequired test of
the on-off mechanism and indicator is performed or until the sealed sourceis transferred or disposed of;;and

(iii) each recordthat is required by Subparagraph (c) of Paragraph (3) of
this subsectionshallbe retained for 3 years from the date of therecorded eventor until the device is transferred or
disposed of.

(e) The general licensee shall immediately suspend operation ofthe device if there
is a failure of, ordamage to, orany indication of a possible failure of or damage to, theshielding of theradioactive
material orthe on-off mechanism orindicator, or uponthe detection of 0.005 microcuries (185 becquerels) ormore
removable radioactive material. The device may not be operated until it has beenrepaired by the manufacturer or
otherpersonholdinga specific license to repair such devices that was issued pursuant to this partby thedepartment,
the NRC oran agreement state. The deviceand any radioactive material fromthedevice, shallonly be disposed of
by transferto a personauthorized by a specific license to receive theradioactive material in the device, oras
otherwise approved by thedepartment. A report shall be furnishedto the department within 30days containinga
brief descriptionof theevent and the remedial action taken. Inthe case of detection of 0.005 microcurie ormore
removable radioactive material or failure of, or damage to, a source likely to result in contamination of the premises
or the environs, the report shallinclude a plan for ensuring thatthe premises and environs are acceptable for
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unrestricted use. Under these circumstances, the criteria set outin Subsection B of 20.3.4.426 NMAC, radiological
criteriafor unrestricted use, shallbe applicable, as determined by the departmenton a case-by-case basis.

)] The generallicensee shallnot abandonthe device containing radioactive
material.
Q) The generallicensee shallnot export the device containing radioactive material
except in accordance with 10 CFR 110.
(h) Device transfer requirements.
(i) The generallicensee shall transfer or dispose of the device containing

radioactive material only by export as provided by Subparagraph (g) of this paragraph, by transfer to another general
licensee asauthorized in Subparagraph (i) of this paragraph, orto a person authorized toreceive the device by a
specific license issued by the department pursuant under this part, or by a specific license issued by the department
authorizingwaste collection pursuantto this part, orequivalent provisions of the NRC oranagreementstate, oras
otherwise approved under Item (iii) of this subparagraph.

(i) The general licensee shall within 30 days after the transfer of a device
to a specific licensee orexport, furnish a report to the departmentat the address indicated in 20.3.1.116 NMAC. The
report shall contain the identification ofthe device by manufacturer’s (or initial transferor’s) name, model number
and serial number; the name, address and license number of the personreceiving the device (license number not
applicable if exported); andthedate of thetransfer.

(iii) The generallicensee shall obtain written department approval before
transferring the device toany other specific licensee not specifically identified in Item (i) of this subparagraph.
However, a holder of a specific license may transfera device for possessionand useunder its own specific license
without priorapproval, if, the holder: verifies that the specific license authorizes the possession and use, orapplies
forand obtainsamendment to the license authorizingthe possession and use; removes, alters, covers, or clearly and
unambiguously augments the existing label (otherwise required by Subparagraph (a) of this paragraph) so that the
device is labeled in compliance with 20.3.4.430 NMAC, however, the manufacturer, model number, and serial
number must be retained; obtains the manufacturer’s or initial transferor’s information concerning maintenance that
would be applicable under the specific license (such as leak testing procedures); and reports the transfer under Item
(ii) of this subparagraph.

() The general licensee shalltransfer thedevice to another general licensee only if:

0] the device remains in use at a particular location, in which case: 1) the
transferor shall give the transferee a copy of this subsection (Subsection B of 20.3.3.305NMAC), a copy of
SubsectionF of 20.3.3.317 NMAC, a copy 0f20.3.3.326 NMAC, a copy of 20.3.4.451 NMAC, a copy of 20.3.4452
NMAC and any safety documents identified in the label of the device; 2) within 30 days of thetransfer, the
transferor shallreport to the department atthe address indicatedin 20.3.1.1 16 NMAC, stating the manufacturer’s (or
initialtransferor’s) name, the model number and the serialnumber of the device transferred, the transferee’s name
and mailingaddress forthelocation of use, and the name, title and phone number of the responsible individual
identified by the transfereein accordance with Subparagraph (I) of this paragraphto have knowledge ofand
authority to take actions to ensure compliance with the appropriate regulations and requirements; or

(i) the device is held in storage by an intermediate personin the original
shipping containerat its intended location of use priorto initialuse by a general licensee.

() The general licensee shall comply with the provisions of 20.3.4.451 NMAC and
20.3.4.452NMAC forreporting radiation incidents, theftor loss of licensed material, but shall be exempt from the
otherrequirements of 20.3.4NMAC and 20.3.10 NMAC.

(K) The general licensee shall respond to written requests from the department to
provide informationrelating to the general license within 30 calendar days of the date ofthe request, or othertime
specified in the request. Ifthe general licensee cannotprovide the requested information within the allotted time, it
shall, within that same time period, requesta longer period to supply the information by providing the department
with a written justification for therequest.

() The generallicensee shallappointanindividual responsible for having
knowledge of the appropriate regulations and requirements and the authority for taking required actions to comply
with appropriateregulations and requirements. The general licensee, through this individual, shall ensure the day-to-
day compliance with appropriate regulations and requirements. This appointment does not relieve thegeneral
licensee of any of its responsibility in this regard.

(m) Registration requirements.

(i) The general licensee shall register on a department registrationform, in
accordancewith Items (ii) and (iii) of this subparagraph, devices containingat least 10 millicuries (370
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megabecquerels) of cesium-137, 0.1 millicuries (3.7 megabecquerels) of strontium-90, 1 millicurie (37
megabecquerels) of cobalt-60, 0.1 millicurie (3.7 megabecquerels) of radium-226, 1 millicurie (37 megabecquerels)
of americium-241 orany other transuranic (i.e., element with atomic number greater than uranium (92)), based on
the activity indicated on the label. Each address of a location of use, as described under Item (iii) of this
subparagraph, represents a separate general licensee and requires a separate registration.

(i) If in possession ofa device meeting the criteria of Item (i) of this
subparagraph, the general licensee shall register these devices annually with the department. Registration shall be
done by verifying, correctingoradding to the information provided in a requestfor registration received fromthe
department. The registration informationshall be submitted to the department within 30 days ofthe date ofthe
request for registrationoras otherwise indicated in the request. In addition, a general licensee holding devices
meetingthe criteria of Item (i) of this Subparagraphis subject to the bankruptcy notification requirement in
Subsection E of 20.3.3.317 NMAC.

(iii) In registering devices, the general licensee shall furnish thefollowing
informationandany other information specifically requested by the department: 1) name and mailingaddress of the
generallicensee; 2) information abouteach device: the manufacturer (or initial transferor), model number, serial
number, the radioisotope and activity (as indicated on thelabel); 3) name, title and telephone number of the
responsible person designated as a representative ofthe general licensee under Subparagraph (1) of this paragraph; 4)
addressor location at which the device(s) are used or stored; for portable devices, the address of the primary place of
storage; 5) certification by the responsible representative of the general licensee thatthe information concerningthe
device(s) hasbeenverifiedthrougha physical inventory and checking of label information; and 6) certification by
the responsible representative of the general licensee that they are aware of the requirements of the general license.

(iv) Persons generally licensed by the NRC and an agreement state with
respect to devices meeting the criteria in Item (i) of this Subparagraph are not subjectto registration requirements if
the devicesareused in areas subject to department jurisdiction fora period less than 180 days in any calendar year.
The department will not request registration information from such licensees.

(n) The general licensee shall report changes to themailingaddress for thelocation
of use (includingchange in name of general licensee) to the department atthe address indicated in 20.3.1.116
NMAC, within 30 daysof theeffective dateof the change. Fora portable device, a report of address change is only
required fora change in the device’s primary place of storage.

(0) The generallicensee shallnot hold devices thatare not in use for longer than 2
years. I devices with shutters arenot being used, the shutter shallbe locked in the closed position. The testing
required by Subparagraph (b) of Paragraph (3) of this Subsection need notbe performed duringtheperiod of storage
only. However, when devices are put back intoservice ortransferred to another person, and havenotbeentested
within the required test interval, they shall be tested for leakage before use or transfer and the shutter tested before
use. Devices kept in standby for future use are excluded from the two-year time limit if the general licensee
performs quarterly physical inventories of these devices while theyare in standby.

4) The generallicense in Paragraph (1) of this subsectiondoes notauthorize the
manufacture orimport of devices containing radioactive material.
C. Luminous safety devices for use inaircraft.
@ A generallicense is hereby issued to own, receive, acquire, possess and usetritium or
promethium-147 contained in luminous safety devices foruse in aircraft, provided:
(@ each device contains not morethan 10 curies (370 gigabecquerels) of tritium or
300 millicuries (11.1 gigabecquerels) of promethium-147;
(b) each device has beenmanufactured, assembled or initially transferred in

accordancewith a license issued under the provisions [in-SubsectionF0£20.3.3-315-NMAC] 10 CFR 32.53, or
manufactured orassembled in accordance witha specmc Ilcense issued by the NRC [epaaa-g#eement-statawh\tch

(c) qua Ilty assurance proced uresarein placethatare sufflment toensure
compliance with 10 CFR 32.55;and
(d) prototypes of the device have beensubjected to and have satisfactorily passed

the testsrequired in 10 CFR 32.53(¢) and outlined in Su bsectlon C(2) of thls sectlon

@) , quivalenta
The applicantshall subject at Ieast flve prototypes of thedewce to [mapeqmredtastsand-sansfactgnlg.LpassLhe
reguired-tests] tests as follows:

€)] the devicesaresubjected to tests that adequately take into account the

As]
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individual, aggregate, and cumulative effects of environmental conditions expected in service that could adversely
affect the effective containment of tritium or promethium-147, such as temperature, moisture, absolute pressure,
water immersion, vibration, shock, and weathering;

(b) the devicesareinspected forevidence of physical damage and for loss of tritium
or promethium-147, after each stage of testing, using methods of inspection adequate for determining compliance
with the criteria in subparagraph C(2) of this section;and

(©) the device designs are rejected for which the following has been detected forany
unit; a leak resulting in a loss of one tenth of one percent or more of the original amount of tritium or promethium-
147 fromthe device; or surface contamination of tritium or promethium-147 onthe device of more than2,200
disintegrations per minute per 100 square centimeters of surface area; orany other evidence of physical damage.

3) Each person licensed under 10 CFR 32.55 or Jeguivalentagreement state reguiations]
20.3.3.305(C) NMAC shallvisually inspect each deviceandshall reject any thathas an observable physical defect
that could adversely affectcontainmentof thetritium or promethium-147,

(O] Each person licensed under 10 CFR 32.53 or [eguivalentagreement state reguations]|
20.3.3.305(C) NMAC shall:

@) maintain quality assurance systems in the manufacture ofthe luminous safety
device in a manner sufficientto provide reasonable assurance that the safety -related components of thedistributed
devices are capable of performing their intended functions; and

(b) subject inspection lots to acceptance sampling procedures, by procedures
specified in Subparagraph C(2) of this sectionand in the license issued under 10 CFR 32.53 or Jeguivalent
agreementstateregulations] 20.3.3.305(C) NMAC toprovide at least ninety-five percent confidence that the lot
tolerance percent defective of five percent willnot be exceeded.

(5) The licensee shall subjecteachinspection lot to:

(@ teststhatadequatelytakeinto account theindividual, aggregate, and cumulative
effects of environmental conditionsexpected in service thatcould adversely affect the effective containment of
tritium or promethium-147, suchas absolute pressure and water immersion; and

(b) [inspecttheinspectionlot] inspection forevidence of physical damage,
containment failure, or loss of tritium or promethium-147 after each stage of testing, [usingthe-followingmethods
ofinspection] usingmethods of inspectionadequate for applying the following criteria for defective:

0] a leak resultingin a loss of one tenth of one percent ormoreof the
originalamount of tritium or promethium-147 from the device;
(i) levels of radiationin excess of 5 microgray (0.5 millirad) per hour at

10 centimeters from any surface when measured through 50 milligrams per square centimeter of absorber, if the
device contains promethium-147;and
(iii) any other criteria specified in the license issued under 10 CFR 32.53 or
[eguivalentagreement state regulations] Subsection C of 20.3.3.305 NMAC.
6) No person licensed under 10 CFR 32.53 or feguivalentagreementstateregulations]
Subsection C of 20.3.3.305 NMAC shall transfer [thefollowingluminoussafety-devices] to persons generally

licensed pursuantto 10 CFR31.7 orunderan equivalent general license of anagreement state:

@) any luminous safety device tested and found defective underany conditionof a
license issued under Subsection C of this section, unless the defective luminous safety device has been repaired or
reworked, retested, and determined by an independent inspector to meet theapplicable acceptance criteria; or

(b) any luminous safety device contained within any lot that has beensampledand
rejected asa result of the procedures in Subsection C(4)(b) of this section, unless a procedure for defining sub-lot
size, mdependence and additional testlng procedures is contained in the license issuedunder 10 CFR 32.53 or

] Subsection C of 20.3.3.305 NMAC and eachindividual sub-lotis sampled,
tested, and accepted in accordance with Subsection C(2) of this sectionand any other criteria that may be required as
a conditionof the license issued under 10 CFR 32.53 or feguivalentagreementstateregulations] Subsection C of
20.3.3.305NMAC.

) Persons who own, receive, acquire, possess or use luminous safety devices pursuantto
this generallicense are exemptfrom the requirements of 20.3.4NMAC and 20.3.10 NMAC exceptthat they shall
comply with thereportingand notification provisions of 20.3.4.451NMAC and20.3.4.452NMAC.

(8) This generallicense does notauthorize the manufacture, assembly, repair orimport of
luminous safety containing tritium or promethium-147.
9) This generallicense does notauthorize theexportof luminoussafety devices containing

tritium or promethium-147.
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(10)  Thisgenerallicense does notauthorize the ownership, receipt, acquisition, possession or

use of promethium-147 contained in instrument dials.
D. Calibrationand referencesources.

@ A generallicense is hereby issued to those persons listed in this paragraph to own,
receive, acquire, possess, use andtransfer, in accordance with the provisions of Paragraphs (4) and (5) of this
subsectionamericium-241in the form of calibration or reference sources.

@) Any person who holds a specific license issued by the departmentwhich
authorizesthem toreceive, possess, use and transfer radioactive material.

(b) Any governmentagency, asdefinedin 20.3.1.7 NMAC, which holds a specific
license issued pursuantto this chapter which authorizes it to receive, possess, use and transfer radioactive material.

2 A generallicense is hereby issued to those persons listed below to receivetitle to, own,
acquire, deliver, receive, possess, use and transfer in accordance with the provisions of Paragraph (4) and (5)
plutonium in the form of calibrationor referencesources.

@) Any person who holds a specific license issued by the departmentwhich
authorizesthem toreceive, possess, use and transfer radioactive material.

(b) Any governmentagency, asdefinedin 20.3.1.7 NMAC, which holds a specific
license issued pursuantto 20.3NMAC which authorizes it to receive, possess, use and transfer radioactive material.

(c) Any person who holds a specific license issued by the NRC oranagreement
state which authorizes themto receive, possess, use andtransfer special nuclear material.
3) A generallicense is hereby issued to receive, possess, use and transfer radium-226in the

form of calibration or reference sources in accordance with Paragraphs (4) and (5) of this subsection to any person
who holdsa specific license issued by the departmentwhich authorizes them to receive, possess, use and transfer
radioactive material.

4) The general licenses in Paragraphs (1), (2) and (3) of this subsection apply only to
calibration or reference sources which have been manufactured or initially transferred in accordance with the
specifications contained in a specific license issued the department pursuantto Subsection G of 20.3.3.315NMAC
or in accordance with the specifications contained in a specific license issued by the NRC oranagreementstate
pursuantto equivalentlicensing requirements which authorizes the manufacturer of the sources for distributionto
persons generally licensed by the NRC oranagreement state.

(5) The general licenses provided in Paragraphs (1), (2) and (3) of this subsectionare subject
to the provisions of SubsectionF of 20.3.3.317 NMAC. In addition, persons whoreceive, acquire, possess, use or
transferoneormore calibration or reference sources pursuantto these general licenses:

@) shallnot possessat any one time, at any one location of storage or use, more
than 5 microcuries (185kilobecquerels) of americium-241, 5 microcuries (185 kilobecquerels) of plutonium and 5
microcuries (185kilobecquerels) of radium-226 in such sources;

(b) shallnot receive, possess, use or transfer such source unless the source, or the
storage container, bearsa labelwhich includes thefollowing statementor a substantially similar statement which
containstheinformation called forin the following statement:

The receipt, possession, use andtransfer of thissource, model ,serial number __ ,aresubjecttoa
generallicense andtheregulations of the United States nuclear regulatory commissionor of a statewithwhichthe
commissionhas entered into anagreementfor theexercise of regulatoryauthority. Do not remove this label.
Caution - radioactive material - this source contains [ describe one of thefollowing radioactive materials
americium-241, plutoniumor radium-226 as appropriate]. Do not touch radioactive portion of thissource.

(name of manufacturer or initial transferor)

(©) shallnot transfer, abandon or dispose of suchsourceexcept by transferto a
person authorizedby a licenseissued by the department, the NRC oranagreementstateto receivethe source;
(d) shallstore such source, except whenthesource isbeingused, ina closed

container adequately designated and constructed to contain americium-241, plutonium or radium-226 which might
otherwise escape during storage; and

e shallnot use such sourceforany purpose other thanthe calibration of radiation
detectors or the standardization of other sources.

6) These general licenses do notauthorize the manufacture orimport of calibrationor
reference sources containingamericium-241, plutonium or radium-226.
E. General license to install devices generally licensed in Subsection B of 20.3.3.305 NMAC.

Any person who holds a specific license issued by the NRC oranagreementstateauthorizingthe holder to
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manufacture, install or service a device described in Subsection B of this sectionwithin such agreement state issuing
the specific license orwithin a locationsubjectto NRC jurisdiction, is hereby granted a general license to installand
service such devicein this state; provided, that:

@ the device has been manufactured, labeled, installed and serviced in accordance with
applicable provisions of the specific license issued to such person by the NRC oranagreement state; and

2 such personassures that any labels required to be affixed to thedevice under regulations
of the NRC oragreementstate which licensed manufacture ofthe device bear a statement that removal of the labelis
prohibited.

F. General license for use of radioactive material for certainin-vitroclinical or laboratory

testing.

@ A generallicense is hereby issued to any physician, veterinarian in the practice of

veterinary medicine, clinical laboratory or hospital to receive, acquire, possess, transfer or use, forany of the
following statedtests, in accordance with the provisions of Paragraphs (2) through (6) of this subsection, the
following radioactive materials in prepackaged units, each for use forin-vitro clinical or laboratory tests not
involving internal or externaladministration of radioactive material, or the radiation therefrom, to humanbeings or
animals:

@) iodine-125, in units not exceeding 10 microcuries (370 kilobecquerels) each;

(b) iodine-131, in units not exceeding 10 microcuries (370 kilobecquerels) each;

(©) carbon-14, in units notexceeding 10 microcuries (370kilobecquerels) each;

(d) hydrogen-3, in units notexceeding 50 microcuries (1.85 megabecquerels) each;

(e) iron-59, in units not exceeding 20 microcuries (740 kilobecquerels) each;

)] cobalt-57,in units not exceeding 10 microcuries (370kilobecquerels) each;

@ selenium-75, in units notexceeding 10 microcuries (370Kkilobecquerels) each;
and

(h) mock iodine-125foruse as reference or calibrationsources not toexceed 0.05
microcurie (1.85kilobecquerels) of iodine-129and 0.005 microcurie (1.85becquerels) of americium-241each.

2 No person shallreceive, acquire, possess, use or transfer radioactive material pursuantto

the generallicense established by Paragraph (1) of this subsection unless that person

(@ hasfiled a form, registration certificate-in vitro testing with radioactive

materialunder general license, with the departmentand received from the department a validated copy ofthe
registration certificate with a registrationnumber assigned. Thephysician, clinical laboratory or hospital shall
furnish on the registration certificate the following informationand such otherinformationas may be required by the
form:

0] nameandaddress of the physician, clinical laboratory or hospital;

(i) the location of use; and

(iii) a statement that the physician, veterinarian, clinical laboratory or
hospital hasappropriate radiation measuring instruments to carry outin vitro clinical or laboratory tests with
radioactive material as authorized under the general license in Paragraph (1) of this subsection andthat such tests
will be performed only by personnel competent in the use of suchinstruments and in the handling of the radioactive
material; or

(b) hasa license thatauthorizes the medical use of radioactive material that was
issued under20.3.7NMAC.
3) A person who receives, acquires, possesses or uses radioactive material pursuantto the
generallicense established by Paragraph (1) of this subsection shall comply with the following:
@) the generallicensee shall not possess atany one time, pursuantto the general

license in Paragraph (1) of this subsection at any one location of storage or use, a totalamount of iodine-125, iodine-
131,iron-59, cobalt-57 or selenium-75 in excess of 200 microcuries (7.4 megabecquerels);

(b) the generallicensee shall store the radioactive material, untilused, in the
originalshippingcontainerorin a container providing equivalentradiation protection;

(©) the generallicensee shall use the radioactive material only forthe uses
authorized by Paragraph (1) of this subsection;

(d) the generallicensee shall neither transfer the radioactive material exceptby
transferto a personauthorizedto receiveit pursuantto a license issued by thedepartment, the NRC oranagreement
state, nortransfer the radioactive material in any manner other than in the unopened, labeled shipping container as
received fromthesupplier; and

() the generallicensee shall dispose of mockiodine referenceor calibration
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sources in accordance with 20.3.4.433NMAC.

()] The general licensee shall not receive, acquire, possess or use radioactive material
pursuantto Paragraph (1) of this subsection:
@) except as prepackaged units which are labeled in accordance with the provisions

of a specific license issued under Subsection H of 20.3.3.315 NMAC, or in accordance with the provisions of a
specific license issued by the NRC oran agreement state, or labeled before November 30, 2007 in accordance with
the provisions of a specific license issued by a state with comparable provisions to Subsection H of 20.3.3.315
NMAC, which authorizes the manufacture and distribution ofiodine-125, iodine-131, carbon-14, hydrogen-3
(tritium), iron-59, cobalt-57, selenium-75, or mock iodine-125 for distributionto personsgenerally licensed by the
NRC, the agreement state or the state with comparable provisionsto Subsection H of 20.3.3.315NMAC;and

(b) unlessthe following statement, ora substantially similar statement, which
containstheinformation called for in the following statement appears on a label affixed to each prepackaged unit or
appearsina leafletor brochure which accompanies the package:
This radioactive material shall be received, acquired, possessed and used only by physicians, veterinarians inthe
practice of veterinarymedicine, clinical laboratories or hospitals and onlyfor in-vitro clinical or laboratory tests
notinvolving internal or external administration ofthe material, or the radiation therefrom, to humanbeingsor
animals. Its receipt, acquisition, possession, use and transfer are subject to the regulationsand a general license of
the U.S. nuclear regulatorycommission or of a State with which the commissionhas entered intoan agreementfor
the exerciseof regulatoryauthority.

(name of manufacturer)

5) The general licensee possessing or using radioactive material under the general license of
Paragraph (1) of this subsection shall report in writing to the department, any changes in the information furnished
by them in the certificate-in-vitrotestingwith radioactive material under general license form. The report shallbe
furnishedwithin 30 days after the effective date of such change.

6) Any person using radioactive material pursuantto the general license of Paragraph (1) of
this subsectionis exemptfrom therequirements 0f 20.3.4 NMACand 20.3.10 NMAC with respectto radioactive
material covered by thatgeneral license except that such personusinga mock iodine-125shall comply with the
provisions of 20.3.4.433NMAC, 20.3.4.451NMAC and 20.3.4.452 NMAC.

G. General license for strontium 90in ice detection devices.

@) A generallicense is hereby issued to own, receive, acquire, possess, use and transfer
strontium-90 contained in ice detection devices, provided each device contains not more than 50 microcuries (1.85
megabecquerels) of strontium-90and each device has been manufactured or initially transferred in accordance with
a specific license issued by the department, the NRC or anagreementstate, which authorizes manufacture of the ice
detectiondevices for distributionto persons generally licensed by the department, NRC oran agreement state.

2) Persons who own, receive, acquire, possess, use or transfer strontium-90 contained in ice
detectiondevices pursuant to the general license in Paragraph (1) of this subsection:
(@) shall, upon occurrence of visually observable damage, such asa bend orcrack or

discolorationfrom overheating, to thedevice, discontinue use of the deviceuntil it has been inspected, tested for
leakage and repaired by a personholding a specific license from the department, the NRC oranagreementstateto
manufacture or service such devices; or shall dispose of the device pursuant tothe provisions of 20.3.4.433 NMAC;
(b) shallassure that all labels affixedto the deviceat the timeof receipt, and which
beara statementwhich prohibits removal of the labels, are maintained thereof; and
© are exemptfrom the requirement 0f20.3.4 NMACand20.3.10 NMAC except
that such persons shall comply with the provisions 0f20.3.4.433NMAC, 20.3.4.451NMAC and 20.3.4.452 NMAC.

3) This general license does notauthorize the manufacture, assembly, disassembly, repair or
import of strontium-90 in ice detectiondevices.
H. General license for certain items and self-luminous products containing radium-226.
1) A generallicense is hereby issued to any personto acquire, receive, possess, use or

transfer, in accordance with the provisions of Paragraphs (2), (3) and (4) of this subsection, radium-226 contained in
the following products manufactured prior to November 30, 2007.

@) Antiquities originally intended for use by the general public. Forthe purposes
of this paragraph, antiquities mean products originally intended for use by the general public and distributed in the
late 19th and early 20th centuries, such as radium emanator jars, revigators, radium water jars, radon generators,
refrigerator cards, radium bath salts and healing pads.

(b) Intact timepieces containing greater than 0.037 megabecquerel (1 microcurie),
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non-intact timepieces, and timepiece hands and dials no longer installed in timepieces.

(© Luminous items installed in air, marine or land vehicles.

(d) All other luminous products, provided thatno more than 100 items are used or
stored at thesame locationat any one time.

(e) Smallradium sources containing no more than 1 microcurie (0.037

megabecquerel) of radium-226. Forthe purposes ofthis paragraph, ‘‘smallradium sources’’ means discrete survey
instrument check sources, sources contained in radiation measuring instruments, sources used in educational
demonstrations (such as cloud chambers and spinthariscopes), electrontubes, lightning rods, ionization sources,
static eliminators oras designated by the department or NRC.

)] Personswho acquire, receive, possess, use or transfer byproduct material under the
generallicense issued in Paragraph (1) of this subsectionareexemptfrom the provisions of 20.3.3.325 NMAC,
20.3.3.326 NMAC, 20.3.4NMAC and 20.3.10 NMAC o the extentthat the receipt, possession, use or transfer of
radioactive material is within the terms of thegeneral license; provided, however, that this exemption shallnot be
deemedto apply to any such personspecifically licensed under this chapter.

3) Any person who acquires, receives, possesses, uses or transfers radioactive material in
accordancewith the general license in Paragraph (1) of this sectionshall:
@) notify thedepartment should there be any indication of possible damage to the

productso thatit appears it could resultin a loss of the radioactive material. Areportcontaininga brief description
of the event, andthe remedial action taken, must be furnished to the department at theaddress specifiedin
20.3.1.116 NMAC within 30 days of the event;

(b) not abandon products containing radium-226; the product, and any radioactive
material fromthe product, may only be disposed of accordingto 20.3.4.437 NMAC or by transferto a person
authorized by a specific license to receive theradium-226in the productor as otherwise approved by the
department;

() not export products containing radium-226 exceptin accordance with 10 CFR
110;

(d) dispose of products containing radium-226 at a disposal facility authorized to
dispose of radioactive material in accordance with any federal or state solid or hazardous waste law, includingthe
Solid Waste Disposal Act, asauthorized underthe Energy Policy Act, by transferto a personauthorized to receive
radium-226 by a specific license issued under this part, orequivalentregulations of the NRC, an agreement state or
asotherwise approved by the departmentor NRC;

(e) respond to written requests from the departmentto provide information relating
to the general license within 30 calendar days of the date of the request, or other time specifiedin the request. Ifthe
generallicensee cannot provide the requested information within the allotted time, it shall, within that same time
period, requesta longer periodto supply the information by providing the departmenta written justification forthe
request.

4 The generallicense in Paragraph (1) of this section does not authorize the manufacture,
assembly, disassembly, repair orimportof products containing radium-226, exceptwhen timepieces may be
disassembled and repaired.

. General license to own radioactive material. Agenerallicense is hereby issued to receive title
to and own radioactive material without regard to quantity. Notwithstandingany other provision ofthis chapter, a
generallicensee under this subsectionis not authorizedto acquire, deliver, manufacture, produce, transfer, receive,
possess, use, import orexport radioactive material, exceptas authorized in a specific license.
[20.3.3.305NMAC -Rp, 20.3.3.305NMAC, 4/30/2009; A, 8/10/2021]

20.3.3.306 TRANSPORTATION OF RADIOACTIVE MATERIAL:

A Except as specified in Subsection D of this section, theregulations of the United States NRC set
forth in 10 CFR 71 are hereby incorporated by reference.
B. Shipment and transport of radioactive material shall be in accordance with the provisions of
Subsection A of this section.
C. The following modifications are made to the incorporated federal regulations in this section:
@ “commission” means the [departmentor] NRC excepta specifiedin subsection (4)
below;
)] “act” means the Radiation Protection Act, Sections 74-3-1 through 74-3-16 NMSA 1978;
and

3) “byproduct material” meansradioactive materialasdefinedin 20.3.1.7 NMAC.
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4) all referencein 10 CFR 71 to “commission” are changed to Department as follows:
71.17(a),71.17(b), 71.21,71.91(b), 71.91(c). 71.91(d), 71.101(c)(1), 71.106(a), 71.106(@)(1). 71.106(b) and

71.106(b)(1).

(5) all referencein 10 CRF 71 to “certificate holder”, “applicant” and “applicant fora
certificate of compliance (COC)” apply to the NRC as follows 71.91(¢c), 71.91(d), 71.101(3), 71.101(b), 71.103(a)
and71.135.

D. The following provisions containedin 10 CFR 71 areapplicable to the NRC and not
incorporated in this section: 71.11, 71.14(b), 71.19,71.31,71.33,71.35,71.37,71.38,71.39,71.41,71.43,71.45,
71.51,71.55,71.59,71.61,71.63,71.64,71.65,71.70,71.71,71.73,71.74,71.75,71.77, 71.85(a)-(c),
71.91(b),71.101(c)(2), (d),and (e),71.107,71.109,71.111,71.113,71.115,71.117,71.119,71.121,71.123,and
71.125.

[20.3.3.306 NMAC -Rp, 20.3.3.306 NMAC & 20.3.3.325 NMAC, 4/30/2009; A, 6/30/2011, A, 8/10/2021]

20.3.3.307 FILING APPLICATIONFORSPECIFICLICENSES:

A Except where otherwise determined by the department, applications for specific licenses shall be
filed in duplicate ona form prescribed by the department (applicationfor a radioactivematerial license) in
accordancewith the instructions tothe form. Additional copies of the application may be required by the
department. Information contained in previous application, statements or reports filed with the departmentmay be
incorporated by reference, providedthat thereference is clear and specific.

B. The department may at any timeafter the filing of the original application, and before the
expiration ofthe license, require further statements in order to enable the department to determine whether the
application shall be granted or denied or whether a licenseshall be modified or revoked.

C. Each application shall be signed by the applicantor licensee ora person duly authorizedto actfor
and on their behalf.
D. An applicationfora license mayinclude a request fora license authorizing more than one activity,

provided thatthe application specifies the additional activities for which licenses a re requested and complies with
the requirements in this chapter asto applications for suchlicenses. In such cases, annual fees forall types of
activitiesauthorized by the license may be chargedas determined by 20.3.16 NMAC.

E. An applicationfora specific license of category 1 and category 2 quantities of radioactive material
shallcomplywith 10 CFR 37. Thelicensee shallcomply with 10 CFR 37 exceptas follows:
@) any reference to the commission or NRC shall be deemed a reference to the department;
2) 10 CFR 37.5 definitions of agreement state, byproduct material, commissionand person

shallnot be applicable;

3) 10CFR37.7,10CFR 37.9,10 CFR37.11(@) and (b), 10 CFR 37.13, 10 CFR 37.27(c),
10 CFR 37.105,and 10 CFR 37.107shallnot be applicable; and

4) the license required report of events or notification in 10 CFR 37.45,10 CFR 37.57,10
CFR 37.77(a) through (d),and 10 CFR 37.81 shall use the following address: New Mexico Environment
Department/RCB, P.O. Box 5469, Santa Fe, NM 87502-5469.

F. An applicationfora specific license to use radioactive material in the form of a sealed source orin

a device thatcontains thesealed source must identify thesource and (or) the device by manufacturer name and
model number as registered with the sealed source and device registry.

1) Exceptasprovided in [Subsection{F{2(F3)-and- (D ofthissection] Paragraph (2),
(3) and (4) of this Subsection, anapplication for a specific license to use byproduct material in the form of a sealed
source or in a device thatcontains the sealed source musteither:

@) identify thesource ordevice by manufacturerand model number registered with
the NRC pursuantto 10 CFR 32.210, with an agreement state, or fora source ora device containing radium-226 or
accelerator-produced radioactive material with a state under provisions comparable to 10 CFR 32.210; or

(b) contain theinformationidentifiedin 10 CFR 32.210(c).

2 Forsources ordevices manufactured before October 23,2012 thatare not registered with
the NRC under 10 CFR 32.210 orwith anagreement state, and for which the applicant is unable to provide all
categories of information specified in 10 CFR 32.210(c), the applicationmust include:

@) all available informationidentifiedin 10 CFR 32.210(c) concerning the source,
and, if applicable, the device; and
(b) sufficientadditional information to demonstrate that there is reasonable

assurance that the radiation safety properties of the source or device are adequateto protecthealth and minimize
dangerto life and property. Such information mustinclude a descriptionof thesource or device, a description of
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radiation safety features, the intended use and associated operating experience, and the results of a recentleaktest.
3) Forsealed sourcesand devices allowedto be distributed without registration of safety
informationin accordancewith 10 CFR 32.210(g)(1), the applicantmay supply only the manufacturer, model
number, and radionuclide and quantity.
4) If it is not feasible to identify each sealed source and device individually, the applicant
may propose constraints onthe numberandtype of sealed sources anddevices to be used and the conditions under
which they will be used, in lieu of identifyingeachsealed sourceand device.

G. As provided by 20.3.3.311 NMAC, certain applications for a new or renewal specific license must
contain a proposed decommissioning funding plan ora certification of financial assurance for decommissioning.
H. An applicationfora license to receiveand possess radioactive material for the conduct ofany

activity whichthe department has determined pursuantto Subpart Aof 10 CFR 51 will significantly affect the
quality ofthe environment shall be filed at least nine months priorto commencement of construction oftheplant or
facility in which the activity will be conducted and shall be accompanied by anenvironmental impact report
required pursuant to Subpart Aof 10 CFR 51.

l. None of the following applications shallbe accepted for review unless it is accompanied by an
environmental impactreport, submitted by the applicant, that specifically addresses the short-term and long-term
environmental, radiological and public healthand safety aspects of the applications andalternatives to the proposed
action:

@ an initialapplication for a radioactive material license fora commercial radioactive waste
disposalsite license;

)] the first renewal of any such license not previously accompanied by an environmental
impactreport;

?3) an application foranamendment toan existing license that may result in additional

significant impacts from radiation onthe environmentor public health or safety beyond those impacts addressed in
the existing license and accompanying documents; and

(O] any otherapplication that the secretary determines may havesignificantimpacts from
radiation onthe environment or public health or safety.
J. The applicationfora radioactive material license fora commercial radioactive waste disposal site,

or foranyrenewal thereof, or foran amendmenttheretoas described in Paragraph (3) of Subsection H ofthis
section, shall demonstrate thatthe activity forwhich such license is requested will comply with all laws and
regulations enforceable by the department.

K. An applicationfroma medical facility oreducational institutionto produce PET radioactive drugs
fornoncommercial transfer to licensees in its consortium authorized for medical use under 20.3.7 NMAC shall
include:

@ a request forauthorization for the production of PET radionuclides orevidenceof an
existing license issued under 20.3.3 NMAC or under equivalent NRC oragreementstaterequirements fora PET
radionuclide productionfacility within its consortium from which it receives PET radionuclides;

2 evidence thatthe applicant is qualified to produce radioactive drugs for medical use by
meetingone of thecriteria in Subparagraph (b) of Paragraph (1) of Subsection J of 20.3.3.315NMAC;
3) identification of individual(s) authorized to prepare the PET radioactive drugs if the

applicant isa pharmacy, and documentationthat each individual meets the requirements ofanauthorized nuclear
pharmacist as specified in Subparagraph (b) of Paragraph (2) of Subsection Jof 20.3.3.315NMAC;and
4) information identified in Subparagraph (c) of Paragraph (1) of SubsectionJ of 20.3.3.315
NMAC on the PET drugs to be non-commercially transferred to members of its consortium.
L. An application for a specific license to transfer source material under [10-CER40Q] this
section.
@ An applicationfora specific license to initially transfer source material for use under [10

CER 4022 andeguivalentregulations 20-3.3.304.B] 20.3.3.307 NMAC, will be approved if:
(@ the applicantsatisfies the general requirements specified in [L0-CER40.32and

eguivalentregulations20-3-3-30/NMAC] this section; and
(b) the applicantsubmits adequate information on, andthe [NRC] department
approves the methods to be used for quality control, labeling, and providing safety instructions to recipients.

)] Each person licensed under [10-CER 4054} this section shall label the immediate
container of each quantity of source material with the type of source material and quantity of materialand the words,
“radioactivematerial.”

?3) Each person licensed under [L0-CER40.54} this section shall ensure thatthe quantities
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and concentrations of source materialare as labeled and indicated in any transfer records.

()] Each person licensed under [L10-CER 4054} this section shall provide the information
specified in this paragraphto each person to whom source material is transferred for use under [L0-CER40.22 and
20-3-3:304.B-NMAC] this section. Thisinformationmustbe transferred before the source material is transferred for
the first time in each calendar year to the particular recipient. The required information includes:

@) a copy of [10CER40.22]20.3.3.304. BNMAC and 10 CFR40.51 orequivalent
regulations under [20-3-3-304] Subsection L of 20.3.3.307 NMAC;and

(b) appropriate radiation safety precautions and instructions relating to handling,
use, storage, and disposal of thematerial.

(5) Each person licensed under [10-CER40.54] this section shall report transfers as follows:

@) File a report with the departmentunder20.3.1.116 NMAC. Thereportshall
include the following information:
() The name, address, and license number of the personwho transferred

the source material; and

(i) Foreach general licensee under 10 CFR 40.22 [ahd] or [20-3-3:307]
20.3.3.304 NMAC to whom greater than 50 grams (0.11 Ib) of source material has beentransferred in a single
calendar quarter, thename and address of the general licensee to whom source material is distrib uted; a responsible
agent, by name and/or position and phone number, of the general licensee to whom the material was sent; andthe
type, physical form, and quantity of source material transferred; and

(iii) The total quantity of each typeand physical form of source material
transferredin the reporting period toall such generally licensed recipients.

(b) File a report with each responsible agreement state agency thatidentifiesall
persons, operating under the provisions equivalentto 10 CFR40.22, to whom greaterthan 50 grams (0.11 Ib) of
source material has beentransferred within a single calendar quarter. The report shall include the following
information specific to those transfers made to the agreementstate:

() The name, address, and license number of the personwho transferred
the source material;

(i) The name and address ofthegeneral licensee to whom source material
was distributed; a responsible agent, by nameand/or position and phone number, of the general licensee to whom
the material was sent; and thetype, physical form, and quantity of source material transferred; and

(iii) The total quantity of each typeand physical form of source material
transferredin the reporting period toall such generally licensed recipients within the Agreement State.

© Submit eachreport by January 31 of eachyear coveringalltransfers forthe
previous calendar year. If notransfers were madeto persons generally licensed under 10 CFR 40.22 orequivalent
agreementstate provisions during the current period, a report shall be submittedto the NRC indicating so. If no
transfers have been made to general licensees in a particular agreement state during the reporting period, this
informationshall be reported tothe responsible agreement state agency upon request of the agency.

(d) Each person licensed under [10-CER40.54] 20.3.3.304 NMAC shall maintain
all information that supports the reports required by this section concerning each transfer to a general licensee fora
period of one yearafterthe eventisincluded ina report to the NRC orto an agreement state agency.
[20.3.3.307NMAC - Rp, 20.3.3.307NMAC, 4/30/2009; A, 8/10/2021]

20.3.3.310 PUBLICNOTICE,PARTICIPATION AND HEARING:
A Within 60 days following:

@ initial receipt of a new license application, or each additional submission of information
by the applicant, the secretary will eitheraccept theapplicationfora new license fora reviewand give notice
pursuantto Subsection B of this section, or notify the applicant in writing of any deficiencies in the application that
must be corrected in order for theapplicationto be accepted for review;

2) a license amendment or license renewal application requestinga change of the location
where radioactive material will be stored or used, the secretary will issue notices pursuantto Subsection B of this
section;

3) a license amendment or license renewal application requesting a change of principal
activity, the secretary will issue notices pursuant to Subsection B of this section.
B. Notices. The secretary shall give a notice of acceptance of a newapplication, license amendment

or renewal license application described in Subsection A of this section:
1) to the applicant, by certified mail; and
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2 to the public, by the publication of a notice in at least one newspaper of general
circulation in the area ofthe proposed activity in the license application, and in other newspapers as deemed
appropriate by the secretary;

3) the secretary shallmake a good faitheffortto notify of acceptance of a new application,
license amendmentor renewal license application described in of Subsection A of this section by first-class mail:
(@ any local, state, Indian [tribal] Tribal governmentor federal governmentagency
that thesecretary determines may be significantly affected or interested; and
(b) any other personwho, prior to such notice, has requested in writing such notices.
C. The notice specifiedin Paragraph (2) of Subsection B of this sectionshallinclude:
@ the name and address of theapplicant;
2 the location of the proposed activity;
?3) a brief description of the procedures to be followed by the secretary in making a final

determination;
(O] a brief description of the proposed activity;

5) the time within which written comments and requests for public hearings will be
accepted;and

6) the means by which interested persons may obtain further information;

) the following sample notice satisfies the requirementsof this section:

PUBLICNOTICE
The New Mexico Environment Department (the Department) has received anapplication fora Radioactive Material
License from (company name and address) for
(proposed activity) to be located at (location).
During the early part of the evaluation period, the Departmentwill review and comment upon theapplication. The
NMED may, at its discretion, retain consultants to assist it in its evaluation of theapplication. Relevant comments
and questions received by the NMED from various agencies and interested parties will be forwarded to the applicant
forits response. Correspondence associated with the application will be on file with the Radiation Control Bureau
and will be available for inspection by the applicant and any other interested parties.
The Department has required the applicant to provide complete plans and other materia Is addressing, among other
things, the public health, safety and environmental aspects of the proposed activity.
The Department willanalyze the license application carefully. During this analysis, the application will be reviewed
to ensure thatthere are no deficiencies, thatthe application meets allapplicable requirements and thatthereis no
reason to believe that the operationwill violate any laws or regulations. I f the Department is so satisfied, it will issue
a Radioactive Material License, to expire in five years.
The activities ofall licensees are inspected periodically to assure compliance with regulations and license
conditions.
The applicationis available forreview at NMED’s offices of the Radiation Control Bureauin Santa Fe, New
Mexico.
Itis anticipatedthat thereview period will require about _ _months. Writtencomments and requests for
public hearingwill be accepted for ____daysafterpublication of this notice.
Written comments regarding this license application should be directed to Radiation Control Bureau, Environment
Department, P.O. Box 5469, Santa Fe, New Mexico 87502-5469.

D. The department shallmaintain all licensees’ administrative record, which shall be a vailable for
public inspection at the department office in Santa Fe.
E. Public comment period.
@ Following the notice pursuant to Subsections B and C of this section and priorto ruling

on any new application, oramendment request or renewal license application of thetype described in Subsection A
of thissection, the secretary shallallowfora period of at least 30 days during which written comments or questions
about thelicense application may be submitted by any interested person. Ifthe secretary determines that the
questionsare relevantto therequirementsin 20.3.3.307 NMAC, 20.3.3.308 NMAC a nd any specific requirements
forthe type of license requested, the secretary shall require the applicantto answer them.

2 Following the notice of acceptance of the license application pursuant to Subsections A
through C of this section and priorto rulingon anyapplication required to be accompanied by an environmental
report pursuantto SubsectionH of 20.3.3.307 NMAC, the secretary shallallowa period ofatleast60 days during
which written comments or questions may be submitted by any interested person. I f the secretary determines thatthe
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questions are relevantto the considerations enumerated in Subsection H of 20.3.3.307 NMAC or 20.3.3.308 NMAC,
the secretary shall require the applicantto answer them.
The secretary may allowanadditional written comment period upon submission of additional informationto the
license application,amendment request or renewal license application described by Subsection A of this sectionby
the applicant, or uponrequestby members of the public. Awritten requestfora hearingmay be made by the
members of the public within the time period specifiedin the public notice described in Subsection C of this section.
F. If the secretary determines that there is significantpublic interest, orthatthere isa need to resolve
issues not resolvable in writing, the secretary shall ordera public hearing be held to provide guidanceon any issue
relevantto the license proceeding. Notice of the public hearing shall be given at least 30 days prior to the hearingto
the personsandin the manner specified in Subsection C of 20.1.4.200 NMAC. Any such public hearing shallbe
conducted pursuant to the hearing proceduresin 20.1.4 NMAC.
[20.3.3.310NMAC -Rp, 20.3.3.310NMAC, 4/30/2009; A, 6/13/2017,8/10/2021]

20.3.3.315 SPECIAL REQUIREMENTS FOR ASPECIFIC LICENSE TO MANUFACTURE,
ASSEMBLE, REPAIRORDISTRIBUTECOMMODITIES, PRODUCTS ORDEVICESWHICH
CONTAINRADIOACTIVE MATERIAL:

A Introduction of radioactive material in exemptconcentrations into products or materials.

@) Licensing. Aspecific license authorizing the introduction of radioactive material into a
productor material ownedby orin the possession of the licensee or another and thetransfer of ownership or
possession ofthe product or material containing the radioactive material to be transferred to persons exempt under
Paragraph (1) of Subsection Aof 20.3.3.302 NMAC will be issued by NRC pursuantto 10 CFR32.11.

)] Prohibition of introduction. No person may introduce radioactive materialinto a
productormaterial knowing or having reasonto believethatit will be transferredto persons exempt under
Subsection Aof 20.3.3.302NMAC orequivalentregulations ofthe NRC oranagreementstate, exceptin
accordancewith a license issued by NRC pursuantto 10 CFR32.11.

B. Radioactive material inexempt quantitiesor in certainitems.

@ Manufacture, distribution and transfer of exempt quantities of byproduct material .
An applicationfora specific license to manufacture, process, produce, package, repackage or transfer exempt
quantities of byproduct material for commercial distribution to persons exempt pursuant to Subsection B of
20.3.3.302NMAC orthe equivalent regulations of the NRC or an agreement state shall be issued by NRC pursuant
to 10 CFR 32.18.

2 Certain items containing byproduct material. An applicationfora specific license to
apply byproduct material to, orto incorporate byproduct material into, the products specified in Paragraph (1) of
Subsection C of 20.3.3.302NMAC orto initially transfer for sale or distribution such products containing by product
material for use pursuant to Paragraph (1) of Subsection C of 20.3.3.302 NMAC to persons exempt from 20.3
NMAC shallbe submitted to NRCpursuantto 10 CFR 32.14.

?3) Exceptasspecified in Paragraphs (1) and (2) of this subsection, in additionto the
requirements set forth in 20.3.3.308 NMAC, an application for a specific license to manufacture, process, produce,
package, repackage orinitially transfer naturally occurring oraccelerator produced radioactive material (NARM) in
exempt quantities as specified in 20.3.3.330 NMAC of this partto persons exempt from licensing pursuantto
Subsection B of 20.3.3.302 NMAC willbe approvedif:

(@ the radioactive material is not contained in any food, beverage, cosmetic, drug
or other commaodity designed for ingestion orinhalation by, orapplicationto, a humanbeing;
(b) the radioactive materialis in the form of processed chemical elements,

compounds, mixtures, tissue samples, bioassay samples, counting standards, plated or encapsulated sources, or
similarsubstances, identified as radioactive andto be used for its radioactive properties, butis not incorporated into
any manufactured or assembled commodity, productor device intended for commercial distribution; and

(© the applicantsubmits copies of prototype labels andbrochuresandthe
departmentapproves such labels andbrochures.
4) The license issued under Paragraph (3) of Subsection B of this subsectionis subjectto the
following conditions:
@) no more than 10 exempt quantities shall be sold or transferred in any single

transaction; however, an exempt quantity may be composed of fractional parts of one or more of the exempt quantity
provided the sumofthe fractions shall not exceed unity;

(b) each exempt quantity shall be separately and individually packaged; no more
than 10such packaged exempt quantities shallbe contained in any outer package for transfer to persons exempt
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pursuantto Subsection B of 20.3.3.302 NMAC; the outer package shall be such thatthe dose rateat the external
surfaceof the package does notexceed 0.5 millirem perhour;

(© the immediate container of each quantity or separately packaged fractional
quantity of radioactive material shall bear a durable and legible labelwhich:
(i) identifies the radionuclide and the quantity of radioactivity; and
(i) bears the words “radioactive material”; and

(d) in additionto the labeling information required by Subparagraph (c) of this
paragraph, the label affixed tothe immediate container, oran accompanying brochureshall

() state that the contents areexempt from these regulations;

(i) bearthe words “radioactivematerial - not for humanuse - introduction
into foods, beverages, cosmetics, drugs or medicinal product, or into products manufactured for commercial
distributionis prohibited - exempt quantities shall not be combined”’; and

(iii) set forth appropriateadditional radiation sa fety precautions and
instructions relating to the handling, use, storage and disposal of the radioactive material.

5) Each person licensed under Subsection B of 20.3.3.315 NMAC shall maintain records
identifying, by name andaddress, each personto whom radioactive material is transferred for use under Subsection
B 0f 20.3.3.302 NMAC andstating the kinds and quantities of radioactive material transferred. An annual summary
report stating the total quantity of each radionuclidetransferred under the specific license shall be filed with the
department. Each report shall cover the yearending June 30 and shall be filed within 30 days thereafter. If no
transfers of radioactive material have been made pursuantto Subsection B of 20.3.3.315 NMAC, during the report
period, the report shall so indicate.

C. Licensing of byproduct material by NRC.

1) Gasandaerosol detectors. An application for a specific license to manufacture, process
or produce gasandaerosol detectors containing byproduct materialand designed to protect life or property from
firesand airborne hazards, orto initially transfer such products for use pursuantto Paragraph (4) of Subsection C of
20.3.3.302 NMAC orequivalent regulations of the NRC oranagreement state, shall be submitted to NRC pursuant
to 10 CFR 32.26.

)] Self-luminous products. An applicationfora specific license to manufacture, process or
produceself-luminous products containing tritium, krypton-85, promethium-147 or radium-226, or to initially
transfer such products for use pursuantto Paragraph (2) of Subsection C of 20.3.3.302 NMAC or equivalent
regulations ofthe NRCoran agreement state, shall be submittedto NRC pursuantto 10 CFR32.22 and for
distribution submit to the NRC pursuantto 10 CFR32.53.

3) Capsules containing carbon-14. An application for a specific license to manufacture,
prepare, process, produce, package, repackage or transfer for commercial distribution capsules containing 1
microcurie (37 kilobecquerels) carbon-14 urea (allowing for nominal variation that may occur duringthe
manufacturing process) each for in vivo diagnostic use, to persons exempt from licensing under Subsection D of
20.3.3.302NMAC orthe equivalent regulations ofthe NRC or an agreement state shall be submittedto NRC
pursuantto 10 CFR32.21.

D. [RESERVED]

E. Licensing the manufactureand distribution of devices to persons generally licensed under
Subsection B of 20.3.3.305 NMAC.
@ Requirementsforapproval of a license application. An application fora specific

license to manufacture or initially transfer devices containing radioactive material to personsgenerally licensed
under Subsection B of 20.3.3.305 NMAC or equivalentregulations of the NRC oranagreementstate will be
approved if:

@) the applicantsatisfies the general requirements of 20.3.3.308 NMAC;

(b) the applicantsubmits sufficient information relating to the design, manufacture,
prototype testing, quality control, labels, proposed uses, installation, servicing, leak testing, operatingand safety
instructions and potential hazards of the deviceto provide reasonable assurance that:

(1) the device can be safely operated by persons not havingtraining in
radiological protection;

(i) under ordinary conditions of handling, storage and use of the device,
the radioactive material contained in the device willnot be released or inadvertently removed from the device, and it
is unlikely thatany personwill receive in one yeara dosein excess often percent of the limits specified in
Subsection Aof 20.3.4.405NMAC; and

(iii) underaccidentconditions (such as fire and explosion) associated with
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handling, storage and use of the device, it is unlikely thatany personwould receive an external radiation dose or
dose commitmentin excess ofthe followingorgandoses: 1) whole body, head andtrunk, active blood-forming
organs, gonads orlens of eye: 15 rems (150 millisieverts); 2) hands and forearms, feet and ankles, and localized
areas of skin averaged overareas no larger than 1 square centimeter: 200 rems (2 sieverts); and 3) other organs: 50
rems (500 millisieverts);

(©) each device bears a durable, legible, clearly visible label or labels approved by
the department, which containin a clearly identified and separate statement:
(1) instructions and precautions necessary to assure safe installation,

operationand servicing of thedevice (documents such as operatingand service manuals may be identified in the
labeland used to provide this information);

(i) the requirement, or lack of requirement, for leak testing, or for testing
any on-off mechanism and indicator, including the maximum time interval for such testing, andthe identification of
radioactive material by isotope, quantity of radioactivity; and date of determination of the quantity; and

(iii) the information called for in the following statementin the sameor
substantially similar form:

The receipt, possession, use andtransfer of thisdevicemodel _  serialnumber ,are
subjecttogeneral license or the equivalentand the regulations of the United States nuclear regulatory commission
or a state withwhichthenuclear regulatory commission has entered into an agreement for the exercise of
regulatory authority. This label shallbe maintained on the device ina legible condition. Removal of this labelis
prohibited. The model, serial number, and name of manufacturer or distributor may be omitted fromthis label
provided this informationis specified elsewhere in labeling affixed.

Caution-radioactive material

(name of manufacturer or distributor)

(d) each device havinga separable source housing that provides the primary
shielding forthe source also bears, on the source housing, a durable label containing thedevice model numberand
serial number, the isotope and quantity, the words, “caution-radioactive material,” the radiation symbol described in
20.3.4.427NMAC, and the name of the manufacturer or initial distributor; and

) each device meetingthe criteria of Item (i) in Subparagraph (m) of Paragraph
(3) of Subsection B of 20.3.3.305 NMAC, bears a permanent (e.g., embossed, etched, stamped or engraved) label
affixed tothe source housing if separable, or the device if the source housing is not separable, that includes the
words, “caution-radioactive material,” and, if practicable, the radiation symbol described in 20.3.4.427NMAC.

() The device has been registered in the Sealed Source and Device Registry.

2 Requests for lengthening of testintervals: In the eventtheapplicantdesires thatthe
device be requiredto be tested at longer intervals than six months, either for proper operation of the on-of f
mechanism and indicator, if any, or for leakage of radioactive material or for both, the applicant shall include in its
application sufficient information to demonstrate that such longer interval is justified by performance characteristics
of the device orsimilar devices and by design features which havea significant bearing on the probability or
consequences of leakage of radioactive material fromthe deviceor failure of the on-off mechanism and indicator. In
determiningthe acceptable interval for the test for leakage of radioactive material, the department will consider
informationwhich includes, but is not limited to:

@) primary containment (source capsule);

(b) protection of primary containment;

(©) method of sealing containment;

(d) containment construction materials;

(e) form of contained radioactive material;

) maximum temperature withstood during prototype test;

Q) maximum pressure withstood during prototype test;

(h) maximum guantity of contained radioactive material;

(1) radiotoxicity of contained radioactive material; and

{)) operating experience with identical devices or similarly designedand

constructed devices.

3) Authorizations for general licensees to perform certain activities. Inthe event the
applicant desires that the general licensee under Subsection B of 20.3.3.305 NMAC, orunder equivalentregulations
of the NRC oran agreementstate, be authorized to install the device, collect the sample to be analyzed by a specific
licensee forleakage of radioactive material, service the device, test the on-off mechanism and indicator orremove
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the device from installation, the applicant shall include in its application written instructions to be followed by the
generallicensee, estimated calendar quarter doses associated with suchactivity oractivities and the bases forsuch
estimates. Thesubmitted information mustdemonstrate that performance of suchactivity oractivitiesbyan
individualuntrained in radiological protection, in addition to other handling, storage and use of devices under the
generallicense, isunlikely to cause that individual to receive a yearly dose in excess of ten percentof the limits
specified in Subsection Aof 20.3.4.405NMAC.

O] Transferprowsmns

| |Reserve |
(b) If radioactive materlal isto be transferred in a device foruse underanequivalent
generallicense of the NRCoran agreementstate, each person that is licensed under this subsection shall provide the
informationspecified in this subparagraph to each personto whoma device is to be transferred. This information
shallbe provided before the device may be transferred. In the case ofa transfer throughan intermediate person, the
informationshallalso be provided tothe intended user priorto initial transfer to the intermediate person. The
required informationincludes:

(1) a copy of the NRC’s oragreement state’s regulations equivalent to
Subsection B of 20.3.3.305 NMAC, Subsection Fof 20.3.3.317 NMAC, 20.3.3.326 NMAC, 20.3.4.451 NMAC, and
20.3.4.452NMAC ora copy of 10 CFR Sections 31.5,31.2,30.51,20.2201and 20.2202; if a copy oftheNRC
regulations is provided to a prospective general licensee in lieu of the agreement state’s regulations, it shallbe
accompaniedby a note explaining that use ofthedeviceis regulated by theagreement state; if certain paragraphs of
the regulations do not apply to the particular device, those paragraphs may be omitted;

(i) a list of the servicesthatcan only be performed by a specific licensee;

(iii) information on acceptable disposal options including estimated costs of
disposal; and

(iv) the name ortitle, address and phone number of the contact at the
agreementstateregulatory agency fromwhichadditional information may be obtained.

(©) An alternativeapproachto informing customers may be proposed by the
licensee forapproval by the department.
(d) Each device shallmeet thelabeling requirements in Subparagraphs (c) through

(e) of Paragraph (1) of this subsection.

(e) If a notification of bankruptcy [hasbeenmade] is submitted under Subsection E
0f 20.3.3.317 NMAC of this part and each specific licensee or the license is to be terminated, each person licensed
under Paragraph (1) of this subsection shall prowde upon req uest, to the department NRCand any agreementstate,
records of final disposition required under [Subpa atagrap 0 b 0f20-3-3
NMAC] 10CFR30.34(h).

5) Material transfer reports and records: Each person licensed under 20.3.3.305 NMAC
of this subsection toinitially transfer devices to generally licensed persons shall comply with therequirements of
this section.

@) The person shall report to the departmentin accordance with 20.3.1.116 NMAC,
all transfers of suchdevices to persons for use under the general license in Subsection B of 20.3.3.305NMAC and
all receipts of devices from personslicensed under Subsection B of 20.3.3.305 NMAC. The report shall be clearand
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legible, submitted ona quarterly basis containingall of the following data.

() The required information for transfers to general licensees includes: 1)
the identity ofeachgeneral licensee by nameand mailingaddress for the location of use; if there isno mailing
address forthe locationof use, analternate address for the general licensee shall be submitted along with
informationon the actual location of use; 2) the name, title and phone number of the person identified by the general
licensee as having knowledge of and authority to take required actions to ensure compliancewith the appropriate
regulationsand requirements; 3) the date of transfer; 4) the type, model number, and serial number of the device
transferred; and5) the quantity andtype of radioactive material contained in the device.

(i) If one or more intermediate persons willtemporarily possess the device
atthe intended place of use before its possession by the user, the report shall include the same information for both
the intended userand each intermediate person, and clearly designate the intermediate person(s).

(iii) Fordevices received froma person licensed pursuantto Subsection B
0f 20.3.3.305 NMAC, the report shall include the identity of thegeneral licensee by nameand address, the type,
model number, andserial number of thedevice received, the date of receipt, and, in the case of devices notinitially
transferred by thereporting licensee, the name of the manufacturer or initial transferor.

(iv) If the licensee makes changes to a device possessed by a person
licensed pursuantto Subsection B of 20.3.3.305 NMAC, suchthat the label mustbe changed to update required
information, the report shall identify the general licensee, the deviceand the changes to informationon the device
label.

V) The report shall covereach calendar quarter, shall be filed within 30
daysof the end of the calendar quarter, and shall clearly indicate the period covered by the report.

(vi) The report shallclearly identify the specific licensee submitting the
report andinclude the license number of the specific licensee.

(vii)  Ifnotransfers have been made to or from persons generally licensed
under Subsection B of 20.3.3.305 NMAC during the reporting period, the report shall so indicate.

(b) The person shall report all transfers of devices to persons for use under a general
license under NRC’s or an agreement state’s regulations that are equivalent to Subsection B 0£20.3.3.305NMAC,
and allreceipts of devices from general licenseesin the NRC’s oragreementstate’s jurisdiction, to the responsible
NRC oragreement state agency. The report shallbe clearandlegible, containingall of the data required as
described below.

(i) The required information for transfersto general licensees includes: 1)
the identity of eachgeneral licensee by nameand mailingaddress for the location of use; if there is no mailing
address forthe locationof use, analternate address for the general licensee shall be submitted along with
informationon the actual location of use; 2) the name, title and phone number of the person identified by the general
licensee as having knowledge of and authority to take required actions to ensure compliance with the appropriate
regulationsand requirements; 3) the date of transfer; 4) the type, model number and serial number ofthe device
transferred; and5) the quantity andtype of radioactive material contained in the device.

(i) If one or more intermediate persons willtemporarily possess the device
atthe intended place of use before its possession by the user, the report shallinclude the sameinfomrmation for both
the intended userand each intermediate person, and clearly designate the intermediate person(s).

(iii) Fordevices received froma general licensee, thereportshallinclude
the identity of the general licensee by name and address, the type, model number, serial number of the device
received, the date of receipt, and, in the case of devices notinitially transferred by thereporting licensee, thename
of the manufacturer or initial transferor.

(iv) If the licensee makes changes to a device possessed by a general
licensee, such thatthe label must be changed to update required information, the report shall identify the general
licensee, the device and the changes toinformation onthe device label.

V) The report shallcovereach calendar quarter, shall be filed within 30
days of the end of the calendar quarter, and shall clearly indicate the period covered by the report.

(vi) The report shallclearly identify the specific licensee submitting the
reportand must includethe license number of the specific licensee.

(vii)  Ifnotransfershave been made to or from NRC ora particular
agreementstateduring thereporting period, this information shall be reportedto NRC orthe responsible agreement
state agency upon request of the agency.

(©) The person shallmaintain allinformation concerning transfers and receipts of
devicesthatsupportsthereports required by Subparagraphs (a) and (b) of this paragraph. Records re quired by this
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paragraphshallbe maintained fora period of threeyears following the date of the recorded event.

F. Special requirements for the manufacture, assembly, repair or initial transfer of luminous
safety devices for use inaircraft. An application fora specific license to manufacture, assemble, repair or initially
transfer luminous safety devices containing tritium or promethium-147 for use in aircraft, for distribution to persons
generally licensed under Subsection C of 20.3.3.305 NMAC will be approved subject to the following conditions:

@ the applicantsatisfies the general requirements specified in 20.3.3.308 NMAC;
2 the applicantsatisfies the requirements of 10 CFR32.53, 10 CFR 32.54, 10 CFR 32.55
and 10 CFR 32.56 ortheirequivalent;
(3) each person licensed under 10 CFR 32. 53 shall file an annual report with thedirector,
3 3 -fat ams] Nuclear Materials Safetyand
Safequards, ATTN documentcontrol desk/GLTS by an approprlate method listed in 10 CFR 30.6(a) which must
state thetotal quantity of tritium or promethium-147 transferred to persons generally licensedunder 10 CFR31.7.
The report must identify each general licensee by name, state the kinds and number of luminous devices transferred,
and specify the quantity of tritium or promethium-147in eachkind of device. Eachreport mustcoverthe year
endingJune 30 and mustbe filed within 30 days thereafter. If notransfers have been made to persons generally
licensed under 10 CFR 31.7 during the reporting period, the report mustso indicate; and
()] each person licensed under 10 CFR 32.53 shall report annually all transfers of devices to
persons foruse undera general license in an agreement state’s regulations thatare equivalent to 10 CFR 31.7 of this
paragraphto theresponsible agreement state agency. The report muststatethe total quantity of tritium or
promethium-147 transferred, identify each general licensee by name, state the kinds and numbers of luminous
devices transferred, and specify the quantity of tritium or promethium-147in each kind of device. Ifno transfers
have beenmade toa particular agreementstateduring the reporting period, this information mustbe reported to the
responsible agreementstateagency uponrequest of the agency.

G. Special requirements for license to manufacture or initially transfer calibration or reference
sources containingamericium-241, plutonium or radium-226 for distribution to persons generally licensed
under Subsection D of 20.3.3.305 NMAC. An application for a specific license to manufacture orinitially transfer
calibration or reference sources containingamericium-241, plutonium or radium-226 for distribution to persons
generally licensed under Subsection D of 20.3.3.305 NMAC will be approved subject to the following conditions:

@ the applicantsatisfies the general requirements of 20.3.3.307 NMAC and 20.3.3.308

NMAC, and
2 the applicantsatisfies the requirements of 10 CFR 32.57, 10CFR 32.58,10 CFR 32.59
and 10 CFR 70.39 ortheirequivalent.

H. Manufactureand distribution of radioactive material for certain in-vitro clinical or
laboratorytesting under general license. An application fora specific license to manufacture or distribute
radioactive material for use under the general license of Subsection F of 20.3.3.305 NMAC will be approved if:

@ the applicantsatisfies the general requirements specified in 20.3.3.307 NMACand
20.3.3.308NMAC;

2 the radioactive material isto be preparedfor distribution in prepackaged units of:
@) iodine-125in units not exceeding 10 microcuries (370kilobecquerels) each;
(b) iodine-131in units not exceeding 10 microcuries (370kilobecquerels) each;
© carbon-14 in units notexceeding 10 microcuries (370 kilobecquerels) each;

(d) hydrogen-3 (tritium) in units not exceeding 50 microcuries (1.85
megabecquerels) each;

e iron-59 in units not exceeding 20 microcuries (740 kilobecquerels) each;
) cobalt-57 in units not exceeding 10 microcuries (370kilobecquerels) each;
9) selenium-75in unitsnotexceeding 10 microcuries (370kilobecquerels) each; or
(h) mock iodine-125reference or calibration sources in units not exceeding 0.05
microcurie (1.85kilobecquerels) of iodine-129 and 0.005 microcurie (185 becquerels) of americium-241 each;
?3) each prepackaged unit bearsa durable, clearly visible label:
@) identifyingtheradioactive contents as to chemical form and radionuclide, and

indicating that theamount of radioactivity does not exceed 10 microcuries (370 kilobecquerels) of iodine-125,
iodine-131, carbon-14, cobalt-57 or selenium-75; 50 microcuries (1.85 megabecquerels) of hydrogen-3 (tritium); 20
microcuries (740kilobecquerels) of iron-59; or 0.05 microcurie (1.85kilobecquerels) of iodine-129and 0.005
microcurie (185becquerels) of americium-241; and

(b) displayingthe radiation caution symbol described in Paragraph (1) of Subsection
A 0120.3.4.427NMAC and the words, “caution, radioactive material”and “notfor intemal or external use in
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humansor animals™;

()] the following statement, ora substantially similar statement which contains the
informationcalled forin the following statement, appears on a label affixed to each prepackaged unit or appearsin a
leaflet or brochurewhich accompanies the package:

This radioactive material may be received, acquired, possessed, and used only by physicians, veterinarians, clinical
laboratories or hospitalsandonly for in-vitroclinical or laboratory tests notinvolving intemal or external
administration of the material, or the radiationtherefrom, to humanbeings or animals. Its receipt, acquisition,
possession, use, and transfer are subject tothe regulations and a general license of the United States n uclear
regulatory commission or of a statewithwhichthe NRC has entered into an agreement for the exercise of
regulatory authority.

(name of manufacturer); and

5) the labelaffixedto the unit, or the leaflet or broch ure whichaccompanies the package,
contains adequate informationasto the precautions to be observed in handling, storingand disposal of such
radioactive material; in the case of the mockiodine-125reference or calibration source, the information
accompanyingthesource must also contain directions to the licensee regarding the waste disposal requirements set
outin 20.3.4.433NMAC.

. Licensing the manufactureand distribution of ice detection devices. An applicationfora

specific license to manufacture and distribute ice detection devices to persons generally licensed under Subsection G
of 20.3.3.305 NMACwill be approved subject to the following conditions:

@ the applicantsatisfies the general requirements of 20.3.3.307 NMAC and 20.3.3.308

NMAC; and
)] the criteria of 10 CFR 32.61and 32.62are met.
J. Manufacture, preparation or transfer for commercial distribution of radioactive drugs
containing radioactive material for medical use under 20.3.7 NMAC.

@ An applicationfora specific license to manufacture, prepareor transfer for commercial
distribution, radioactive material for use by persons authorized pursuant to 20.3.7 NMAC will be approved if the
following conditions are met.

(@ The applicantsatisfies the general requirements specified in 20.3.3.307 NMAC
and 20.3.3.308NMAC;

(b) The applicantsubmits evidence that theapplicantis at least one of the
following:

() registered with the FDA as the owner oroperatorofa drug
establishment that engages in the manufacture, preparation, propagation, compounding or processing of a drug under
21 CFR 207.20@);

(i) registered or licensed with a state agency as a drugmanufacturer;

(i) licensed asa pharmacy bya state board of pharmacy;

(iv) operatingasa nuclear pharmacy within a federal medical institution; or

V) a PET drugproductionfacility registered with a stateagency.

(©) The applicantsubmits information onthe radionuclide; the chemicaland
physical form; the maximum activity pervial, syringe, generator, or other container of the radioactive drug; andthe
shielding provided by the packagingto show it is appropriate for the safe handling and storage of the radioactive
drugs by medical use licensees.

(d) The applicantsatisfies thefollowing labeling requirements.

() A labelis affixed toeachtransport radiation shield, whether it is
constructed of lead, glass, plastic or other material, of a radioactive drugto be transferred for commercial
distribution;the label mustincludethe radiation symboland the words “caution, radioactive material” or “danger,
radioactive material”; the name of the radioactive drug orits abbreviation; and the quantity of radioactivity at a
specified dateandtime. Forradioactive drugs with a half-life greater than 100 days, the time may be omitted; and

(i) A labelis affixed toeachsyringe, vial or other container usedto hold a
radioactive drugto be transferred for commercial distribution; the label must include theradiationsymbolandthe
words “caution, radioactive material” or “danger, radioactive material” and anidentifier that ensures thatthe
syringe, vial or other container can be correlated with the information on thetransport radiation shield label.

)] A licensee described by Items (iii) or (iv) of Subparagraph (b) of Paragraph (1) of this
subsection:

€)] may prepare radioactive drugs for medical use, as definedin 20.3.7.7 NMAC,
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provided thatthe radioactivedrugis prepared by eitheranauthorized nuclear pharmacist, as specified in
Subparagraphs (b) and (d) of this paragraph, oranindividual under the supervision of anauthorized nuclear
pharmacist as specified in Subsection Fof 20.3.7.702NMAC;

(b) may allowa pharmacist to work asanauthorized nuclear pharmacist if:
(1) the individual qualifies as an authorized nuclear pharmacist as defined
in 20.3.7.7 NMAC;
(i) the individual meetsthe requirements specified in Subsection C of

20.3.7.714NMAC, incorporating 10 CFR 35.55(b) and Subsection E of 20.3.7.714NMAC, incorporating 10 CFR
35.59, and the licensee has received anapproved license amendmentidentifying this individual as an authorized
nuclear pharmacist; or

(iii) the individual is designated as an authorized nuclear phamacistin
accordancewith Subparagraph (d) of this paragraph;

(©) may conductthe actions authorizedin Subparagraphs (a) and (b) of this
paragraphin spite of more restrictive language in license conditions;

(d) may designate a pharmacist (as definedin 20.3.7.7 NMAC) as an authorized
nuclear pharmacist if:

0] the individual was a nuclear pharmacist preparing only radioactive
drugs containing accelerator-produced radioactive material, and

(i) the individual practicedata pharmacyat a government agency or
federally recognized Indian [tribe] Tribe before November 30,2007, oratall other pharmacies in non-licensing
states,asdefinedin 20.3.1.7 NMAC, before August 8, 2009, oran earlier date asnoticed by the NRC;

(e) may designate a pharmacist (as definedin 20.3.7.7 NMAC) as an authorized
nuclearpharmacist if the individual is identified as of May 3, 1995, as an “authorized user” in a nuclear pharmacy
license issued by the department under this part; and

() shallprovide to thedepartment a copy of

0] each individual’s certification by a specialty board whose certification
process has beenrecognized by the department, NRC oragreementstate as specified in Subsection C of 20.3.7.714
NMAC, incorporating 10 CFR 35.55(@), with the written attestation signed by a preceptoras required by Subsection
Co0f20.3.7.724NMAC, incorporating 10 CFR 35.55(b)(2); or

(i) the department, NRC oragreementstate license, or

(iii) the permit issued by a NRC master material licensee, or

(iv) the permitissued by a department, NRC oragreement state licensee, or
NRC master materials permittee ofbroad scope, or the authorization from a commercial nuclear phammacy
authorizedto list its own authorized nuclear phamacist, or

V) documentationthatonly accelerator-produced radioactive materials
were used in the practiceof nuclear pharmacy ata government agency or federally recognized Indian [tribe] Tribe
before November 30,2007, orat all other pharmacies in non-licensing states, asdefined in 20.3.1.7 NMAC, before
August 8,2009, oranearlierdateas noticed by the NRC;and

(vi) the statepharmacy licensure or registration, no later than 30 days after
the datethatthe licensee allows, under Items (i) and (iii) of Subparagraph (b) of this paragraph, theindividual to
work asan authorized nuclear pharmacist.

3) A licensee shall possess and use instrumentation to measure theradioactivity of
radioactive drugs. The licensee shall have procedures for use of the instrumentation. The licensee shall measure, by
direct measurementor by combination of measurements and calculations, the amount of radioactivity in dosages of
alpha, beta or photon emitting radioactive drugs prior to transfer for commercial distribution. In addition, the
licensee shall:

@) perform tests before initial use, periodically and following repair, on each
instrument foraccuracy, linearity and geometry dependence, as appropriate for the use of the instrument; and make
adjustments whennecessary;and

(b) check each instrument for constancy and proper operationat thebeginning of
each dayof use.

(O] Nothingin this section relieves the licensee from complying with applicable FDA, or
other federal and state requirements governing radioactive drugs.

K. Manufactureand distribution of sources or devices containing radioactive material for
medical use. An application fora specific license to manufacture and distribute sources and devices containing
radioactive material to persons licensed pursuantto 20.3.7 NMAC foruse asa calibration, transmission or reference
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source or forthe uses listed in 20.3.7.710NMAC, 20.3.7.711NMAC and 20.3.7.712NMAC will be approved if:
@ the applicantsatisfies the general requirementsin 20.3.3.307 NMACand 20.3.3.308

NMAC; and
2 the applicantsatisfies the requirementsin 10 CFR 32.74.
L. Requirements for license to manufacture and distribute industrial products containing
depleted uranium for mass-volume applications.

@ An applicationfora specific license to manufacture industrial products and devices
containing depleted uranium for use pursuant to Subsection E of 20.3.3.304 NMAC or equivalent regulations of the
NRC oran agreementstatewill be approved if:

(@ the applicantsatisfies the general requirements specified in 20.3.3.307 NMAC
and 20.3.3.308 NMAC;

(b) the applicantsubmits sufficient information relating to the design, manufacture,
prototype testing, quality control procedures, labelingand marking, proposed uses, and potential hazards of the
industrial product ordevice to provide reasonable assurancethat possession, use, or transfer of the depleted uranium
in the product or device isnot likely to cause any individual to receive in one year a radiation dose in excess of ten
percent ofthe limits specified in Subsection Aof 20.3.4.405NMAC; and

© the applicantsubmits sufficient information regarding the industrial product or
device andthepresence of depleted uranium for a mass-volume application in the productor device to provide
reasonable assurancethatunique benefits will accrueto the public because ofthe usefulness of the product or
device.

)] Inthe case ofanindustrial product or device whose unique benefits are questionable, the
departmentwill approveanapplication fora specific license under this subsection only if the product or device is
foundto combinea high degree of utility and low probability of uncontrolled disposaland dispersal of significant
quantities of depleted uranium into theenvironment.

?3) The department may deny application for a specific license under this subsection if the
end use of the industrial product or device cannotbe reasonably foreseen.
(O] Each person licensed pursuant to this subsection shall:
@) maintain the level of quality control required by thelicense in the manufacture
of the industrial product or device, and in the installation of the depleted uranium into the product or device;
(b) labelormark each unit to:
(1) identify themanufacturer or initial transferor of the product or device

and the number ofthe license under which the product or device was manufactured or initially transferred, the fact
that the product or device contains depleted uranium, and the quantity of depleted uranium in each product or
device; and

(i) state that thereceipt, possession, use and transfer of the product or
device are subject to a general license or the equivalent and the regulations of the NRC or of anagreementstate;

(c) assure thatthe depleted uranium before being installed in each productor device
hasbeen impressed with the following legend clearly legible through any plating or other covering: “depleted
uranium”;

(d) furnish a copy ofthe general license contained in Subsection C of 20.3.3.304
NMAC and a copy of the departmentform toeach personto whom they transfer depleted uraniumin a productor
device foruse pursuantto the general license contained in Subsection C of 20.3.3.304 NMAC; or furnisha copy of
the generallicense contained in the NRC oragreement state's regulation equivalent to Subsection C of 20.3.3.304
NMAC and a copyofthe NRC oragreementstate's certificate; or alternatively, furnish a copy of the general license
contained in Subsection C of 20.3.3.304 NMACand a copy of department form to each personto whom they
transfer depleted uranium in a productor device for use pursuantto the general license of the NRC oran agreement
state, with a note explaining that use of theproduct or device is regulated by the NRC oranagreement state under
requirements substantially the same as those in Subsection C of 20.3.3.304 NMAC;

(e) report to the department all transfers of industrial products or devices to persons
foruse underthegenerallicense in Subsection C of 20.3.3.304 NMAC; suchreportshallidentify each general
licensee by nameandaddress, anindividual by name and (or) positionwho may constitute a point of contact
between the department and the general licensee, the type and model number of device transferred, and the quantity
of depleted uranium contained in the product or device; thereport shall be submitted within 30 days aftertheend of
each calendar quarter in which such a product or device is transferred to the generally licensed person; if no transfers
have beenmade topersons generally licensed under Subsection C of 20.3.3.304 NMAC during the reporting period,
the report shallso indicate;
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)] report to the director of the office of nuclear material safety and safeguards, by
an appropriate method listed in 10 CFR 40.5alltransfers of industrial products or devices to persons for use under
the U.S. nuclear regulatory commission general license in 10 CFR 40.25; the report shall containallinformation
described in Subparagraph (e) of this paragraph;

Q) report to the responsible stateagency all transfers of devices manufactured and
distributed pursuant to Subsection L of 20.3.3.315 NMAC for use under a general license in that agreement state's
regulations equivalent to Subsection C of 20.3.3.304 NMAC; thereportshall contain allinformation described in
Subparagraph (e) of this paragraph;

(h) keep records showing the name, address and pointof contactforeachgeneral
licensee to whom they transfer depleted uranium in industrial products or devices for use pursuant to thegeneral
license providedin Subsection C of 20.3.3.304 NMAC orequivalent regulationsof the NRC orof anagreement
state; the records shall be retained for three years and show the date of each transfer, the quantity of depleted
uranium in each product or devicetransferred and compliance with the report requirementsof this subsection.

M. Licensing the manufacture, assembly, repair or distribution of commaodities, productsor
deviceswhich contain radioactive material other than those enumerated above. The department shall require
substantially the same information as required for licensing of similaritems by 10 CFR Part 32 notspecifically
named in this section.

N. Serialization of nationally tracked sources. Each licensee who manufactures a nationally
trackedsource, asdefinedin 20.3.4.7 NMAC, after February 6, 2007 shall assign a unique serial number to each
nationally tracked source. Serial numbers must be composed only of alpha-numeric characters.
[20.3.3.315NMAC - Rp, 20.3.3.315NMAC, 4/30/2009; A, 8/10/2021]
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Thisisan amendmentto 20.3.4 NMAC, Sections 425, 462 and 466, effective 8/10/2021.

20.3.4.425 SECURITY AND CONTROL OF LICENSED ORREGISTERED SOURCES OF
RADIATION:

A The licensee shall secure from unauthorized removal or access licensed materials that arestored in
controlled orunrestricted areas. The licensee possessing category 1 and category 2 quantities of radioactive
materials shall comply with 10 CFR 37. Thelicensee shallcomply with 10 CFR 37 exceptas follows:

1) any reference to the commission or NRC shall be deemed a reference to the department;

)] 10 CFR 37.5 definitions of agreement state, byproduct material, commissionand person
shallnot be applicable;

3) 10CFR37.7,10CFR 37.9,10 CFR37.11(@@)and (b), 10 CFR 37.13, 10 CFR 37.27(c),
10CFR37.71,10CFR 37.105,and 10 CFR 37.107 shall not be applicable; and

(O] forany reporting or notification requirements thatthe licensee must follow in 10 CFR
37.45,10 CFR 37.57,10 CFR 37.77(a) through (d),and 10 CFR 37.81, the licensee shall use the followingaddress
when applicable: New Mexicoenvironment department/RCB, P.O. Box 5469, Santa Fe, NM 87502-5469 address
information.

B. The licensee shall controland maintain constant surveillance, and use devices oradministrative
proceduresto preventunauthorized access to licensed radioactive material thatis in a controlled or unrestricted area
and thatisnotin storage.

C. The registrant shall secure registered radiation machines from unauthorized removal.

D. The registrant shall use devices oradministrative procedures to prevent unauthorized use of
registered radiation machines.

[20.3.4.425NMAC -Rp,20.3.4.425NMAC, 04/30/2009; A, 8/10/2021]

20.3.4.462 APPENDIX C- QUANTITIES! OF LICENSED MATERIALREQUIRING LABELING:
A Table462.1.

TABLE 462.1
Radionuclide Quantity (microcuries?)
Hydrogen-3 1,000
Beryllium-7 1,000
Beryllium-10 1
Carbon-11 1,000
Carbon-14 [4,000]100
Fluorine-18 1,000
Sodium-22 100
Sodium-24 100
Magnesium-28 100
Aluminum-26 10
Silicon-31 1,000
Silicon-32 1
Phosphorus-32 10
Phosphorus-33 100
Sulfur-35 100
Chlorine-36 10
Chlorine-38 1,000
Chlorine-39 1,000
Argon-39 1,000
Argon-41 1,000
Potassium-40 100
Potassium-42 1,000
Potassium-43 1,000
Potassium-44 1,000
Potassium-45 1,000
Calcium-41 100
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TABLE462.1

Radionuclide Quantity (microcuries?)
Calcium-45 100
Calcium-47 100
Scandium-43 1,000
Scandium-44m 100
Scandium-44 100
Scandium-46 10
Scandium-47 100
Scandium-48 100
Scandium-49 1,000
Titanium-44 1
Titanium-45 1,000
Vanadium-47 1,000
Vanadium-48 100
Vanadium-49 1,000
Chromium-48 1,000
Chromium-49 1,000
Chromium-51 1,000
Manganese-51 1,000
Manganese-52m 1,000
Manganese-52 100
Manganese-53 1,000
Manganese-54 100
Manganese-56 1,000
Iron-52 100
Iron-55 100
Iron-59 10
Iron-60 1
Cobalt-55 100
Cobalt-56 10
Cobalt-57 100
Cobalt-58m 1,000
Cobalt-58 100
Cobalt-60m 1,000
Cobalt-60 1
Cobalt-61 1,000
Cobalt-62m 1,000
Nickel-56 100
Nickel-57 100
Nickel-59 100
Nickel-63 100
Nickel-65 1,000
Nickel-66 10
Copper-60 1,000
Copper-61 1,000
Copper-64 1,000
Copper-67 1,000
Zinc-62 100
Zinc-63 1,000
Zinc-65 10
Zinc-69m 100
Zinc-69 1,000
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TABLE 462.1

Radionuclide Quantity (microcuries?)
Zinc-7Im 1,000
Zinc-72 100
Gallium-65 1,000
Gallium-66 100
Gallium-67 1,000
Gallium-68 1,000
Gallium-70 1,000
Gallium-72 100
Gallium-73 1,000
Germanium-66 1,000
Germanium-67 1,000
Germanium-68 10
Germanium-69 1,000
Germanium-71 1,000
Germanium-75 1,000
Germanium-77 1,000
Germanium-78 1,000
Arsenic-69 1,000
Arsenic-70 1,000
Arsenic-71 100
Arsenic-72 100
Arsenic-73 100
Arsenic-74 100
Arsenic-76 100
Arsenic-77 100
Arsenic-78 1,000
Selenium-70 1,000
Selenium-73m 1,000
Selenium-73 100
Selenium-75 100
Selenium-79 100
Selenium-81m 1,000
Selenium-81 1,000
Selenium-83 1,000
Bromine-74m 1,000
Bromine-74 1,000
Bromine-75 1,000
Bromine-76 100
Bromine-77 1,000
Bromine-80m 1,000
Bromine-80 1,000
Bromine-82 100
Bromine-83 1,000
Bromine-84 1,000
Krypton-74 1,000
Krypton-76 1,000
Krypton-77 1,000
Krypton-79 1,000
Krypton-81 1,000
Krypton-83m 1,000
Krypton-85m 1,000
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TABLE462.1

Radionuclide Quantity (microcuries?)
Krypton-85 1,000
Krypton-87 1,000
Krypton-88 1,000
Rubidium-79 1,000
Rubidium-81m 1,000
Rubidium-81 1,000
Rubidium-82m 1,000
Rubidium-83 100
Rubidium-84 100
Rubidium-86 100
Rubidium-87 100
Rubidium-88 1,000
Rubidium-89 1,000
Strontium-80 100
Strontium-81 1,000
Strontium-83 100
Strontium-85m 1,000
Strontium-85 100
Strontium-87m 1,000
Strontium-89 10
Strontium-90 0.1
Strontium-91 100
Strontium-92 100
Yittrium-86m 1,000
Yttrium-86 100
Yttrium-87 100
Yttrium-88 10
Yttrium-90m 1,000
Yttrium-90 10
Yttrium-91m 1,000
Yttrium-91 10
Yttrium-92 100
Yttrium-93 100
Yttrium-94 1,000
Yttrium-95 1,000
Zirconium-86 100
Zirconium-88 10
Zirconium-89 100
Zirconium-93 1
Zirconium-95 10
Zirconium-97 100
Niobium-88 1,000
Niobium-89m (66 min.) 1,000
Niobium-89(122min.) 1,000
Niobium-90 100
Niobium-93m 10
Niobium-94 1
Niobium-95m 100
Niobium-95 100
Niobium-96 100
Niobium-97 1,000
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TABLE462.1

Radionuclide Quantity (microcuries?)
Niobium-98 1,000
Molybdenum-90 100
Molybdenum-93m 100
Molybdenum-93 10
Molybdenum-99 100
Molybdenum-101 1,000
Technetium-93m 1,000
Technetium-93 1,000
Technetium-94m 1,000
Technetium-94 1,000
Technetium-96m 1,000
Technetium-96 100
Technetium-97m 100
Technetium-97 1,000
Technetium-98 10
Technetium-99m 1,000
Technetium-99 100
Technetium-101 1,000
Technetium-104 1,000
Ruthenium-94 1,000
Ruthenium-97 1,000
Ruthenium-103 100
Ruthenium-105 1,000
Ruthenium-106 1
Rhodium-99m 1,000
Rhodium-99 100
Rhodium-100 100
Rhodium-101m 1,000
Rhodium-101 10
Rhodium-102m 10
Rhodium-102 10
Rhodium-103m 1,000
Rhodium-105 100
Rhodium-106m 1,000
Rhodium-107 1,000
Palladium-100 100
Palladium-101 1,000
Palladium-103 100
Palladium-107 10
Palladium-109 100
Silver-102 1,000
Silver-103 1,000
Silver-104m 1,000
Silver-104 1,000
Silver-105 100
Silver-106m 100
Silver-106 1,000
Silver-108m 1
Silver-110m 10
Silver-111 100
Silver-112 100
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TABLE 462.1
Radionuclide Quantity (microcuries?)
Silver-115 1,000
Cadmium-104 1,000
Cadmium-107 1,000
Cadmium-109 1
Cadmium-113m 0.1
Cadmium-113 100
Cadmium-115m 10
Cadmium-115 100
Cadmium-117m 1,000
Cadmium-117 1,000
Indium-109 1,000
Indium-110m (69.1 min) 1,000
Indium-110(4.9 h) 1,000
Indium-111 100
Indium-112 1,000
Indium-113m 1,000
Indium-114m 10
Indium-115m 1,000
Indium-115 100
Indium-116m 1,000
Indium-117m 1,000
Indium-117 1,000
Indium-119m 1,000
Tin-110 100
Tin-111 1,000
Tin-113 100
Tin-117m 100
Tin-119m 100
Tin-121m 100
Tin-121 1,000
Tin-123m 1,000
Tin-123 10
Tin-125 10
Tin-126 10
Tin-127 1,000
Tin-128 1,000
Antimony-115 1,000
Antimony-116m 1,000
Antimony-116 1,000
Antimony-117 1,000
Antimony-118m 1,000
Antimony-119 1,000
Antimony-120 (16 min.) 1,000
Antimony-120 (5.76d) 100
Antimony-122 100
Antimony-124m 1,000
Antimony-124 10
Antimony-125 100
Antimony-126m 1,000
Antimony-126 100
Antimony-127 100
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TABLE 462.1
Radionuclide Quantity (microcuries?)
Antimony-128 (10.4 min) 1,000
Antimony-128 (9.01h) 100
Antimony-129 100
Antimony-130 1,000
Antimony-131 1,000
Tellurium-116 1,000
Tellurium-121m 10
Tellurium-121 100
Tellurium-123m 10
Tellurium-123 100
Tellurium-125m 10
Tellurium-127m 10
Tellurium-127 1,000
Tellurium-129m 10
Tellurium-129 1,000
Tellurium-131m 10
Tellurium-131 100
Tellurium-132 10
Tellurium-133m 100
Tellurium-133 1,000
Tellurium-134 1,000
lodine-120m 1,000
lodine-120 100
lodine-121 1,000
lodine-123 100
lodine-124 10
lodine-125 1
lodine-126 1
lodine-128 1,000
lodine-129 1
lodine-130 10
lodine-131 1
lodine-132m 100
lodine-132 100
lodine-133 10
lodine-134 1,000
lodine-135 100
Xenon-120 1,000
Xenon-121 1,000
Xenon-122 1,000
Xenon-123 1,000
Xenon-125 1,000
Xenon-127 1,000
Xenon-129m 1,000
Xenon-131m 1,000
Xenon-133m 1,000
Xenon-133 1,000
Xenon-135m 1,000
Xenon-135 1,000
Xenon-138 1,000
Cesium-125 1,000
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TABLE462.1

Radionuclide Quantity (microcuries?)
Cesium-127 1,000
Cesium-129 1,000
Cesium-130 1,000
Cesium-131 1,000
Cesium-132 100
Cesium-134m 1,000
Cesium-134 10
Cesium-135m 1,000
Cesium-135 100
Cesium-136 10
Cesium-137 10
Cesium-138 1,000
Barium-126 1,000
Barium-128 100
Barium-131m 1,000
Barium-131 100
Barium-133m 100
Barium-133 100
Barium-135m 100
Barium-139 1,000
Barium-140 100
Barium-141 1,000
Barium-142 1,000
Lanthanum-131 1,000
Lanthanum-132 100
Lanthanum-135 1,000
Lanthanum-137 10
Lanthanum-138 100
Lanthanum-140 100
Lanthanum-141 100
Lanthanum-142 1,000
Lanthanum-143 1,000
Cerium-134 100
Cerium-135 100
Cerium-137m 100
Cerium-137 1,000
Cerium-139 100
Cerium-141 100
Cerium-143 100
Cerium-144 1
Praseodymium-136 1,000
Praseodymium-137 1,000
Praseodymium-138m 1,000
Praseodymium-139 1,000
Praseodymium-142m 1,000
Praseodymium-142 100
Praseodymium-143 100
Praseodymium-144 1,000
Praseodymium-145 100
Praseodymium-147 1,000
Neodymium-136 1,000
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TABLE462.1

Radionuclide Quantity (microcuries?)
Neodymium-138 100
Neodymium-139m 1,000
Neodymium-139 1,000
Neodymium-141 1,000
Neodymium-147 100
Neodymium-149 1,000
Neodymium-151 1,000
Promethium-141 1,000
Promethium-143 100
Promethium-144 10
Promethium-145 10
Promethium-146 1
Promethium-147 10
Promethium-148m 10
Promethium-149 100
Promethium-150 1,000
Promethium-151 100
Samarium-141m 1,000
Samarium-141 1,000
Samarium-142 1,000
Samarium-145 100
Samarium-146 1
Samarium-147 100
Samarium-151 10
Samarium-153 100
Samarium-155 1,000
Samarium-156 1,000
Europium-145 100
Europium-146 100
Europium-147 100
Europium-148 10
Europium-149 100
Europium-150(12.62h) 100
Europium-150(34.2y) 1
Europium-152m 100
Europium-152 1
Europium-154 1
Europium-155 10
Europium-156 100
Europium-157 100
Europium-158 1,000
Gadolinium-145 1,000
Gadolinium-146 10
Gadolinium-147 100
Gadolinium-148 0.001
Gadolinium-149 100
Gadolinium-151 10
Gadolinium-152 100
Gadolinium-153 10
Gadolinium-159 100
Terbium-147 1,000

20.3.3NMAC




TABLE 462.1
Radionuclide Quantity (microcuries?)
Terbium-149 100
Terbium-150 1,000
Terbium-151 100
Terbium-153 1,000
Terbium-154 100
Terbium-155 1,000
Terbium-156m (5.0 h) 1,000
Terbium-156m (24.4 h) 1,000
Terbium-156 100
Terbium-157 10
Terbium-158 1
Terbium-160 10
Terbium-161 100
Dysprosium-155 1,000
Dysprosium-157 1,000
Dysprosium-159 100
Dysprosium-165 1,000
Dysprosium-166 100
Holmium-155 1,000
Holmium-157 1,000
Holmium-159 1,000
Holmium-161 1,000
Holmium-162m 1,000
Holmium-162 1,000
Holmium-164m 1,000
Holmium-164 1,000
Holmium-166m 1
Holmium-166 100
Holmium-167 1,000
Erbium-161 1,000
Erbium-165 1,000
Erbium-169 100
Erbium-171 100
Erbium-172 100
Thulium-162 1,000
Thulium-166 100
Thulium-167 100
Thulium-170 10
Thulium-171 10
Thulium-172 100
Thulium-173 100
Thulium-175 1,000
Ytterbium-162 1,000
Ytterbium-166 100
Ytterbium-167 1,000
Ytterbium-169 100
Ytterbium-175 100
Ytterbium-177 1,000
Ytterbium-178 1,000
Lutetium-169 100
Lutetium-170 100
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TABLE462.1

Radionuclide Quantity (microcuries?)
Lutetium-17/1 100
Lutetium-172 100
Lutetium-173 10
Lutetium-174m 10
Lutetium-174 10
Lutetium-176m 1,000
Lutetium-176 100
Lutetium-177m 10
Lutetium-177 100
Lutetium-178m 1,000
Lutetium-178 1,000
Lutetium-179 1,000
Hafnium-170 100
Hafnium-172 1
Hafnium-173 1,000
Hafnium-175 100
Hafnium-177m 1,000
Hafnium-178m 0.1
Hafnium-179m 10
Hafnium-180m 1,000
Hafnium-181 10
Hafnium-182m 1,000
Hafnium-182 0.1
Hafnium-183 1,000
Hafnium-184 100
Tantalum-172 1,000
Tantalum-173 1,000
Tantalum-174 1,000
Tantalum-175 1,000
Tantalum-176 100
Tantalum-177 1,000
Tantalum-178 1,000
Tantalum-179 100
Tantalum-180m 1,000
Tantalum-180 100
Tantalum-182m 1,000
Tantalum-182 10
Tantalum-183 100
Tantalum-184 100
Tantalum-185 1,000
Tantalum-186 1,000
Tungsten-176 1,000
Tungsten-177 1,000
Tungsten-178 1,000
Tungsten-179 1,000
Tungsten-181 1,000
Tungsten-185 100
Tungsten-187 100
Rhenium-177 1,000
Rhenium-178 1,000
Rhenium-181 1,000
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TABLE462.1

Radionuclide Quantity (microcuries?)
Rhenium-182 (12.7h) 1,000
Rhenium-182 (64.0h) 100
Rhenium-184m 10
Rhenium-184 100
Rhenium-186m 10
Rhenium-186 100
Rhenium-187 1,000
Rhenium-188m 1,000
Rhenium-188 100
Rhenium-189 100
Osmium-180 1,000
Osmium-181 1,000
Osmium-182 100
Osmium-185 100
Osmium-189m 1,000
Osmium-191m 1,000
Osmium-191 100
Osmium-193 100
Osmium-194 1
Iridium-182 1,000
Iridium-184 1,000
Iridium-185 1,000
Iridium-186 100
Iridium-187 1,000
Iridium-188 100
Iridium-189 100
Iridium-190m 1,000
Iridium-190 100
Iridium-192m (1.4 m) 10
Iridium-192 (73.8 d) 1
Iridium-194m 10
Iridium-194 100
Iridium-195m 1,000
Iridium-195 1,000
Platinum-186 1,000
Platinum-188 100
Platinum-189 1,000
Platinum-191 100
Platinum-193m 100
Platinum-193 1,000
Platinum-195m 100
Platinum-197m 1,000
Platinum-197 100
Platinum-199 1,000
Platinum-200 100
Gold-193 1,000
Gold-194 100
Gold-195 10
Gold-198m 100
Gold-198 100
Gold-199 100
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TABLE 462.1
Radionuclide Quantity (microcuries?)
Gold-200m 100
Gold-200 1,000
Gold-201 1,000
Mercury-193m 100
Mercury-193 1,000
Mercury-194 1
Mercury-195m 100
Mercury-195 1,000
Mercury-197m 100
Mercury-197 1,000
Mercury-199m 1,000
Mercury-203 100
Thallium-194m 1,000
Thallium-194 1,000
Thallium-195 1,000
Thallium-197 1,000
Thallium-198m 1,000
Thallium-198 1,000
Thallium-199 1,000
Thallium-200 1,000
Thallium-201 1,000
Thallium-202 100
Thallium-204 100
Lead-195m 1,000
Lead-198 1,000
Lead-199 1,000
Lead-200 100
Lead-201 1,000
Lead-202m 1,000
Lead-202 10
Lead-203 1,000
Lead-205 100
Lead-209 1,000
Lead-210 0.01
Lead-211 100
Lead-212 1
Lead-214 100
Bismuth-200 1,000
Bismuth-201 1,000
Bismuth-202 1,000
Bismuth-203 100
Bismuth-205 100
Bismuth-206 100
Bismuth-207 10
Bismuth-210m 0.1
Bismuth-210 1
Bismuth-212 10
Bismuth-213 10
Bismuth-214 100
Polonium-203 1,000
Polonium-205 1,000
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TABLE462.1

Radionuclide Quantity (microcuries?)
Polonium-207 1,000
Polonium-210 0.1
Astatine-207 100
Astatine-211 10
Radon-220 1
Radon-222 1
Francium-222 100
Francium-223 100
Radium-223 0.1
Radium-224 0.1
Radium-225 0.1
Radium-226 0.1
Radium-227 1,000
Radium-228 0.1
Actinium-224 1
Actinium-225 0.01
Actinium-226 0.1
Actinium-227 0.001
Actinium-228 1
Thorium-226 10
Thorium-227 0.01
Thorium-228 0.001
Thorium-229 0.001
Thorium-230 0.001
Thorium-231 100
Thorium-232 100
Thorium-234 10
Thorium-natural 100
Protactinium-227 10
Protactinium-228 1
Protactinium-230 0.1
Protactinium-231 0.001
Protactinium-232 1
Protactinium-233 100
Protactinium-234 100
Uranium-230 0.01
Uranium-231 100
Uranium-232 0.001
Uranium-233 0.001
Uranium-234 0.001
Uranium-235 0.001
Uranium-236 0.001
Uranium-237 100
Uranium-238 100
Uranium-239 1,000
Uranium-240 100
Uranium-natural 100
Neptunium-232 100
Neptunium-233 1,000
Neptunium-234 100
Neptunium-235 100
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TABLE462.1

Radionuclide

Quantity (microcuries?)

Neptunium-236 (1.15E+5y) 0.001
Neptunium-236(22.5h) 1
Neptunium-237 0.001
Neptunium-238 10
Neptunium-239 100
Neptunium-240 1,000
Plutonium-234 10
Plutonium-235 1,000
Plutonium-236 0.001
Plutonium-237 100
Plutonium-238 0.001
Plutonium-239 0.001
Plutonium-240 0.001
Plutonium-241 0.001
Plutonium-242 0.001
Plutonium-243 1,000
Plutonium-244 0.001
Plutonium-245 100
Americium-237 1,000
Americium-238 100
Americium-239 1,000
Americium-240 100
Americium-241 0.001
Americium-242m 0.001
Americium-242 10
Americium-243 0.001
Americium-244m 100
Americium-244 10
Americium-245 1,000
Americium-246m 1,000
Americium-246 1,000
Curium-238 100
Curium-240 0.1
Curium-241 1
Curium-242 0.01
Curium-243 0.001
Curium-244 0.001
Curium-245 0.001
Curium-246 0.001
Curium-247 0.001
Curium-248 0.001
Curium-249 1,000
Berkelium-245 100
Berkelium-246 100
Berkelium-247 0.001
Berkelium-249 0.1
Berkelium-250 10
Californium-244 100
Californium-246 1
Californium-248 0.01
Californium-249 0.001

20.3.3NMAC




TABLE 462.1
Radionuclide Quantity (microcuries?)
Californium-250 0.001
Californium-251 0.001
Californium-252 0.001
Californium-253 0.1
Californium-254 0.001
Einsteinium-250 100
Einsteinium-251 100
Einsteinium-253 0.1
Einsteinium-254m 1
Einsteinium-254 0.01
Fermium-252 1
Fermium-253 1
Fermium-254 10
Fermium-255 1
Fermium-257 0.01
Mendelevium-257 10
Mendelevium-258 0.01
Any alpha-emitting radionuclide 0.001
not listed aboveor mixtures of
alphaemitters of unknown
composition
Any radionuclide otherthan 0.01
alpha-emitting radionuclides not
listed above, or mixtures of beta
emitters of unknown composition

Table 462.1 notes:

! the quantities listed abovewere derived by taking 1/10th of the most restrictive ALI listed in columns 1 and 2 of
table 1 0f 20.3.4.461NMAC, roundingto the nearestfactor of 10, and constraining the values listed between 0.001
and 1,000 microcuries (37 becquerels and 37 megabecquerels). Values of 100 microcuries (3.7 megabecquerels)
have beenassigned for radionuclides havinga radioactive half-life in excess of E+9 years, exceptrhenium, 1,000
microcuries (37 megabecquerels) to take intoaccount their low specific activity;

2 to convert microcuries to kilobecguerels, multiply the microcurie value by 37.

B. Note. For purposes of Subsection E of 20.3.4.428 NMAC, Subsection A of 20.3.4.431 NMAC and
Subsection Aof 20.3.4.451 NMAC where there is involved a combination of radionuclides in known amounts, the
limit forthe combinationshall be derived as follows: determine, for each radionuclide in the combination, theratio
between the quantity presentin the combinationand the limit otherwise established for the specific radionuclide
when not in combination. Thesum of suchratios forall radionuclides in the combination may notexceed 1", that
is, unity.

[20.3.4.462NMAC -Rp,20.3.4.462NMAC, 4/30/2009; A, 8/10/2021]

20.3.4.466 APPENDIX G - REQUIREMENTS FOR TRANSFERS OF LOW-LEVEL RADIOACTIVE
WASTE INTENDED FOR DISPOSAL AT LICENSED LAND DISPOSAL FACILITIES AND
MANIFESTS: LLW means low-level radioactive waste as definedin the Low-Level Radioactive Waste Policy
Act.

A Manifest.

@) A waste generator, collector or processor who transports, or offers for transportation

LLWa intended forultimate disposalata licensed low-level radioactive waste land disposal facility must prepare a
manifest[NRC OMB Control Numbers 3150-0164, -0165 and -0166] reflecting information requested on applicable
NRC forms 540 (uniform low-level radioactive waste manifest (shipping paper) and 541 (uniform low-level
radioactive waste manifest (container and waste description)) and, if necessary, on anapplicable NRC form 542
(uniformlow-level radioactive waste manifest (manifestindexand regional compact tabulation)). NRC forms 540
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and 540A must be completed and must physically accompany the pertinent low-level waste shipment. Upon
agreementbetweenshipperandconsignee, NRC forms 541, 541A,542and 542A may be comp leted, transmitted
and stored in electronic media with the capability for producing legible, accurateand complete records on the
respective forms. Licenseesare notrequired by NRCto comply with the manifesting requirements of this partwhen
they ship the following:

(@ LLW forprocessingand expectits return (i.e., for storage under their license)
priorto disposalat a licensed land disposal facility;

(b) LLW thatisbeingreturnedto thelicensee whois the “waste generator” or
“generator”, as defined in thispart; or

© radioactively contaminated materialto a “waste processor” that becomes the
processor's “residual waste” unless regulated by other applicable federal or state regulations;

(d) these exclusions from manifesting requirements do not, however, exempt the

licensee from complying with applicable DOT requirements for shipments referencing49 CFR, includingthe
preparation of shipping papers.

)] Forguidance in completingthese forms, referto the instructions thataccompany the
forms. Copies of manifests required by this sectionmay be legible carbon copies, photocopies or computer printouts
that reproduce thedata in the format of the uniform manifest.

3) NRC forms540,540A,541,541A,542 and 542A, and the accompanying instructions, in
hard copy, may beobtained by writing or calling the [effice]Office of the [chief] Chief information [efficer] Officer,
United States nuclear regulatory commission, Washington, DC 20555-0001, telephone (301) 415-5877, orby
visiting the NRC's web site at http:/mww.nrc.gov and selecting forms from the index found onthe home page.

()] Thissection includes information requirements of the DOT, as codified in 49 CFR Part
172. Additional 49 CFR requirements may be applicable. Information on hazardous, medical or otherwaste,
required to meet EPA regulations, as codified in 40 CFR Parts 259, 261 or elsewhere, is not addressed in this
section, and mustbe provided onthe required EPAforms. However, any required EPA forms mustaccompany the
uniform low-level radioactive waste manifest required by this chapter.

5) As used in this section, the following definitions apply:

@) “chelating agent” has the same meaningasthat given in 20.3.13.7 NMAC;

(b) “chemical description” means a description of the principal chemical
characteristics ofa low-level radioactive waste;

() “computer-readable medium” means thatthe department's computer can
transferthe information from the medium into its memory;

(d) “consignee” means the designated receiver of the shipmentof low-level
radioactive waste;

(e) “decontamination facility” means a facility operatingundera department,

NRC oragreement state licensewhose principal purpose is decontamination of equipment or materials to
accomplish recycle, reuse or other waste management objectives, and, for purposes of this part, is not considered to
be a consignee for LLW shipments;

) “disposal container” meansa container principally usedto confine low-level
radioactive wasteduringdisposal operations ata land disposal facility (also see “high integrity container”); note that
forsome shipments, the disposal container may be thetransport package;

Q) “EPA identification number” means the number received by a transporter
followingapplicationto the administrator of EPA as required by 40 CFR Part 263;
(h) “generator” meansa licensee operating under a department, NRC or agreement

state license who (1) isa waste generatoras definedin this part, or (2) is the licensee to whomwastecan be
attributed within the contextof the Low-Level Radioactive Waste Policy Amendments Act (e.g., waste generatedas
a result of decontamination or recycle activities);

(i) “high integrity container” (HIC) means a container commonly designed to
meet the structural stability requirements 0f20.3.13.1325 NMAC, and to meet DOT requirements for a type A
package;

) “land disposalfacility” has the samemeaning as that given in 20.3.13.7
NMAC,;

(K) “NRC forms 540,540A,541,541A,542 and 542A” are official NRC forms
referenced in this section; licensees need not use originals of these NRC forms as longasany substitute formsare
equivalentto theoriginal documentation in respectto content, clarity, size and location of information; upon
agreementbetweentheshipperand consignee, NRC forms 541 (and541A) and NRC forms 542 (and 542A) may be
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completed, transmitted and stored in electronic media; the electronic media must have the capability for producing
legible, accurate and complete records in the format of the uniform manifest;

() “package” means the assembly of components necessary to ensure compliance
with the packaging requirements of DOT regulations, together with its radioactive contents, as presented for
transport;

(m) “physical description” means the items called foron NRC form 541 to describe
aLLW;

(n) “residual waste” means LLW resulting from processing or decontamination
activities thatcannot beeasily separated into distinct batches attributable to specific waste generators; this waste is
attributable to the processor or decontamination facility, provided that other federal laws or regulations, suchas
those of Resource Conservationand Recovery Act (RCRA), are not applicable;

(0) “shipper” meansthelicensedentity (i.e., the waste generator, waste collector or
waste processor) who offers low-level radioactive waste for transportation, typically consigning thistype of wasteto
a licensed waste collector, waste processor or land disposal facility operator;

(p) “shipping paper” means NRC form 540and, if required, NRC form 540A
which includes the information required by DOT in 49 CFR part 172;

(o)} “source material” has the same meaningasthatgiven in 20.3.3.7 NMAC;

(n “special nuclear material” hasthe same meaningasthatgivenin 20.3.3.7
NMAC;

(s) “uniformlow-level radioactive waste manifest” or “uniform manifest”

means thecombinationof NRCforms 540,541 and, if necessary, 542, and their respective continuation sheets as
needed, orequivalent;

® “waste collector,” including “waste broker,” means anentity, operatingundera
department, NRC oragreement state license, whose principal purposeis to collect and consolidate waste generated
by others, and totransfer this waste, without processing or repackaging the collected waste, to another licensed
waste collector, licensed waste processor or licensed land disposal facility;

(u) “waste description” means the physical, chemical and radiological description
of a low-levelradioactivewaste as called foron NRCform 541;
V) “waste generator” meansan entity, operatingundera department, NRC or

agreementstatelicense, who (1) possesses any material or component that contains radioactivity or is radioactively
contaminated for which thelicensee foresees no further use, and (2) transfers this material or component to a
licensed land disposal facility orto a licensed waste collector or processor for handling or treatment prior to
disposal; a licensee performing processing or decontamination services may bea “waste generator” if the transfer of
low-levelradioactive waste from its facility is defined as “residual waste”;

(W) “waste processor” means anentity, operatingunder a department, NRC or
agreementstatelicense, whose principal purposeisto process, repackage or otherwise treat low-level radioactive
material or waste generated by others prior to eventual transfer of wasteto a licensed low-level radioactive waste
land disposal facility; and

(x) “waste type” means a waste within a disposal container havinga unique
physical description (i.e., a specific waste descriptor codeor description; ora waste sorbed on or solidified in a
specifically defined media).

6) Information requirements.
(@ General information. The shipper of the radioactive waste shall provide the
following information onthe uniform manifest:
() the name, facility address and telephone number of the licensee

shippingthe waste;

(i) an explicit declarationindicating whether the shipperisactingasa
waste generator, collector, processor ora combination of these identifiers for purposes of the manifested shipment;
and

(iii) the name, address and telephone number, orthe name and EPA
identification number for the carrier transporting the waste.

(b) Shipmentinformation. The shipperof theradioactive wasteshall providethe
following information regarding the waste shipment onthe uniform manifest:
0] the dateof thewaste shipment;

(i) the total number of packages or disposal containers;
(iii) the totaldisposal volumeand disposal weight in the shipment;
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(iv) the total radionuclide activity in the shipment;

V) the activity of each oftheradionuclides H-3,C-14, Tc-99and 1-129
contained in the shipment;and

(vi) the total masses of U-233, U-235and plutonium in special nuclear
material, andthe total mass of uranium and thorium in source material.

(©) Disposal container and waste information. The shipper of the radioactive
waste shall provide the following information on the uniform manifestregarding the wasteand each disposal
container of waste in the shipment:

() an alphabetic or numeric identification that uniquely identifies each
disposal containerin the shipment;

(i) a physical description of the disposal container, includingthe
manufacturerand model of any high integrity container;

(iii) the volume displaced by the disposal container;

(iv) the gross weight of the disposal container, including the waste;

(V) forwaste consignedto a disposal facility, the maximum radiation level
atthe surface ofeachdisposal container;

(vi) a physicaland chemical description of thewaste;

(vii)  thetotalweight percentage of chelatingagent forany waste containing
more than0.1% chelatingagent by weight, plus the identity of the principal chelating agent;

(viii)  theapproximate volume of waste within a container;

(ix) the sorbing or solidification media, if any, and the identity of the
solidification media vendorand brand name;

x) the identitiesand activities of individual radionuclides contained in
each container, the masses of U-233, U-235and plutonium in special nuclear material, and the masses of uranium
and thorium in source material, including fissile category classification; for discrete waste types (i.e., activated
materials, contaminated equipment, mechanical filters, sealed source/devices and wastes in
solidification/stabilization media), the identities and activities of individual radionuclides associated with or
contained onthese waste types within a disposal container shall be reported;

(xi) the total radioactivity within each container;

(xii)  forwastes consignedto a disposal facility, the classification of the
waste pursuant to 20.3.13.1324 NMAC; waste not meeting the structural stability requirements of Subsection B of
20.3.13.1325 NMAC; and

(xiii)  any otherinformationrequired on a manifestor shipping paper by the
DOT, the NRC orother regulatory agencies.

(d) Uncontainerized waste information. The shipper of the radioactive waste
shallprovide the following information on the uniform manifest regarding a waste shipmentdelivered without a
disposal container:

(1) the approximate volume and weight of the waste;

(i) a physicaland chemical description of the waste;

(iii) the total weight percentage of chelatingagent if the chelatingagent
exceeds 0.1% by weight, plus the identity of the principal chelatingagent;

(iv) forwaste consignedto a disposal facility, the classification of the waste
pursuantto 20.3.13.1324 NMAC; waste not meeting the structural stability requirements of Subsection B of
20.3.13.1325 NMAC must be identified;

V) the identitiesand activities ofindividual radionuclides contained in the
waste, the masses of U-233, U-235and plutonium in special nuclear material, and the masses of uranium and
thorium in sourcematerial; and

(vi) forwastes consignedto a disposal facility, the maximum radiation
levelsat the surface of the waste.

e Multi-generator disposal containerinformation. Thissectionapplies to
disposal containers enclosing mixturesof waste originating from differentgenerators. (Note: Theorigin of the
LLW resulting from a processor's activities may be attributable to oneor more “generators,” including “waste
generators,” as defined in this section). Italso applies to mixtures of wastes shipped in an uncontainerized form, for
which portions of the mixture within the shipmentoriginate from differentgenerators.

(i) Forhomogeneous mixtures of waste, suchas incinerator ash, provide
the waste description applicable to themixtureand the volume of the waste attributed to each generator.
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(i) Forheterogeneous mixtures of waste, suchasthe combined products
from a large compactor, identify each generator contributing waste to the disposal container, and, for discrete waste
types (i.e., activated materials, contaminated equipment, mechanical filters, sealed source/devices and wastes in
solidification/stabilization media), the identities and activities of individual radionuclides contained on these waste
typeswithin the disposal container. Foreachgenerator, providethe following: (1) the volume of waste within the
disposal container; (2) a physical and chemical description of thewaste, including the solidificationagent, if any; (3)
the total weight percentage of chelatingagents forany disposal container containing more than 0.1% chelatingagent
by weight, plus the identity of the principal chelating agent; (4) the sorbing or solidification media, if any, andthe
identity of thesolidification media vendor and brand name if the media is claimed to meet stability require ments in
Subsection B of 20.3.13.1325 NMAC; and (5) radionuclide identities and activities contained in the waste, the
masses of U-233, U-235and plutonium in special nuclear material, and themasses of uranium and thorium in source
material if contained in the waste.

B. Certification. Anauthorized representative of the waste generator, processor or collector shall
certify by signinganddating the shipment manifestthatthe transported materials are properly classified, described,
packaged, markedand labeled, and are in proper condition for transportationaccording to the applicable regulations
of the department, the DOT and the NRC. Acollector in signingthe certification is certifyingthat nothing has been
doneto the collected waste which would invalidate the waste generator's certification.

C. Control and Tracking.

@ Any licensee who transfers radioactive waste to a land disposal facility ora licensed
waste collector shall comply with the requirements in Subparagraphs (a) through (i) of this paragraph. Any licensee
who transfers wasteto a licensed waste processor for waste treatment or repackaging shall comply with the
requirements of Subparagraphs (d) through (i) of this paragraph. Alicensee shall:

(@ prepare allwastes so that the waste is classified accordingto 20.3.13.1324
NMAC, and meets the waste characteristics requirements in 20.3.13.1325 NMAC;
(b) labeleachdisposal container (or transport package if potential radiation hazards

preclude labeling of theindividual disposal container) of waste to identify whether it is class A waste, class B waste,
class C waste or greaterthenclass C waste, in accordance with 20.3.13.1324 NMAC;

(© conduct a quality assurance programto assure compliancewith 20.3.13.1324
NMAC and 20.3.13.1325 NMAC (the program must include management evaluation of audits);

(d) prepare the NRC uniform low-level radioactive waste manifest as required by
Subsection A of this section;

(e) forward a copy orelectronically transfer the uniform low-level radioactive waste

manifestto the intended consignee so thateither (1) receipt of the manifest precedes the LLW shipment or (2) the
manifestis delivered to the consignee with thewaste at thetime thewaste is transferred tothe consignee. Using
both deliverymethods (1) and (2) isalso acceptable;

() include NRC form 540 (and NRC form 540A, if required) with the shipment
regardless of the option chosen in Subparagraph (e) of this paragraph;

@ receive acknowledgment of the receipt ofthe shipment in the form of a signed
copy of NRC form 540;

(h) retain a copy of orelectronically store the uniform low-level radioactive waste
manifestand documentation of acknowledgmentof receipt as the record of transfer of licensed material as required
by 20.3.3 NMAC;and

(i) forany shipments orany part of a shipmentforwhich acknowledgment of
receipt hasnot been received within the times set forth in this section, conduct an investigation in accordance with
Paragraph (5) of this subsection.

2 Any waste collector licenseewho handles only prepackaged waste shall:
@) acknowledge receiptof the waste from the shipper within one week of receipt by
returninga signed copy of NRC form 540;
(b) prepare anew manifestto reflect consolidated shipments that meet the

requirements of this section; the waste collector shall ensurethat, for each container of waste in the shipment, the
manifestidentifies the generator of that container of waste;

(©) forward a copy orelectronically transfer the uniform low-level radioactive waste
manifestto the intended consignee so thateither (1) receipt of themanifest precedes the LLW shipment or (2) the
manifestis delivered to the consignee with thewaste at thetime thewaste is transferred to the consignee; usingboth
delivery methods (1) and (2) is also acceptable;
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(d) include NRC form 540 (and NRC form 540A, if required) with the shipment
regardless of the option chosen in Subparagraph (c) of this paragraph;

(e) receive acknowledgment of the receipt of the shipment in the form of a signed
copy of NRC form 540;

() retain a copy of orelectronically store the uniform low-level radioactive waste
manifestand documentation of acknowledgmentof receipt as the record of transfer of licensed material as required
by 20.3.3NMAC;

@) forany shipments orany part of a shipmentforwhich acknowledgment of
receipt has not been received within the times set forth in this section, conduct an investigation in accordance with
Paragraph (5) of this subsection; and

(h) notify theshipperandthe departmentwhenany shipment, or part ofa shipment,
hasnotarrivedwithin 60 days after receiptof an advance manifest, unless notified by the shipper thatthe shipment
hasbeen cancelled.

3) Any licensed waste processor who treats or repackages waste shall:
@) acknowledge receiptof the waste from the shipper within one week of receipt by
returninga signed copy of NRC form 540;
(b) prepare anew manifestthat meets the requirements of this section; preparation

of the newmanifest reflects that the processor is responsible for meeting these requirements; for each container of
waste in the shipment, the manifestshall identify the waste generators, the preprocessed waste volumeand the other
informationas required in Subparagraph (e) of Paragraph (6) of Subsection A of this section;

(© prepare allwastes so that the waste is classified accordingto 20.3.13.1324
NMAC, and meets the waste characteristics requirements in 20.3.13.1325 NMAC;

(d) labeleach package of waste toidentify whether it is class A waste, class B waste
or class C waste, in accordancewith 20.3.13.1324 NMAC and 20.3.13.1326 NMAGC;

(e) conduct a quality assurance programto assure compliancewith 20.3.13.1324
NMAC and 20.3.13.325 NMAC (the program shall include management evaluation of audits);

)] forward a copy orelectronically transfer the uniform low-level radioactive waste

manifestto the intended consignee so thateither (1) receipt of themanifest precedes the LLW shipment or (2) the
manifestis delivered to the consignee with thewaste at thetime the waste is transferred to the consignee; usingboth
delivery methods (1) and (2) is also acceptable;

Q) include NRC form 540 (and NRC form 540A, if required) with the shipment
regardless of the option chosen in paragraph Subparagraph (f) of this paragraph;

(h) receive acknowledgment of the receipt of the shipment in the form of a signed
copy of NRC form 540;

(i) retain a copy of orelectronically store the uniform low-level radioactive waste
manifestand documentation of acknowledgmentof receipt as the record of transfer of licensed material as required
by 20.3.3NMAC;

() forany shipment orany part of a shipmentforwhich acknowledgmentof receipt
hasnot been received within the times set forth in this section, conduct an investigation in accordance with
Paragraph (5) of this subsection; and

(K) notify theshipperandthe departmentwhenany shipment, or part ofa shipment,
hasnotarrivedwithin 60 days after receipt of an advance manifest, unless notified by the shipper thatthe shipment
hasbeen canceled.

4) The land disposal facility operator shall:

@) acknowledge receiptof the waste within one week of receiptby returning,asa
minimum, a signed copy of NRC form 540to the shipper; theshipperto be notified is the licensee who last
possessedthe wasteand transferred the waste to the operator; if any discrepancy exists between materials listed on
the uniformlow-level radioactive waste manifestand materials received, copies or electronic transfer of the affected
formsmust be returnedindicating the discrepancy;

(b) maintain copies of all completed manifests and electronically store the
informationrequired by 20.3.13.1334 NMAC until the department terminates the license; and

(©) notify theshipperandthe departmentwhenany shipment, or part ofa shipment,
hasnotarrivedwithin 60 days after receiptof an advance manifest, unless notified by the shipper thatthe shipment
hasbeen canceled.

(5) Any shipment or part ofa shipment for which acknowledgment is not received within the
timesset forth in this sectionmust:
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@) be investigated by theshipper if the shipper has notreceived notification or

receipt within 20 days after transfer; and
(b) be traced and reported; theinvestigationshall include tracing the shipment and

filing a report with the department; each licensee who conducts a trace investigation shall file a written report with
the department within 2 weeks of completion of the investigation.
[20.3.4.466 NMAC -Rp,20.3.4.466 NMAC, A, 8/10/2021]
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Thisisan amendmentto 20.3.5 NMAC, Section 10, effective 8/10/2021.

20.3.5.10 SPECIFICLICENSE FOR INDUSTRIAL RADIOGRAPHY': An applicationfora specific
license forthe use of licensed material in industrial radiography will be approved if the applicant meets the
following requirements:

A The applicantsatisfies the general requirements specified in Part 3 of 20.3 NMAC for byproduct
material, as appropriate, andany special requirements contained in this part.

B. An applicationfora specific license of category 1 and category 2 quantities of radioactive material
shallcomplywith 10 CFR 37. Thelicensee shall comply with 10 CFR 37 exceptas follows:
@ any reference to the commission or NRC shallbe deemed a reference to the department;
2 10 CFR 37.5 definitions of agreement state, byproduct material, commissionand person

shallnot be applicable;

(3) 10CFR37.7,10CFR 37.9,10 CFR37.11(a)and (b),10 CFR 37.13, 10 CFR 37.27(c),
10CFR37.71,10CFR 37.105,and 10 CFR 37.107 shall not be applicable; and

()] forany reporting or notification requirements thatthe licensee must followin 10 CFR
37.45,10 CFR 37.57,10 CFR 37.77(a) through (d),and 10 CFR 37.81 the licensee shall use the followingaddress:
New Mexico Environment Department/RCB, P.O. Box 5469, Santa Fe, NM 87502-5469 address information.

C. The applicantsubmits anadequate programfor training radiographers and radiographers'

assistants thatmeetsthe requirements of Paragraph (1) of Subsection Aof 20.3.5.11 NMAC. Licenseapplicants
need not describe the initial training and examination program for radiographers in the subjects outlined in
Paragraph (1) of Subsection Aof 20.3.5.11 NMAC.

D. The applicantsubmits procedures for verifying and documenting the certification status of
radiographers and forensuring that the certification of individuals acting as radiographers remains valid.

E. The applicantsubmits written operatingand emergency procedures as describedin 20.3.5.29
NMAC.

F. The applicantsubmits a description of a program for inspections ofthe job performance ofeach

radiographerandradiographers'assistant. The intervals forthese performanceinspections are notto exceed six
months as describedin Subsection B of 20.3.5.13NMAC.

G. The applicantsubmits a description of the applicant's overall organizational structure as it applies
to the radiation safety responsibilities in industrial radiography, including specified delegation of authority and
responsibility.

H. The applicantidentifies and lists the qualifications of the individual(s) designated asthe RSOand
potential designees responsible for ensuringthatthe licensee's radiation safety program isimplementedin
accordancewith approved procedures. Referto SubsectionC of 20.3.5.11 NMAC for RSO qualification
requirements.

. Ifanapplicantintendsto perform leak testing of sealed sources or exposure devices containing
depleted uranium (DU) shielding, the applicantmust describethe procedures for performing and the qualifications
of the person(s) authorizedto do the leak testing. I the applicant intends to analyze its own wipe samples, the
application must include a description of the procedures to be followed. The description mustincludethe:

@ instruments to be used;
2 methods of performing the analysis; and
3) pertinent experience of the personwho willanalyze the wipe samples.
J. If the applicant intends to perform "in-house” calibrations of survey instruments the applicant

must describe methods to beusedand the relevantexperience of the person(s) who will perform thecalibrations. All
calibrations must be performedaccordingto the procedures described and at the intervals prescribed in 20.3.5.16
NMAC.

K. The applicantidentifies and describes the location(s) ofall field stations and permanent
radiographic installations.
L. The applicantidentifies the location(s) where all records required by this partand other parts of

20.3 NMAC will be maintained. Ifa license isissued to the applicant, the licensee shall maintain copies of records
required by this Part and otherapplicable Parts of 20.3 NMAC at the specified location(s).
[20.3.5.12NMAC - N, 5/19/2002; A, 8/10/2021]
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Thisisan amendmentto 20.3.7 NMAC, Section 700, effective 8/10/2021.

20.3.7.700 GENERAL REGULATORY REQUIREMENTS:

A Provisions for research involvinghuman subjects.
@) A licensee may conduct research involving human research subjects only if it usesthe
radioactive materials specified onits license for the uses authorized onthe license.
2 If the research is conducted, funded, supported or regulated by a federal agency that has

implementedthe federal policy for the protection ofhuman subjects (45 CFR Part 46), the licenseeshall, before
conducting research:

@) obtainreview and approval of theresearch from an “institutional review board,”
asdefinedanddescribedin the federal policy forthe protection of humansubjects;and

(b) obtain “informed consent,” as defined and described in the federal policy for the
protection of human subjects, from the humanresearch subject.

3) If the research willnot be conducted, funded, supported or regulated by a federalagency
that hasimplemented thefederal policy for the protection of human subjects, the licensee shall, before conducting
research, apply forand receive a specific amendment to its medical use license issued by thedepartment. The
amendmentrequest must include a written commitment thatthe licensee will, before conducting research:

@) obtainreview and approval of theresearch from an “institutional review board,”
asdefinedanddescribedin the federal policy forthe protection of humansubjects;and
(b) obtain“informed consent,” as defined and described in the federal policy for the
protection ofhuman subjects, from the human research subject.
()] Nothingin this subsectionrelieves licensees from complyingwith the other requirements
in thispart.
B. FDA, federal and state requirements. Nothingin this part relieves the licensee from complying
with applicable FDA, other federal and state requirements governing radioactive drugs or devices.
C. Implementation.
@ When a requirementin this part differs from the requirement in an existing license
condition, the requirementin this part shall govern.
2) A licensee shall continueto comply with any license condition thatrequires it to

implement procedures required by Subsections D, J, K and L 0of 20.3.7.721NMAC until there isa license
amendmentor renewal that modifies the license condition.
D. License required.

@ A person may manufacture, produce, acquire, receive, possess, prepare, use or transfer
radioactive material for medical use only in accordancewith a specific license issued by the department oras
allowed in Paragraph (2) of this subsection.

2 A specific license isnot needed foran individual who:

(@) receives, possesses, uses or transfers radioactive material in accordance with the
requirements in this chapter under thesupervisionof an authorized user as provided in Subsection F of 20.3.7.702
NMAC unless prohibited by license condition; or

(b) prepares unsealed radioactive material for medical use in accordance with the
requirements in this chapter under thesupervisionof an authorized nuclear pharmacist or authorized useras
provided in SubsectionF of 20.3.7.702 NMAC unless prohibited by license condition.

E. Applicationfor license,amendmentor renewal.
@) An applicationmustbe signed by theapplicantor licensee, ora person duly authorized to
actfororon theirbehalf.
2 An applicationfora license for medical use of radioactive materialas described in

20.3.7.704NMAC, 20.3.7.705NMAC, 20.3.7.708 NMAC, 20.3.7.710NMAC, 20.3.7.711NMAC, 20.3.7.712
NMAC and 20.3.7.713NMAC mustbe madeby:

(@ filing in duplicate of a department form, application for radioactive material
license, completedaccordingto the instructions in the form;and

(b) submitting written procedures required by Subsections D, J, K and L of
20.3.7.711NMAC, asapplicable.

3) An applicationfora specific license of category 1 and category 2 quantities of radioactive
material shallcomply with 10 CFR 37. The licensee shallcomply with 10 CFR 37 exceptas follows:
(@ any reference to the commission or NRC shall be deemed a reference to the

department;
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(b) 10 CFR 37.5 Definitions of: agreement state, byproduct material, commission
and person shallnot be applicable,

() 10CFR37.7,10CFR 37.9,10 CFR37.11(@)and (b), 10 CFR 37.13, 10 CFR
37.27(c),10CFR 37.71,10 CFR37.105,and 10 CFR 37.107 shallnot be applicable;

(d) forany reporting or notification requirements thatthe licensee must followin 10
CFR37.45,10CFR 37.57,10 CFR37.77(a) through (d),and 10 CFR 37.81, the licensee shall use the following
address: New Mexicoenvironment department/RCB, P.O. Box 5469, Santa Fe, NM 87502-5469 address
information.

()] Arequest fora license amendment or renewal must be made by:

(@ filing in duplicate of a department form, application for radioactive material
license, asdescribed in Paragraph (2) of this subsection; and

(b) submitting procedures required by Subsections D, J, K and L 0f 20.3.7.711
NMAC, asapplicable.

5) Inaddition tothe requirements in Paragraphs (2) and (3) of this subsection, anapplication
fora license oramendmentfor medical use of radioactive material described in 20.3.7.713 NMAC must also include
informationregardingany radiation safety aspects of the medical use of thematerial thatare not addressed in
sections 20.3.7.702 NMACand 20.3.7.703 NMAC. The applicant shallalso providespecific information on:

(@) radiation safety precautions and instructions;

(b) methodology for measurement of dosages or doses to be administered to patients
or human research subjects;and

(© calibration, maintenance and repair of instruments and equipment necessary for

radiation safety.

6) The applicantor licensee shallalso provide any other additional information requested by
the department in its review of the application, license renewal oramendment, within 30 days of the request or other
time asmay bespecified in the request.

©) An applicantthatsatisfies the requirements specified in Subsection B of 20.3.3.314
NMAC mayapply fora type“A” specific license of broad scope.

F. License amendments. Alicensee shallapply forand mustreceivea license amendment:

1) before it receives, prepares or uses radioactive material for a type of use that is permitted
under20.3.7 NMAC but that is not authorized on the licensee’s current license issued under this part;

2 before it permits anyone to work asanauthorized user, authorized nuclear pharmacist or
authorized medical physicist under the license, except:

@) foran authorized user, anindividual who meets the definition of an authorized
userasdefined in 20.3.7.7NMAC;

(b) foran authorized nuclear pharmacist, anindividual who meets the definition of
an authorized nuclear pharmacistas definedin 20.3.7.7 NMAC;

(c) foran authorized medical physicist, an individual who meets the definition ofan
authorized medical physicistas definedin 20.3.7.7 NMAC,; or

(d) a physician, podiatrist or dentist who used only accelerator-produced radioactive
materials, discrete sources of radium-226, or both, for medical uses ora nuclear pharmacist who used only
accelerator-produced radioactive materials in the practice of nuclear pharmacyata government agency or federally
recognized Indiantribe before November 30,2007 orat all other locations of use in non-licensing state (as defined
in 20.3.1.7 NMAC) before August 8,2009, or an earlier date as noticed by the NRC, and for only those materials
and uses performed before these dates;

3) before it changes radiation safety officers, exceptas provided in Paragraph (4) of
Subsection Aof 20.3.7.702NMAC;

()] before it receives radioactive material in excess of theamount or in a differentform, or
receivesa different radioactive material thanis authorized onthe license;

(5) before itaddsto or changes theareas of useidentifiedin the application oron the license,
includingareas used in accordancewith either 20.3.7.704 NMAC or 20.3.7.705 NMAC if the change includes the
additionorrelocation of eitheran area where PET radionuclides are produced ora PET radioactivedrugdelivery
line from the PET radionuclide/PET radioactive drug productionarea; other areas of use where radioactive material
is used only in accordance with either 20.3.7.704 NMAC or 20.3.7.705 NMAC are exempt;

6) before it changes the address(es) of use identified in the application or on the license; and

) before it revises procedures required by Subsections D, J, Kand L of 20.3.7.711NMAC,
asapplicable, where such revisionreduces radiation sa fety.
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G. Notifications.

@ Foreach individual, no laterthan 30 days after the date that the licensee pemits the
individualto work asanauthorized user, an authorized nuclear pharmacist or anauthorized medical physicist under
Paragraph (2) of Subsection F of this section:

(@ the licensee shall verify the trainingand experienceand provide the department
with a copy the documentation demonstrating thetraining and experience as listed in the definitions of authorized
user, authorized nuclear pharmacist or authorized medical physicistin 20.3.7.7 NMAC; or

(b) the licensee shall verify the trainingand experienceand provide the department
of a copy of the documentation demonstrating thatonly accelerator-produced radioactive materials, discrete sources,
or both, were used for medical use orin the practice of nuclear phammacy at a government agency or federally
recognized Indiantribe before November 30,2007 orat all other locations of use in non-licensing states (as defined
in 20.3.1.7 NMAC) before August 8,2009, oran earlier date as noticed by the NRC.

2 A licensee shall notify the department by letter no later than 30 days after:

@) an authorized user, an authorized nuclear pharmacist, radiation safety officer or
an authorized medical physicist permanently discontinues performance of duties under the license orhasa name
change;

(b) the licensee permits anauthorized user oran individual qualified to be a
radiation safety officer, under Subsection A of 20.3.7.714 NMAC, incorporating 10 CFR 35.50and Subsection E of
20.3.7.714NMAC, to function as a temporary radiation safety officer and to perform the functions ofa radiation
safety officer in accordance with Paragraph (4) of Subsection Aof 20.3.7.702NMAC.

(© the licensee's mailing address changes;

(d) the licensee's name changes, but the name change does not constitute a transfer
of control of the license as described in Subsection B of 20.3.3.317NMAC; or

(e) the licensee hasadded toor changed the areas of use identified in the application

or on the license where radioactive material is used in accordance with either 20.3.7.704 NMAC or 20.3.7.705
NMAC if the change does notincludeadditionor relocation of eitheranarea where PET radionuclides are produced
or a PET radioactivedrugdelivery line from the PET radionuclide or PET radioactive drug production area.

3) A licensee shall notify the department by letter no later than 30 days after a calibration,
transmission or reference source under Subsection E of 20.3.7.703NMAC isacquired. The notificationshall
contain a description of thesource, manufacturer name, modeland serial number of the source, andthe license
number of themanufacturer of the specific license issued by the department, NRC oran agreement state under
Subsection K of 20.3.3.315 NMAC orequivalentNRC or agreement state requirements.

(O] The licensee shallsend the documents required in this subsection to theappropriate
addressidentified in 20.3.1.116 NMAC.
H. Exemptions regarding type Aspecific licenses of broad scope. A licensee possessinga type

“A” specific license of broad scope formedical use, issuedunder20.3.3.314 NMAC, is exempt from:

@) the provisions of Paragraph 4 of Subsection E of 20.3.7.700 NMAC regarding theneed to
file an amendmentto thelicense for medical use of radioactive materials, for use describedin 20.3.7.713NMAC;

2 the provisions of Paragraph (2) of Subsection Fof 20.3.7.700NMAC;

3) the provisions of Paragraph (5) of Subsection Fof 20.3.7.700 NMAC regarding additions
toorchangesin the areas of use atthe addresses specified in the application oron thelicense;

4) the provisions of Paragraph (1) of Subsection G of 20.3.7.700NMAC;

(5) the provisions of Subparagraph (a) of Paragraph (2) of Subsection G of 20.3.7.700
NMAC foran authorized user, anauthorized nuclear pharmacist or anauthorized medical physicist;

6) the provisions of Subparagraph (e) of Paragraph (2) of Subsection G of 20.3.7.700
NMAC regardingadditionstoorchanges in the areas of use identified in the application or on the license where
radioactive material is used in accordance with either 20.3.7.704 NMAC or 20.3.7.705 NMAC;

©) the provisions in Paragraph (3) of Subsection G of 20.3.7.700NMAC; and

(8) the provisions of Paragraph (1) of Subsection| of 20.3.7.702NMAC.
[20.3.7.700NMAC -Rp,20 NMAC 3.1.7.700, 4/30/2009; A, 8/10/2021]
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Thisisan amendmentto 20.3.12 NMAC, Section 9, effective 8/10/2021.

20.3.12.9 SPECIFICLICENSESFORWELL LOGGING: The department will approve anapplication
fora specific license fortheuse of licensed material in well logging if the applicant meets the following
requirements.

A The applicantshall satisfy the general requirements specified in 10 CFR 30.33 for byproduct
material, 10 CFR 40.32 forsourcematerialand in 10 CFR 70.23for special nuclear materialand in 20.3.3.308
NMAC and any special requirements contained in this part.

B. An applicationfora specific license of category 1 and category 2 quantities of radioactive material
shallcomplywith 10 CFR 37. The licensee shall comply with 10 CFR 37 exceptas follows:
@ any reference to the commission or NRC shallbe deemed a reference to the department;
2) 10 CFR 37.5 definitions of agreement state, byproduct material, commissionand person

shallnot be applicable;

(3) 10CFR37.7,10 CFR 37.9,37.11(a)and (b), 10 CFR 37.13,10 CFR37.27(c), 10 CFR
37.71,10 CFR 37.105,and 10 CFR 37.107 shallnot be applicable;

()] forany reporting or notification requirements thatthe licensee must followin 10 CFR
37.45,10CFR 37.57,10 CFR 37.77(a) through (d),and 10 CFR 37.81, the licensee shall use the following address:
New Mexico environmentdepartment/RCB, P.O. Box 5469, Santa Fe, NM 87502-5469 address information.

C. The applicantshall developa program for training logging supervisors and logging assistants and
submit to thedepartment a description of this program which specifies the:
@ initial training;
)] on-the-jobtraining;
?3) annual safety reviews provided by the licensee;
()] means theapplicantwill use to demonstrate thelogging supervisor’s knowledge and

understanding ofand ability to comply with the department’s regulations and licensing requirements and the
applicant’s operating and emergency procedures; and

5) means theapplicantwill use to demonstrate the logging assistant’s knowledge and
understanding ofand ability to comply with the applicant’s operating and emergency procedures.
D. The applicantshall submit to the department written operating and emergency procedures as

described in 20.3.12.12 NMAC oranoutline or summary of the procedures that includes the important radiation
safetyaspects of the procedures.

E. The applicantshall establish and submit to the department its program for annual inspections of
the job performance ofeach loggingsupervisorto ensurethatthe department’s regulations, license requirements and
the applicant’s operatingand emergency procedures are followed. Inspectionrecords must beretained forthree
yearsaftereach internal inspection.

F. The applicantshall submit a description of its overall organizational structure as it applies to the
radiation safety responsibilities in well logging, including specified delegations of authority and responsibility.
G. If an applicantwants to perform leak testing of sealed sources, theapplicantshall identify the

manufacturers and themodel numbers of the leak test kitsto be used. If theapplicantwantsto analyze its own wipe
samples, the applicant shall establish procedures to be followed and submit a description of these proceduresto the
department. The description mustincludethe:

@ instruments to be used;
)] methods of performing the analysis; and
3) pertinent experience of the personwho willanalyze the wipe samples.

[20.3.12.9NMAC- N, 6/30/2011; A, 8/10/2021]
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Thisisan amendmentto 20.3.15 NMAC, Section 1502 effective 8/10/2021.

20.3.15.1502  SPECIFICLICENSES FORIRRADIATORS: The departmentwill approve anapplication for
a specific license forthe useof licensed material in an irradiator if the applicant meets the requirements contained in
this section.

A The applicantshall satisfy thegeneral requirements specified in 20.3.3NMAC andthe
requirements contained in this part (20.3.15NMAC).

B. An applicationfora specific license of category 1 and category 2 quantities of radioactive material
shallcomplywith 10 CFR 37. Thelicensee shall comply with 10 CFR 37 exceptas follows:
@ any reference to the commission or NRC shallbe deemed a reference to the department;
2 10 CFR 37.5 definitions of agreement state, byproduct material, commissionand person

shallnot be applicable;

(3) 10CFR37.7,10CFR 37.9,10 CFR37.11(@)and (b), 10 CFR 37.13, 10 CFR 37.27(c),
10CFR37.71,10CFR 37.105,and 10 CFR 37.107 shallnot be applicable;

()] forany reporting or notification requirements thatthe licensee must followin 10 CFR
37.45,10 CFR 37.57,10 CFR 37.77(a) through (d), 10 CFR 37.81, the licensee shall use, when applicable, New
Mexico environment department/RCB, P.O. Box 5469, Santa Fe, NM 87502-5469 address information.

C. The application must describethe training providedto irradiator operators including:
1) classroom training;
2 on-the-joborsimulatortraining;
3) safetyreviews;

()] means employed by theapplicantto test each operator’s understanding of these
regulationsand licensing requirements, and the irradiator operatingand emergency procedures; and

(5) minimum training andexperience of personnel who may provide training.
D. The application must include anoutline of the written operatingand emergency procedures listed
in 20.3.15.1518 NMAC thatdescribes the radiation safety aspects of the procedures.
E. The applicationmust describethe organizational structure for managing the irradiator, specifically

the radiation safety responsibilities and authorities of the radiation safety officer, and those management personnel
who haveimportantradiation safety responsibilities or authorities. In particular, the application mustspecify who
within the managementstructure has theauthority to stop unsafe operations. The applicationmustalso describethe
trainingandexperiencerequired for the position of radiation safety officer.

F. The application must include a descriptionofthe access control system required by 20.3.15.1507
NMAC, the radiation monitors required by 20.3.15.1510 NMAC, the method of detecting leaking sources required
by 20.3.15.1521 NMAC including the sensitivity of themethod, anda diagram of the facility thatshows the
locations of all required interlocks and radiationmonitors.

G. If the applicant intends to perform leak testing of dry-source-storage sealed sources, the applicant
shallestablish procedures for leak testing and submit a description of these procedures tothe department. The
description mustinclude the:

@ instruments to be used;
2 methods of performing the analysis; and
3) pertinent experience of the individual who analyzes the samples.
H. If licensee personnel are to load or unload sources, theapplicantshall describe the qualifications

and training of the personnelandtheprocedures to be used. If theapplicantintendsto contract forsource loading or
unloadingatits facility, the loading or unloading must be done by an organization specifically authorized by the
departmentto load or unload irradiator sources.

. The applicantshalldescribe theinspectionand maintenance checks, including the frequency of the
checksrequired by 20.3.15.1522 NMAC.
[5/3/1995;20.3.15.1502NMAC -Rn, 20 NMAC 3.1.15.1502, 4/15/2004; A, 6/13/2017; A, 8/10/2021]
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