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U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 38

MATERIALS LICENSE

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 I, 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 the letter dated
January 10, 2008,

1. Novartis Pharmaceuticals Corporation 3. License number 29-08978-02 is amended in
its entirety to read as follows:

2. One Health Plaza 4. Expiration date February 28, 2011
East Hanover, New Jersey 07936-1080 5. Docket No. 03005357
Reference No.

Byproduct, source, and/or special . Chemical and/or physical form 8. Maximum amount that licensee may
nuclear material possess at any one time under this
license

. Any byproduct material with : . Not to exceed 400 millicuries
Atomic numbers 1 through per radionuclide and 12 curies
83 total

Hydrogen 3 . . 700 curies
. Carbon 14 . . 400 curies
. Phosphorus 32 . . 4 curies

Phosphorus 33 . . 2 curies

Sulfur 35 . . 2 curies

. Rubidium 86 ) . 200 millicuries
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SUPPLEMENTARY SHEET

License Number

29-08978-02

Docket or Reference Number

03005357

Amendment No. 38

H. lodine 125

Nickel 63

J. Americium 241

K. Americium 241

H.

J.

K.

Any

H. 1 curie

Foil or plated sources registered |. No single source to exceed the
either with the U.S. Nuclear
Regulatory Commission under
10 CFR 32.210 or with an
Agreement State.

Sealed source (Industrial
Dynamics Model 06110)

Sealed source
(Amersham Model AMC.D3)

maximum activity specified in the
certificate of registration issued by
the U.S. Nuclear Regulatory
Commission or an Agreement
State and 200 millicuries total

Not to exceed 100 millicuries per
source and 700 millicuries total

. Not to exceed 30 millicuries per
source and 60 millicuries total
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SUPPLEMENTARY SHEET 03005357
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9. Authorized use:
A. Research and development as defined in 10 CFR 30.4; animal studies.

B. and C. Research and development as defined in 10 CFR 30.4; distribution to persons authorized
to receive licensed material pursuant to the terms and conditions of specific licenses issued by the
U.S. Nuclear Regulatory Commission or an Agreement State.

D. through H. Research and development as defined in 10 CFR 30.4.

I.  To be used for sample analysis in compatible gas chromatography devices that have been
registered either with the U.S. Nuclear Regulatory Commission under 10 CFR 32.210 or with an
Agreement State and have been distributed in accordance with a Commission or Agreement
State specific license authorizing distribution to persons specifically authorized by a Commission or
Agreement State license to receive, possess, and use the devices.

For use in Industrial Dynamics Filtic Model FT-12 fill level inspection device.
For use in Vidar Systems Corporation Model 615-00-00 X-ray fluorescence analyzers.

CONDITIONS

Licensed material may only be used at the licensee's facilities at One Health Plaza, East
Hanover, New Jersey.

A. Licensed material shall be used by, or under the supervision of, individuals
designated in writing by the licensee's Radiation Safety Committee.

The Radiation Safety Officer for this license is Richard Brack.

Licensed material shall not be used in or on human beings.

. The licensee shall not use licensed material in field applications where activity is released except
as provided otherwise by specific condition of this license.

. Experimental animals, or the products from experimental animals, that have been administered
licensed materials shall not be used for human consumption.
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Sealed sources shall be tested for leakage and/or contamination at intervals not to
exceed the intervals specified in the certificate of registration issued by the U.S. Nuclear
Regulatory Commission under 10 CFR 32.210 or under equivalent regulations of an
Agreement State

In the absence of a certificate from a transferor indicating that a leak test has been
made within the intervals specified in the certificate of registration issued by the

U.S. Nuclear Regulatory Commission under 10 CFR 32.210 or under equivalent
regulations of an Agreement State, prior to the transfer, a sealed source received from
another person shall not be put into use until tested and the test results received.

Sealed sources need not be tested if they contain only hydrogen-3; or they contain only
a radioactive gas; or the half-life of the isotope is 30 days or less; or they contain not
more than 100 microcuries of beta- and/or gamma-emitting material or not more than
10 microcuries of alpha-emitting material.

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.

The leak test shall be capable of detecting the presence of 0.005 microcurie

(185 becquerels) of radioactive material on the test sample. If the test reveals the
presence of 0.005 microcurie (185 becquerels) or more of removable contamination, a
report shall be filed with the U.S. Nuclear Regulatory Commission in accordance with
10 CFR 30.50(c)(2), and the source shall be removed immediately from service and
decontaminated, repaired, or disposed of in accordance with Commission regulations.

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

Records of leak test results shall be kept in units of microcuries and shall be maintained
for 5 years.

16.  Sealed sources or detector cells containing licensed material shall not be opened or sources
removed from source holders by the licensee.
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The licensee shall conduct a physical inventory every six months, or at other intervals
approved by the U.S. Nuclear Regulatory Commission, to account for all sources and/or
devices received and possessed under the license. Records of inventories shall be
maintained for 5 years from the date of each inventory and shall include the radionuclides,
quantities, manufacturer’'s name and model numbers, and the date of the inventory.

Maintenance, repair, cleaning, replacement, and disposal of foils contained in detector cells
shall be performed only by the device manufacturer or other persons specifically authorized by
the Commission or an Agreement State to perform such services.

The licensee is authorized to hold radioactive material with a physical half-life of less than or
equal to 120 days for decay-in-storage before disposal in ordinary trash, provided:

A. Waste to be disposed of in this manner shall be held for decay a minimum of ten half-
lives

. Before disposal as ordinary trash, the waste shall be surveyed at the container surface at
the surface of each waste container with the appropriate survey instrument set on its
most sensitive scale and with no interposed shielding to determine that its radioactivity
cannot be distinguished from background. All radiation labels shall be removed or
obliterated.

. A record 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
byproduct material was placed in storage, the radionuclides disposed, the survey
instrument used, the background dose rate, the dose rate measured , and the name of
the individual who performed the disposal.

. The licensee is authorized to transport licensed material only in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. The Nuclear Regulatory Commission's regulations shall
govern unless the statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

A. Letter with attachments dated May 22, 1997
B. Letter dated September 24, 1997
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Letter dated March 5, 1998
Letter dated December 20, 2000
Letter dated December 3, 2001(ML013550047)

For the U.S. Nuclear Regulatory Commission

Original signed by Thomas K. Thompson
September 5, 2008

Thomas K. Thompson

Commercial and R&D Branch
Division of Nuclear Materials Safety
Region |

King of Prussia, Pennsylvania 19406





<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


