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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 |,
Parts 30, 31, 32, 33, 34, 35, 36, 37, 39, 40, 70 and 71, 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 place(s) designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This
license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy ! 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 In accordance vyith letter dated 4. Expiration Date: June 30, 2021

1. Radiopharmacy Incorporated

Docket No.: 030-31910

2. 1409 East Virginia Street Reference No.:
Evansville, IN 47711

|
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6. Byproduct, source, 7. Chemical 9. Authorized use
and/or special nuclear
material

A. Any byproduct material A. Any A. Preparation and distribution of
with Atomic Nos. 1 radioactive drugs, including
through 83 with compounding of iodine-131 and
exceptions ' redistribution of unused

molybdenum-99/technetium-99m
generators, to authorized recipients in
accordance with 10 CFR 32.72.
Preparation and distribution of
radioactive drugs and radiochemicals,
including compounding of iodine-131
and redistribution of unused
molybdenum-99/technetium-99m
generators, to authorized recipients for
non-medical use.

B. Molybdenum-99 B. Any B. 100 curies total B. Same as ltem 9.A.

C. Technetium-99m C. Any C. 100 curies total C. Sameas ltem 9.A,
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License No.
13-26246-01MD

Docket or Reference No.,
030-31910

M TERIALS LICENSE
SUPPLE! NTARY SHEET Amendment No. 22
L
6. Byproduct, source, 7. Chemical and/or physical form 8. Maximum amount that licensee 9.  Authorized use
and/or special nuclear mav nossess at anv ane time
material
I. Radium-223 . Liquid . For the preparation, distribution, and
redistribution of radium-223 dichloride
radioactive drugs to authorized
recipients.
J. Germanium-68 J. Any J.  For use of the Eckert and Ziegler
GalliaPharm™ and IRE Galli-Eo®
Ge-68/Ga-68 generators to prepare
Ga-68 radiopharmaceuticals for imaging
and localization studies.
K. Gallium-68 K. Any K. For preparation and distribution of

{1 10. Licensed material shall be used or st

11. A. Licensed material shall only be us

m 1) Apharmacist workin r design:

I

radioactive drugs in accordance with 10
CFR 32.72 and radiochemicals for
non-medical use to authorized
recipients.

irginia Street, Evansville, Indiana, 47711.

d as an authorized nuclear pharmacist in accordance with 10 CFR 32.72(b)(2)(i) or (4).
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License No.
13-26246-01MD

Docket or Reference No.
030-31910

Amendment No. 22

E. The leak test shall be capable of detecting the presence of 185 becquerels (0.005 microcuries) of radioactive material on the test
sample. If the test reveals the presence of 185 hecauerels (0.005 microcuries) or more of removable contamination, a report shall be

filed with the U.S. Nuclear Regula
immediately from service and dec

F. Tests for leakage and/or contamin
persons specifically licensed by tt

G. Records of leak test results shall |

13. Sealed sources containing licensed n

14. The licensee shall conduct a physical
the license.

15. The licensee is authorized to hold rac
disposal in ordinary trash provided:

A. Before disposal as ordinary trash,
most sensitive scale and with no i

and the source shall be removed
Commission regulations,

hall be performed by the licensee or other
State to perform such services.

iaintained for three years.

/or devices received and possessed under

jual to 120 days for decay-in-storage before

the appropriate survey instrument set on its
10t be distinguished from background. All

radiation labels shall be removed or obliterated, excépt for radiation labels on materiais that are within containers and that will be
managed as biomedical waste after they have been released from the licensee.




NRC FORM 374A

U.S. NUCLEAR REGULATORY COMMISSION

PAGE 6 OF 7 PAGES

MATERIALS LICENSE
SUPPLEMI ITARY SHEET

License No.
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Amendment No. 22

Docket or Reference No.

030-31910

16.

17.

B. Arecord of each such disposal permitted under this license condition shall be retained for three years. The record must include the date
of disposal, the date on which the hnradiirt matarial wiae nlarad in etarana tha radinnnnlidag disposed, the survey instrument used, the

background dose rate, the dose r:
the disposal.

The licensee is authorized to retrieve
syringes and vials and their contents.

Notwithstanding the requirements of
plan needed for the possession and (
generators), based on the commitme
the licensee and distributor (Cardinal
accordance with the generator return
(ML19275G305).

the name of the individual who performed
ers limited to radiopharmacy supplied

‘ement to have a decommissioning funding
iegler GalliaPharm™ and IRE Galli-Eo®
egler for the GalliaPharm™) and between
snerators to the manufacturer/distributor in
9 (ML19240B407) and October 2, 2019
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SUPPLEMENTARY SHEET Amendment No. 22

18. Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with the statements,
re.presentations' and procedures containad in tha dnriimante inrluidina anu anrlnenirae lietad helow, This license condition app"es on|y to
those procedures that are required tc 5. Nuclear Regulatory Commission's
regulations shall govern unless the sf ¥'s application and correspondence are
more restrictive than the regulations.

Application dated February 15, 2(
Letter dated March 7, 2014 (ML1
Letter dated October 27, 2016 (N
Letter dated December 16, 2016

Letter dated August 26, 2019 (ML
Letter dated October 2, 2019 (ML
. Lefter dated November 20, 2019
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REGULATORY COMMISSION
/ ﬂ y

Bryan A. Parker /

Region I

Date: November 26, 2019 By:




