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5. NUCLE
U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 65

MATERIALS LICENSE Corrected Copy

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, 39, 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 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 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 In accordance with letter dated
June 20, 2005,
1. Pharmacia & Upjohn Company LLC 3. License number 21-00182-03 is amended
in its entirety to read as follows:
2. 7000 Portage Road 4. Expiration date July 31, 2015
Kalamazoo, Mi 49001 A R RI|E @cﬁ No. 030-04781
v < Refe n(e%?
6. Byproduct, source, and/or special 0(7) Chemical andfor physical form )ﬁ Maximum amount thgt licensee may
nuclear material {s qr&g:::s at any one time under this

A. Any byproduct materialr/&ith

A
A. Not to exceed 1 curie per
Atomic Numbers 1 thljébgh

Cradionuclide. Total

83 - (possession not to exceed 25
< ries, except as listed
pm low:
N $ydrogen-3 500 curies
J ~LCarbon-14 50 curies;
o o (nlodine-125 3 curies
B. Americium-241 » v Ef’" Not to exceed 150 millicuries
\(/ h has O per source. Not to exceed 1
1 ed with the curie total.
@ *RC or an agreemegt State
d*\ge ' FR
3;*; %

C. Nickel-83 C. Plated or foil sources (Any C. Nosingle source to exceed
source which has been 25 millicuries. Not to exceed
evaluated by the NRC or an 5 curies total
Agreement State in
accordance with 10 CFR
32.210)

D. Cesium-137 D. Sealed sources (Any source  D. No single source to exceed
which has been evaluated 100 millicuries. Not to
by the NRC or an exceed 2 curies total

Agreement State in
accordance with 10 CFR
32.210)

il




NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE 2 of 4 PAGES

License Number

21-00182-03
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-04781

Amendment No. 65
Corrected Copy

9. Authorized Use:
A. For pharmaceutical research and development as defined in Section 30.4, 10 CFR Part 30, including
animal studies.
B. To be used as sources for calibration and standardization of radiation detection instrumentation, and
in NRC approved source holders for measurements of flow, level and/or density of materials.
C. To be used in gas chromatographs for sample analysis.
D. Tobe used in NRC approved source h%er&ﬁor@e&surements of flow, level and/or density of
materials. (
o N\ g
Y CONDITIONS e
D O
10. Licensed material shall be Sed on[x at the licensee’s facilities | af®q0 Portage Road, Kalamazoo,
Michigan, 2605 East Kilgépe Road; «'&# mazoo, Michigan, 5 8th Stfeet, Richland, Michigan and
7000 Portage Road, Kalgmazoo, ) O
11. A. Licensed material ghall be use of |nd|V|du93 designated by the
Radiation Safety (Egmmitte =
B. The Radiation Safé8y Offi <
12. A. Sealed sources shafthe testetfd re® iiiion at int@vals not to exceed 6 months
or at such other inte ass N ~jt egtstratao\ eferred to in 10 CFR 32.210.
4

” ’ -

B. Inthe absence of a certificgre rom a transErgn dicating that 8}( test has been made within the
interval specified in the certi registration issued Ry the U.S. Nuclear Regulatory Commission
under 10 CFR 32.210 or by an A "RL% *r e transfer, a sealed source received from
another person shall not be put into usé€ Bnti te

C. Sealed sources need not be tested if they are in storage and are not being used. However, when
they are removed from storage for use or transferred to another person, and have not been tested
within the required leak test interval, they shall be tested before use or transfer. No sealed source
shall be stored for a period of more than 10 years without being tested for leakage and/or
contamination. '

D. The leak test shall be capable of detecting the presence of 0.005 microcurie of radioactive material
on the test sample. If the test reveals the presence of 0.005 microcurie or more of removable
contamination, a report shall be filed with the U.S. Nuclear Regulatory Commission in accordance
with 10 CFR 30.50(b)(2), and the source shall be removed immediately from service and
decontaminated, repaired, or disposed of in accordance with Commission regulations. The report
shall be filed within 5 days of the date the leak test result is known with the U.S. Nuclear Regulatory
Commission, Region Ill, ATTN: Chief, Nuclear Materials Safety Branch, 2443 Warrenville Road,
Suite 210, Lisle, lllinois 60532-4352. The report shall specify the source involved, the test results,
and corrective action taken.
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13.

14.

15.

16.

17.

18.

19.

20.

21.

E. Tests for leakage an/or contamination, including leak test sample collection and analysis, shali be
performed by the licensee or other persons specifically licensed by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services. .

F. Records of leak test results shall be kept in units of microcuries and shall be maintained for 3 years.

Sealed sources or detector cells containing licensed material shall not be opened or sources removed
from source holders by the licensee.

The licensee shall assure that the shutter mechanism is locked in the closed position during periods when
a portion of an individual's body may be sub ct tedt gd a&d radiation from the gauges. The licensee
shall also modify their "lock-out" proc henev e&/gzuge is obtained for use other than

purposes for which they are cur 6nﬂy uthonzed to incorporate hqdewce manufacturer's
recommendations.

N o
The licensee shall not use Iﬁansed\matenal in or on human bei e@ 25 provided otherwise by

specific condition of this fgense™

The licensee shall not yge licensed

ere actlv% is released except as
provided otherwise by gPeciﬂc con

: <
S, tha} have gen administered licensed

f/f
AL —

Experimental animals, 57 the p (OB

materials shall not be uékd for K

The licensee is authorize% trar ' ccordana)g{mth the provisions of 10 CFR

Part 71, "Packaging and \jspo'
\

In addition to the possession hrrﬂ.ts in Item 8, the*' TR strict the possession of licensed

material to quantities below the lifiks ﬁ:f iedin 10 CFR 3 h require consideration of the need

for an emergency plan for responding r*asa of |J,W atenal

The licensee shall conduct a physical inventory every six months to account for all sealed sources and
devices containing licensed material received and possessed under the license.

A. Pursuant to 10 CFR 20.1302 and 10 CFR 20.2001, the licensee is authorized to dispose of licensed
material by incineration provided the gaseous effluent from incineration does not exceed the limits
specified for air in Appendix B, Table Il, 10 CFR Part 20.

B. Pursuantto 10 CFR 20.2002, the licensee may dispose of incinerator ash containing radioactive
materials with Atomic Nos. 1-83, other than those isotopes listed below, as ordinary waste in a
landfill, provided the concentrations of the isotopes, expressed in pCi per gram of ash, at the time of
disposal, do not exceed the numerical values listed in Table Il, Column 2, 10 CFR 20, Appendix B.
Isotopes not included are hydrogen-3, carbon-14, aluminum-26, chlorine-36, silver-108m, niobium-
94, iodine-129, technetium-99, and thallium-204, for which the concentrations must not exceed 10
percent of the values listed in Tabie I, Column 2, 10 CFR Part 20, Appendix B.
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22. The licensee is authorized to hold radicactive material with a physical half-life of less than 120 days for
decay-in-storage before disposal in ordinary trash provided:

A. Before disposal as ordinary trash, byproduct material shail be surveyed at the container surface with
the appropriate survey meter set on its most sensitive scale and with no interposed shielding to
determine that its radicactivity cannot be distinguished from background. All radiation labels shall be
removed or cbliterated.

B. Arrecord of each 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 byproduct material was placed in

storage, the radionuclides disposed, th Pst ment used, the background dose rate, the dose
rate measured at the surface of @ch\w te conta énd(the name of the individual who performed
the disposatl. \, <] N

| conduct its program in

d in the documents, including
on's'fegulations shall govern unless

pplicati%and correspondence are

more restrictive than the. regulationgi: % " B ; 0

23. Except as specifically prow???othenmse in this license, the licensee ey
accordance with the statements, representations, and procedur
any enclosures, listed belgw. The LS

A. Application dated <é:_ecembe 2 7 Sodntol ¥ S

20085, andine 20, 2005 (with

B. Letters dated Januéty 26, :
‘ort) o

attached Decontanglati

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

Date AUG 1 B 200 By Z/V'\. 5& }/('({A

Kevin G. Null
Materials Licensing Branch
Region Il

|




