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U.S. Department 400 Seventh Street, S.W.
of Transportation COVPETENT AUTHORI TY CERTI FI CATI ON Washington, D.C. 20590
Pipeline and FOR A TYPE B(U)

Hazardous Materials RADI OACTI VE MATERI ALS PACKAGE DESI GN

Safety Administration CERTI FI CATE USA/ 0596/ B(U) - 96, REVI SION 2

REVALI DATI ON OF UNI TED KI NGDOM COVPETENT AUTHORI TY
CERTI FI CATE GB/ 3605D/ B( U) - 96

This certifies that the radioactive material package design described is
hereby approved for use within the United States for inport and export
shipnents only. Shiprments nust be nade in accordance with the applicable
regul ati ons of the International Atom c Energy Agency! and the United States
of America?.

1. Package ldentification - U K Design No. 3605D.

2. Package Description and Authori zed Radi oactive Contents - as descri bed
in United Kingdom Certificate of Conpetent Authority GB/ 36050/ B(U) - 96,
I ssue 3 (attached).

3. CGeneral Conditions -

a. Each user of this certificate nust have in his possession a copy
of this certificate and all docunments necessary to properly
prepare the package for transportation. The user shall prepare
the package for shipnment in accordance with the docunentation
and applicabl e regul ati ons.

b. Each user of this certificate, other than the original
petitioner, shall register his identity in witing to the Ofice
of Hazardous Materials Technology, (PHH23), Pipeline and
Hazardous Materials Safety Adninistration, U S. Departnent of
Transportation, Washington D.C. 20590- 0001.

C. This certificate does not relieve any consignor or carrier from
conpliance with any requirement of the Governnent of any country
t hrough or into which the package is to be transported.

1 "Regulations for the Safe Transport of Radioactive Material, 1996
Edition (Revised), No. TS-R-1  (ST-1, Revi sed) , " published by the
International Atom c Energy Agency(lAEA), Vienna, Austria.

2 Title 49, Code of Federal Regulations, Parts 100-199, United States of
Aneri ca.
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CERTI FI CATE USA/ 0596/ B(U) - 96, REVI SI ON 2

d. Records of Quality Assurance activities required by Paragraph
310 of the I1AEA regulations! shall be mintained and nade
available to the authorized officials for at |east three years
after the last shipnment authorized by this certificate.
Consignors in the United States exporting shipnents under this
certificate shall satisfy the applicable requirenents of Subpart

H of 10 CFR 71.

4. Marking and Labeling - The package shall bear the marking
USA/ 0596/ B(U)-96 in addition to other required markings and | abeling.

5. Expiration Date - This certificate expires on March 31, 2012.

This certificate is issued in accordance wth paragraph 808 of the |AEA
Regul ations and Section 173.473 of Title 49 of the Code of Federal
Regul ations, in response to the April 03, 2007 petition by GE Healthcare,
Arlington Heights, IL, and in consideration of other information on file in

this Ofice.

Certified By:
% Apr 09 2007
Bob Ri chard ( DATE)
Deputy Associate Administrator for Hazardous Materials Safety
Revision 2 - Issued to revalidate U K. Certificate of Approval of Package

Desi gn GB/ 36050/ B(U)-96, |ssue 3.



Reference: GB/3605D/B(U)-96
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Certificate of Approval of Package Design
for the Carriage of Radioactive Materials

THIS IS TO CERTIFY that the Secretary of State for Transport being, for the purposes of
the Regulations of the International Atomic Energy Agency, the Competent Authority of
Great Britain in respect of inland surface transport and of the United Kingdom of Great
Britainn and Northern freland in respect of sea and air transport and the Department of
the Environment for Northern reland being the Competent Authority of Northern ireland
in respect of inland surface transport, have approved the Package design as specified in
section 1 of this certificate, as applied for by GE Healthcare Lid (see section 6).

as Type B(U)
by road, rail, sea and air

Packaging identification: 3605D

Packages manufactured to this design meet the requirements of the regulations and codes on page 2, relevant 1o
the mode of transport, subject to the following general condition and to the conditions in the succeeding pages of

this certificate. :
in the event of any alterastion in the composition. of the package, the package design, the quality assurance
programme(s) associated with the package or in any of the Tacts stated .in the applicstion for approvail, this
certificate will cease to have effect uniess the Competent Authority is notified of the alteration and the Competent
Authority confirms the certificate notwithstanding the alteration.

Expiry Date; This certificate is vahd until the end of March 2012

COMPETENT AUTHORITY IDENTIFICATION MARK: GB/3605D/B(UY-56

S

mﬁmm Transpori Radicfogical Adviser

O N, Y RTa wn _ Dispartment for Transport

Z 3MAR 2087 LGreat Minster House
OF RADIOACTIVE sl
London SW1P 4DR

MATERIALS

Or1 betalf of the Secrelary of Sigte for Transport,
ard the Departiment of the Ervirorsnent for Nosthesn irelfand

This cerificate does not relieve the consignor from compliance with any requirement of the government of
any couniry through or into which the package will be transporsted. :
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REGULATIONS AND CODES OF PRACTICE GOVERNING THE TRANSPORT OF RADIOACTIVE MATERIALS

INTERNATIONAL

International Atomic Energy Agency {IAEA
T8-R-1 Reguiations for the Safe Transport of Radioactive Materials 19968 Edition {Revised) or 1996 Editon (As

Amended 2003).

International Maritirme Organisation (IMO) T o
Internationsal Maﬁtirmgq't}ang’_emgg Goods (IMDG) Code {(Amdt 32-04).

International Civil Aviation Oroanisation (ICAD)
Technical Inatructions for the Safe Transport of Dangerous Goods by Air P005-2008 Edition,

Uinited Nations Eoonormic Conmission for Eurdpe (UNECE:
European Agresment concerning the Imermationz) Carriage of Dangerous Goods by Road (ARG 2006 Edition.

Intergoverrrnental Organisation for International Carriage by Rail (OTIF)
Convention concemning interrational Carriage by Rail (COTIF) Appendix B. Uniform Rules concerming the Comtract
for International Carriage of Goods by Rail (CIM} Annex 1 Regulations cencerning the International Camiage of

Dangerous Goods by Rajl (RID) 2005 Editon.
UNITED KINGDOM

ROAD

GREAT BRITAIN ONLY.

The Radioactive Material (Road Transport) (Definition of Radioactive Material) Order 2002, 51 2002 No. 1092,

The Radioactive Material {(Road Transport) Regulations 2002, S1'2002 No. 1003,

The Radioactive Material (Raad Transpart) {Amendment) Regulations 2003 §! 2003 No 1867,

NORTHERN iRELAND ONLY.

The Radioactive Substances {Cartiage by Road) Regulations (Northern freland) 1983, SR 1983 No 344, The
Radioactive Substances (Carriage by Road} (Amendment) Regulations (Morthern Ireland) 1986, SR 1088 No 61.

RAN.

GREAT BRITAIN ONLY.

The Carriage of Dangerous Goods and Use of Transportabie Pressure Equipment Regulations 2004, Sf 2004 No
588. The Carriage of Dangerous Goods and Use of Transportable Pressure Equipment {(Amendment) Regulations
2008, 31 2005 No 1732,

SEA e
British registered ships. All other ships whilst in United Kingdom territorial Wapersms e Ngrehant Shmiing
(Dangerous Goods and Marine Pollutants) Regulations 1997, 5{ 1897 No 2367; Méarchant Shipping & No MSN

1 791(M), “The Carriage of Dangerous Goods and Marine Poliutarts in Packaged Form AARersiiann .04 tojthe
International Maritime Dangerous Goods {(IMIDG) Code”, . AN 50

TMITOAL
AR ] DA 1AM

The Air Navigation Order 2008, S 2005 No 1970, The Air Navigation (Dangerous Goods) Regulations 2002, 5
2002 No 2786. The Air Navigation (Dangerous Goods) (Amendment) Regulations 2004, S| 2004 No 3214,
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1. PACKAGE DESIGN SPECIFICATION

The Package Design Specification shall be in accordance with GE Healthcare ttd Safety
Report reference TAD 3605D issue 11 dated 9 March 2007 and maodifications to the package
design approved by the authority named on page 1 of this certificate under the established
modifications procedure,

1.1 Specification of Packaging

Design No. Title / No. of Components Drawing List issue
3605 Quter / Steel Drum with Cork Spacers DL 25180 J
{ One and
PGM 865 7
3055 () Intermediate / Stainless Steel Pol/ DL22310 0O
One
0035 (Mk 3) DL232058 =
or
0035 (Mk 4) Inner / Trittum Pots / One DL23549 G
or
0035 (Mk 5) , DL27816 B

[{C) = Containment System)]

1.2 Permitted Contents

Tritium gas adsorbed on pyrophoric uranium in a stainless steel vessel.
1.3 Restrictions on Contents | |

The maximum activity of the permitied contents may be up to 4 PBqg of tritium and 6 MBq of
depleted uranium.

1.3 Package Dimensions and Weights

a) Nominal Dimensions: 325mm diameter x 4058mm high {see section 5 for package
ifustration) e

b} Maximum authorised gross weight: 20.7 kg

2. USE OF PACKAGE
2.1 Use of packaging

a) The “packaging shall be used; handied and maintained in. accordance with the
requirements of GB.PQ.146.E Version 2 dated 5 January 2006. -
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2.2 Actions prior to shipment

ay

b)

Administrative controls shall ensure that the contents are in accordance with section 1
of this certificate, and that the consignor and consignee hold a copy of the instructions
an the use of the packaging.

The package is not required to reach thermal equilibrium prior to shipment.

2.3 Emergency Arrangements

a)

b)

)

Road, Rail and Ports in GB
(i) RADSAFE member

In the event of an emergency the procedurss set out in RADSAFE (the nuclear industry
transport emergency plan) shall apply. The police shall be informed that RADSAFE has

been initiated.
(if) Non RADSAFE member

Before shipment takes place, the consignor shall have drawn up suitable amergency
plans, copies of which shall be supplied to the UK Competent Authority on demand. In
the event of an emergency these emergency plans shall be initiated and the police
informed.

Ses

In the event of an ehargency, the procedure set out in the IMDG Code as quoted on
page 2 of this certificate shall apply.

If RADSAFE, the consignors: own, - or other approved emergency plans cannot be
initiated, for any reason, then the police shall be informed immediately and requested to
call the local NAIR (National Arrangements for incidents involving Radioactivity)
establishment.

3. QUALITY ASSURANCE

3.1

a)
b)

Quality assurance programmes applicable to this design are:
GE Healthcare Litd Transport Safety Arrangements and

any other quality assurance Pprogrammes associated with the design, manufacture,
testing, documeniation, use, maintenance and inspection, and for transpon and in-
transit storage operations, which must also comply with national or international
standards for quality assurance which are acceplable {o the authority named on page 1
of this certificate.
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No alterations shall be made to the quality assurance programmes associated with this
design and approved by the authority named on page 1 of this cerificate unless that
alteration has the prior approval of said authority, or it falls within the agreed change
control procedures of that programme,

L
B2

3.3 NG duality assurahce plograkimie shall be used at any stage of the design,
manufacture, testing, documentation, use, maintenance - and. inspection, and for
transport and in-transit storage. gperations, unieas ‘said programime forms part of or is
the quality assurance programme approved. by’ the authiority named on page 1 of this
approval certifi cate

3.4 During the conversion process fmm the previously approved OB&SA’Y package to this
3605D design, using the inspection procagdure GB.PQ.126.E Version 1, the serial
numbers or batch numbers of the previously used cmmponents miust be recorded and
ralated to any new serial numbers j SSigne d in order to maintain traceability to original
manufacture records.. ’ - ;

4. ADMIN!STRATNE lNFORMA’!‘ION
4.1 Other related certlfcatas (altemaﬂva mdxoact;ve czcmtents)

a) This certificate forms the base: appmval Of this de:;,fgn Other related UK certificates
using the 36805 Duter are shown below -

Certificate Referange & fssue : e '~‘:Cértifncafé:' Expiry Date

: -Type 5 .
GB/3605C/B(UY98 Issue 2 - Design 30 Septernber 2007

_GBISGOSM:’B(U)-Q!S: Ilﬁ'sue 1_ Design'-" 30 November 2008

o S

= e

The iist in 4.1{(a) was complete at the time of compilation of this design approval
certificate. Other related certificates may exist.

4.2 Additional Technical Data / Information

At the time of compilation of this design approval cerificate, The lonising Radiations
Regulations 1989, SI 1999 No 3232 and Approved Code of Practice apply, with regard to
radiation protection, to all modes of transport and The Dangerous Substances in Harbour
Areas Regulations 1987, Si 1987 No 37, apply in UK Ports

4.3 Renewal of Certificates

a) [If the period of validity is required to be extended, application shall be made at least one
year in advance of expiry.



Reference: GB/360SD/B(U-96
Issue 3
Page 6 of 7pages

5. PACKAGE ILLUSTRATION
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6. CERTIFICATE STATUS
Design Approval issued to:-
GE Healthcare Lid
The Grove Centre
Amersham
Buckinghamshire HP7 SNA
issue No. Date of lssue Date of Expiry Reason for Revision
GB/360BD/B(L-96 25 September 2005 End of September 2006 | First issued under new
Issue 1 regulations
GR/380B0VB(L-96 28 Seplember 2005 End of September 2006 | Minor fypographical
lssue 2 Extended by letter to 31 changes.
April 2007
GBMAsOSD/MAB(LN-96 As date stamp on first 31 March 2012 Renewal on expiry of an
issue 3 page extension to the previous

cerfficate.




U.S. Department 400 Seventh Street, S.W.

: Washington, D.C. 20590
of Transportation ashington

Pipeline and
Hazardous Materials
Safety Administration

CERTIFICATE NUMBER: USA/0596/B(U)-96, Revision 2

ORIGINAL REGISTRANT(S):

Mr. Michael A. Bernardo

Senior HazMat Transportation Specialist
GE Healthcare

3350 N. Ridge Avenue

Arlington Heights, 60004

USA



