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Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93
438), and Title 10, Code of Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 40 and 70, and in reliance on
statements and representations heretofore made by the licensee, a license is hereby issued authorizing the licensee to
receive, acquire, possess, and transfer byproduct, source, and special nuclear material designated below: to use such
material for the purpose(s) and at the placels) designated below: to deliver or transfer such material to persons authorized
to receive it in accordance with the regulations of the applicable Partis); and to import such byproduct and source
material. This license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954,
as amended, and is subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or
hereafter in effect and to any conditions specified below.

Licensee

1. Pharmwaco Nuclear, Inc.
3. License number 24-=19360=-01:D

2. 100 North Euclid Avenue, Suite 900
St. Louis, !issouri 63108

4. Expiration date  August 31, 1985

5 Docket or
" Reference No.
6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee
special nuclear material form may possess at any one time
under this license
A. llolybdenum 99 A, Any Holybdenum 99/ A. 20 curies

Technetium 99m generator

manufactured, labeled,

packaged and distributed

in accordance with a

specific license issued —
pursuant to Section 32.73 T
of 10 CFR Part 32 or a ——
specific license issued to

a manufacturer by an

Agreement State pursuant

to equivalent State

regulations
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Docket or

Reference No.

6. Byproduct, source, and/or

special nuclear material

D.
E.

Tin 113 B.
Bariua 133 C.
Cesium 137 D.
Lenon 133 E.
Any byproduct Fa

material listed
in Section 31.11(a)
of 10 CFRr 31

7. Chemical and/or physical form

Any Tin 113/Indiwn B.
113m generator
nanufactured, labeled,
packaged and distributed
in accordance with a
specific license issued
pursuant to Section 32.73
of 10 CFR Part 32 or a
specific license issued to
a manufacturer by an
Agreenent State pursuant
to equivalent State

regulations
Sealed source C.
Sealed source D.

Unit dose containers of &L,
gas or yas in solution
that is the subject of

an active (i.e., not
withdrawn or terminated)
“"Hew Drug Application”
(NDA) approved by FDA

or an active (i.e., not
withdrawn, terainated

or on “"clinical hold™)
"lotice of Clained
Investigational Exemption
for a blew Drug”™ (LuD)

that has been accepted by
FDA

¢repackaged Fo
in vitro diagnostic

test kits

8. Maximum amount that licensee
may possess at any one time
under this license

60 millicuries

250 nicrocuries
250 microcuries
1 curie

50 millicuries total
possession liudit
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Docket or
Reference No.

6. Byproduet, source, and/or 7. Chemical and/or physical form 8. Maximum amount that licensee
special nuclear material may possess at any one time
under this license
G. Any byproduct Gs  Prepackaged individual C. 3 millicuries of
material listed in patient doses eaca byproduct
Section 35.31(a) manufactured, labeled, material autiucized
of 10 CFR Part 35 packaged and distributed in Subitem 6.C.

in accordance with a

specific license issued
pursuant to Sectiom 32.70

of 10 CFR Part 32 or a
specific license issued to

a wanufacturer by an

Agreenent State pursuant

to equivalent State regulations

lls  Any byproduct He Any form listed in He 1 curie total
material listed Group I of Schedule A, possession liait
in Group I of Section 35.100 of 10
Schedule A, CFR 35

Section 35.100
of 10 CFR Part 35

I. Any byproduct I. Any form listed in I. 20 curies total
material listed in Group II of Schedule A, possession linit
Group II of Schedule A, Section 35.100 of
Section 35.100 of 10 CFR 35
10 CFR Part 35

J« Any byproduct material J. Aay form listed in Jes 500 millicuries total
listed 1in Croup IV of Group IV of Schedule A, possession llait
Schedule A, Section Section 35.100 of
35,100 of 10 CFR 10 CFR 35
Part 35

e Any byproduct material K. Any form listed in Ks 1 curie total
listed in Croup V of Croup V of Schedule A, possession limit
Schedule A, Section Section 35.100 of
35.100 of 10 CFR 10 CFR 35
Part 35

Je authorized use

A. Production of technetiuan 9% pertechnetate.
B Production of [adiwa llJa chloride.
Co and Ds Instrunent calibration.
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9. Authorized use
E. Distribution to authorized recipients.
F. Redistribution to jeneral aud epecific licensees in accordance with statements,
representations and procedures contained in application dated April 7, 1920,
Ge Redistribution to general licensces iu accordance with statements, represcntations
and procedures coutalned in application dated April 7, 1960.
He Dispensing and/or distribution of prepared radiopharmaceuticals to authorized
recipients.
1. Dispeusing and/or distribution of prepared radiopharmaceuticals to authorized

recipients. Use of technetium 99u pertechnetate for processing with reagent
kits in the preparation of radiopharmaceuticals.

J. and £. Lispensing and/or distribution of prepared radiophamaceuticals to authorized

recipients.

Pursuant to Jection 32.72, 10 CFR 32, the licensee is authorized to distribute
the hyproduct vaterial described in Itens 6 and 7 of this license to persons
licensed pursuant to Section 35.14 and Section 35,100, 10 CFi Part 35, or
under equivalent licenses of Agrecuent States, for the Groups indicated below.

L. Group II
J. Croup IV
e Grnup v

10.

11.

12.

13.

-

COuDTI LIS

Liceased waterial shall be used only at 100 dorth Luelid Avenue, Suite 900,
te Louls, .lssouri.

fhe licensee shail couply with the provisions of Title 10, Chapter 1, Code of
Yederal vepulations, lart 19, "lotices, Instructions and Reports Co lorkers,
Inspections™ and Part 20, “"Standavas for Urotection Against cadiation.”

Ao Licensed saterial shall be used by, or under the supervisisn of, flchard L.
ieesee, vavid A. wurwitz, Ph.D., Terrence U'llara, Gary {. leduore or
uilli‘n e .chuuh, fheids

Je At leasc one lndividual naswed in Condition 12.A. shall Le physically
prosent at the authorized place of use whenever licensed material 1is
being used.

Sealed sources containing licensed raterial shall not be onened.
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Docket or
Reference No.

CONDITICH

Each sealed source containing licensed material, other than lydrogen 3,
with a half=life greater than thirty days and in any form other than
zas shall be tested for leakage and/or contamination at intervals not
to exceed six wonths. In the absence of a certificate from a
transteror indicating that a test has been wade within zix months
prior to the transfer, a secaled source received from another person
shall not be put into use until tested.

wotvithstanding the periodic leak test required by this condition,
any licensed sealed source 1s exeupt frou such leak tests vhen the
source contains 100 microcurice or less of beta and/or gamma emitting
material or 10 microcuries or less of alpha emitcing material.

The test shall be capable of detecting the presence of 0.003 microcurie
of radiloactive wmaterial on the test sample. The test sample shall be
taken from the sealed source or frou the surfaces of the device in which
the sealed source is peruaunently wounted or stored on which one night
expect contanination to accumulate. Records of leak test results shall
be kept in units of wicrocuries and uaiotained for inspection by the
Coonmission.

I{ the test reveals the presence of 0,005 microcurie or wore of

removable contunination, the liceasee shall funcdliately withdrav the
sealed source from wee and shall cause it to be decountaminated and
repaired or to be disposed of in accordance with Commission rezulations.
A report shall be filed within five (5) days of the test with the

Us Se lluclear lRegulatory Commission, Region ILI, Office of Inspection and
Lnforcewent, 799 loosevelt toad, Glen Ullyn, I[llinois 060137, deseribing
the equipnent involved, the test results, and the corrective action taken.

tests for leakayge and/or coutaudnation shall be performed by the licensce
or Ly other persons specifically authorized Ly the Connission or an
Ayreenent Ltate to perfora such services.

ihe licensee shall conduct a physical lLaventory every six (6) wonths to
account ror all sealed sources received and possessed under the license.

The records oi the foventories shall be maintained for two (2) years from the
date of tone loventory for ingpectiou by the Coundssion, and shall include the
quantities and rionds ol byproduct uwaterial, location of sealed sources, and
the date of the laventory.
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CONDITIONS
lvoe The licensee may transport licensed material or deliver licensed wmaterial

17.

16,

17

to a carrier for transport im accordance with the provisiouns of Title 10,
Code of Federal Hegulations, Part 71, “"Packaging of RQudioactive ifaterial
for Transport and (ransportation of Radicactive laterial Under Certain
“Mt:im-"

‘adloactive waste may be picked up from the licensee's customers and disposed
of in accordance vith the procedures, statements and representatioans in
application dated April 7, 1930,

A. ladiopharvaceuticals dispensed and/or distributed for husan use gshall
be either:

(i) Laclopharwceuticals that are the subject of an active “Hew Drug
Application” (LLA) approved by FUA or an active "Notice of Claiued
Iavestizational Exemption for a liew Drug”™ (LiiD) that has been
accepted by VJA, or

(i1) Radiophariaceuticals prepared frow geacrators and reagent kits that
are the subject of an active [IDA Approved by FDA or an Active LD
that has been accepted by FDA.

B Preparad radlopliarmaceuticals for which FDA has accepted an IHb and
radiopharnaceuticals prepared from gencrators or reagent kits for which
FDA has accepted an L[LD shall be dispensed and/or distributed:

(1) In accordance with the directions provided by the sponsor of the
iLD, and

(i1) vunly to physlclans who Lave been accepted by the sponsor of the LD
to participate in clinlcal wvaluation of the drug.

The licensee shall inform in writing each physiclan vho participates

in an [UD evaluation that the physician is responsible to the sponsor of
the LYD lfor uwse of the druy in accordance with protocols established

by the sponsor and for reporting to the sponsor the clinical inforaation
vbtalined through use of the druyg.

The licensee shall clute enerators and process radloactive uaterial with ceagent
kits in accordance with instructions furnished by the manufacturer on the label
attached to or in the leaflet or brochure that accowpanies the jenerator or
reagent kic.
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CONDITIONS

Any proposed changes in packaging, shielding or labeling shall be subuitted for
review to the Material Licensing sranch, Oivision of Fuel Cycle and
liaterial Safety, U.8. Uuclear Rejulatory Comnission, VYashington, D. C. 20555.

A« The licensee shall perforn a test to detect and quantify the activity
of molybdenun=99 contaalnation in each elution of technetiuw=9%a from a
nolybdenun=99/technet lun=4%9n generator and in each extraction or
separation of technetiun=9%m frow molybdenun=99 not coantained in a
generator.

The licensee shall not distribute for human use technetium=99n that,

at the expliration date and time shown on the package label, contains
wora than one (1) nicrocurie of molybdenwa=99 per millicurie of
techinetiwn=J% or wore than five (5) wuicrocuries of molybdenun=99 per
dose of technetiun=9%%u. The expiration date and time shown on the
paciiage label shall be such that the liuits above are not excecded for
any single patient dose. The liuits for molybdenun=99 contanination
represent maxloun values and rolybdenun=99 contamination shiould be kept
as low as ceasonably achievable below these limits.

The licensee suall cstablish written procedures for personnel performing
Ltests to detect and quantify molybdenun=99 contamination. These
procedures shall Include all necessary calculations and steps to he taken
1f activities of wolybdenun=99 in excess of the linits specified in
Subiten B. above are detected.

Personnel perforuning tests to detect and quantify molybdenun=99
contanination shall be jiven specific trainin: in performing these tests
prior to conducting such tests.

1. The licensee shall waintain for inspection by the iluclear Rejulatory
Coumission records of the results of cach test performed to detect
and quantity molybdenun=99 contanination aad records of training
slven to personnel perforuing these tests.

decords described in Jubiten L.l. above shall be maintatined for
two (2) years following the perfornance of the tests and the training
of personnel.

The licensee's ventilation systea shall be wasured at quarterly latervals te
assure Lhat systea perforaance meets the specifications submitted in letter
dated July 28, 1980.
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COLDITIONS

Except as specifically provided otherwise by this license, the liceasee shall
possess, use, packase, label and distribute licensed waterial described in

Itens 6, /, and & of tuis license in accordance with statements, representations,
and procedures contained ia application dated April 7, 1930 and letters dated

May 20, 1950, tay 3u, 1930 and July 26, 1Y60. The liuclear Regulatory Comuission's
regsulations shall govern the licensee's stateaents in applications or letters,
unless tie statenents are wore restrictive than the regulations.

For the U. S. Nuclear Regulatory Commission

by '%' ’/33/66

Division of Fuel Cycle and
Material Safery
Washington, D.C. 20555




