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of Transportation

400 Seventh Street, S.W.
Washington, D.C. 20590

Pipeline and
Hazardous Materials
Safety Administration

COMPETENT AUTHORITY CERTIFICATION
FOR A TYPE B(U)

RADIOACTIVE MATERIALS PACKAGE DESIGN
CERTIFICATE USA/0656/B(U)-96, REVISION 1

REVALIDATION OF GERMAN COMPETENT AUTHORITY
CERTIFICATE D/2096/B(U)-96

This certifies that the radioactive material package design described is
hereby approved for use within the United States for import and export
shipments only. Shipments must be made in accordance with the applicable
regulations of the International Atomic Energy Agency¹ and the United States
of America².

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

		² Title 49, Code of Federal Regulations, Parts 100-199, United States of
America.

1. Package Identification - GANUK Model GA-01 transport container.

2. Package Description and Authorized Radioactive Contents - as described
in Germany Certificate of Competent Authority D/2096/B(U)-96, Revision
1 (attached).

3. General Conditions -

a. Each user of this certificate must have in his possession a copy
of this certificate and all documents necessary to properly
prepare the package for transportation. The user shall prepare
the package for shipment in accordance with the documentation
and applicable regulations.

b. Each user of this certificate, other than the original
petitioner, shall register his identity in writing to the Office
of Hazardous Materials Technology, (PHH-23), Pipeline and
Hazardous Materials Safety Administration, U.S. Department of
Transportation, Washington D.C. 20590-0001.

c. This certificate does not relieve any consignor or carrier from
compliance with any requirement of the Government of any country
through or into which the package is to be transported.
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CERTIFICATE USA/0656/B(U)-96, REVISION 1

d. Records of Quality Assurance activities required by Paragraph
310 of the IAEA regulations¹ shall be maintained and made
available to the authorized officials for at least three years
after the last shipment authorized by this certificate.
Consignors and consignees in the United States exporting or
importing shipments under this certificate shall satisfy the
requirements of Subpart H of 10 CFR 71.

4. Special Condition - Iridium-192 authorized in paragraph 2 of this
certificate must be in special form approved under the IAEA
Regulations for the Safe Transport of Radioactive Materials.

5. Marking and Labeling - The package shall bear the marking
USA/0656/B(U)-96 in addition to other required markings and labeling.

6. Expiration Date - This certificate expires on October 31, 2009. On
October 31, 2006, this certificate supersedes all previous revisions
of USA/0656/B(U)-96.

This certificate is issued in accordance with paragraph 808 of the IAEA
Regulations and Section 173.473 of Title 49 of the Code of Federal
Regulations, in response to the August 02, 2006 petition by Mallinckrodt
Inc., St. Louis, MO and in consideration of other information on file in
this Office.

Certified By:

Aug 23 2006
Robert A. McGuire
Associate Administrator for Hazardous Materials Safety

		(DATE)

Revision 1 - Issued to endorse German Certificate of Approval No.
D/2096/B(U)-96, Revision 1, with restriction that Ir-192 must
be in special form.



 
 
 
 
 
 
 

 
 
 
 
 

Certificate of Approval 
 

D/2096/B(U)-96 (Rev. 1) 
 

for a shipping container of type B(U) for radioactive materials 
 
Following the application by Glove-Box GANUK GmbH, Hammersbach of 25.10.2005, we herewith approve the transport 
container bearing the manufacturer's design number GA-01 as a shipping container of type B(U) for radioactive materials for 
transport by road, rail, sea, inland waterways and air in accordance with the following regulations: 
 
Regulations for the Safe Transport of Radioactive Material, 1996 Edition (As Amended 2003), International Atomic Energy 
Agency (IAEA), No. TS-R-1  
 
European Agreement of 30 September 1957 concerning the International Carriage of Dangerous Goods by Road (ADR) 
(Federal Law Gazette 1969 II p. 1489), effected by the 17th ADR amending regulation of 27. August 2004 (Federal Law 
Gazette 2004 II S. 1274), Enclosures A and B, 
 
Regulation for the International Carriage of Dangerous Goods by Rail (RID) - Enclosure I to appendix B of the Convention 
concerning International Carriage by Rail of 09 May 1980 (COTIF) (Federal Law Gazette 1985 II p. 130), effected by the 12th 
RID amending regulation of 28. September 2004 (Federal Law Gazette 2004 II S. 1434), 
 
International Maritime Dangerous Goods Code (IMDG Code), Amendment 32-04, 
 
Regulation concerning the National and International Carriage of Dangerous Goods by Road and Rail (GGVSE) of 3. January 
2005 (Federal Law Gazette I p. 37), last amended by article 3a of the fourht Rules on the amendment of Regulations in the 
Dangerous Goods of 2 November 2005 (Federal Law Gazette I p. 3131) 
 
Regulation concerning the Carriage of Dangerous Goods by Sea (GGVSee) of 6. January 2006 (Federal Law 
Gazette I p. 139), 
 
Regulation concerning the Carriage of Dangerous Goods on Inland Waterways (GGVBinSch) of 31 January 2004 (Federal 
Law Gazette I p. 136), last amended by the 6th Regulation concerning the Carriage of Dangerous Goods on Inland 
Waterways of 3. March 2006 (Federal Law Gazette I p. 512) and the regulation on the enforcement of the Regulation 
concerning the Carriage of Dangerous Goods on the Rhine (ADNR) and the amendments on the Regulation concerning the 
Carriage of Dangerous Goods on the Mosel of 12. July 2003 (Federal Law Gazette II p. 648), last amended by the 6th 
Regulation concerning the Carriage of Dangerous Goods on the Rhine and the amendments on the Regulation concerning 
the Carriage of Dangerous Goods on the Mosel of (6. ADNRAndV) of (Federal Law Gazette II p. 26), 
 
Air Traffic Licensing Regulations as revised by the notification of 27 March 1999 (Federal Law Gazette I p. 610), last 
amended by article 1 of the regulation of 27. July 2005 (Federal Law Gazette I p. 2275) in connection with the ICAO 
regulations on dangerous goods (ICAO Technical Instructions) 
 
in connection with the guidelines from the German Federal Ministry for Transport, Building and Housing (BMVBW) of 
20.02.1991 (Traffic Gazette, booklet 4, p. 231, 1991). 
 
International Civil Aviation Organisation – Technical Instructions for the safe Transport of Dangerous Goods by Air. Edition 
2005/2006 
 
We confirm that the German Federal Office for Radiological Protection, Salzgitter is the competent authority acting for the 
German Federal Ministry for Traffic, Building and Housing (BMVBW) of 17. November 2004 (Traffic Gazette, booklet 23, p. 
594, 2004) and 20. February 1991 (Traffic Gazette, booklet 4, p. 231, 1991) 
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Holder of approval: Glove-Box GANUK GmbH 
 Am Schulzehnten 15 

63546 Hammersbach  
 
Documentation: 
 
- Safety report for modified transport container GA-01 for the transportation of Mo-99 or Ir-192 
 Rev. 0 of 15.08.2003 
- Quality assurance programme for type B(U) transport containers for Mo-99, Rev. 1 of 07.08.2002 
- Instructions for use and maintenance of transport container GA-01, Rev. 4 of 26.08.2003 
- Repeat testing as part of quality assurance programme no.: 01-95, Rev. 1 of (with Federal Institute for 

Material Research and Testing test note of 27.06.1996) 
 
Number of shipping container: D/2096/B(U)-96 
 
Manufacturer's design no.: GA-01    
 
Validity of certificate of approval:  Up to and including 31 October 2009 
 
Certificate of approval D/2096/B(U)-96 (Rev.0), of 29.10.2003. is valid till 30.10.2006 
 
Permitted contents: 
 
1. Molybdenum 99 with decay product technetium 99m in liquid form, in a solution of Na2MoO4 in 0.2 molar 

NaOH with additive NaNO3  
 
     Max. filling quantity: 50 ml  
     Max. activity:   81.4 TBq  
 
2. Iridium 192 (metallic)  Max. activity  185 TBq  
 
 
 
Design of packaging: 
 
The transport container design GA-01 complies with the requirements of a type B(U) shipping container (IAEA 
Regulations for the Safe Transport of Radioactive Material 1996 Edition (Revised), §§ 650 to 664) according to 
the test certificate from the German Federal Board of Material Testing and Research (BAM) Berlin of 27 June 
1996 (file ref.: 9.3/10257), and the 1st amendment of the test certificate of 23.09.2003 (file ref.: III.3/20935) in 
connection with the letter of 16.10.2003 and th transport container design GA-01 complies with the requirements 
of a type B(U) shipping container (IAEA Regulations for the Safe Transport of Radioactive Material 1996 Edition 
(Revised), §§ 650 to 664) according to the test certificate from the German Federal Board of Material Testing 
and Research 
 
 
Description of packaging: 
 
The cylindrical transport container consists of an all-encompassing outer case for shock absorption and a 
shielded container, into which an inner container is placed in turn. For solid metallic radioactive contents the 
inner container is a threaded aluminium container. For liquid radioactive contents, a stainless steel flask 
enclosed in a sealed inner container made of stainless steel is used. For all types of content ‘tight encapsulation’ 
is ensured by the shielded container, which is made from a tungsten alloy, with a screw-on stainless steel 
sealing lid and two Viton sealing rings. An aluminium pallet is permanently fixed to the base of the transport 
container as part of the packaging for handling purposes. (see attachment 1) 
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Dimensions and weight: 

Height: 599 mm 
Diameter: 416 mm 
Width of aluminium pallet  700 mm 
Weight (loaded): 250 kg 

 
 
 
This certificate of approval refers to the packaging currently listed in the individual part list revisions in appendix 
2 (see also collateral clause no. 7). 
 
 
Collateral clauses and notes: 
 
1. All quality assurance measures during planning, manufacturing, the accompanying inspections and 

operation must follow the rules given in the Technical Guidelines on Measures for Quality Assurance and 
Monitoring for packaging radioactive materials for transportation (TRV 006) in the BMV (Traffic Gazette, 
booklet 4, p. 233, 1991). 

 
2. Production of the packaging is only permitted in accordance with the parts list with the highest revision index 

in Enclosure 2, as well as the amendments given in collateral clause no. 7. 
 
3. This certificate of approval is only valid in conjunction with the acceptance certificate issued for the series 

specimen in question, which must automatically be sent to the BAM and BfS. Any deviations tolerated by the 
BAM under TRV 006 and amendments as given in collateral clause no. 7 must be documented in this 
acceptance certificate. For series specimens from earlier production, the deviations tolerated by the BAM 
and amendments as given in collateral clause no. 7 must be recorded in the test book for the series 
specimen. 

 
4. Each person using the packaging must register with the BfS prior to first use and confirm that he has 

received and shall observe the test book, which specifically contains the certificate of approval, instructions 
for use and maintenance (handling instructions) and the test schedule for repeat testing. In particular it is 
here to state: 
-  “Repeat tests for quality assurance programme no.: 01-95” page 22, Rev. 1 with BAM test note of 

27.06.1996.  
-  “Instructions for measuring contamination and dose rate of transport containers of design GA-01”, Test 

instructions for quality assurance programme No.: 01-95 page 23 and 24, Rev. 0 of 05.08.2002.  
- “Tightness test before shipping, Test instructions for quality assurance programme No.: 01-95 page 19, 

Rev. 5 of 16.09.2003. 
- ”Instructions for use and maintenance for transport container GA-01“, page 20 and 21 for quality 

assurance programme No.: 01-95, Rev. 4 of 26.08.2003. 
 
The use of documents with a higher revision index is in the scope of the license in question only valid after 
 release of the BAM and permission of the BfS in the form of an approval.    

 
5. Each series specimen must be permanently marked with the above given design number and the date 

(month/year) of the next repeat test. 
 
6. Each series specimen must be subjected to repeat testing at the correct time. Series specimens that are 

never used within the Federal Republic of Germany may be tested and certified by the relevant country's 
authorized testing officials. Certificates confirming that repeat testing has been carried out must 
automatically be sent to the BAM and BfS. 

 
7. Following release by the BAM, all amendments to the parts lists and the drawings and the material data 

sheets listed therein, on which the certificate of approval is based, require approval by the BfS in the form of 
an agreement to amend the certificate and an extended type list (as in Enclosure 2). They will then be 
included in this certificate. 
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8. No special measures are required during carriage. 
 
9. This certificate of approval does not release the sender from any obligation of complying with regulations 

from other countries, through which the shipping container may be transported. 
 
Costs: 
 
1. On the basis of §12 Paras. 1 and 2 of the Law of the Carriage of Dangerous Goods (GGBefG) as revised by 

the notice of 29 September 1998  (Federal Law Gazette I p. 3114), exchanged by Law of 21. June 2005 
(Federal Law Gazette  I p. 1818), in conjunction with article 1 and enclosure (to article 1), 1st part, fee number 
007 in the Regulation for Costs for Measures involved with the Carriage of Dangerous Goods (GGKostV) of 
13 November 1990 (Federal Law Gazette I p. 2490), last amended by article 3 of the second Rules on the 
Amendment of Regulations in the Dangerous Goods of 17. December 2004 (Federal Law Gazette I p. 3711), 
this notification shall incur costs - fees and expenses. 

 
2. According to §12 Para. 1 of the law concerning the carriage of dangerous goods, in conjunction with §13 

Para. 1 no. 1 of the Law on Administrative Expenses of 23 June 1970 (Federal Law Gazette I p. 821), last 
amended by the law of 05. Mai 2004 (Federal Law Gazette I p. 718), Glove-Box GANUK GmbH 
Hammersbach shall bear these costs. 

 
3. An assessment of costs shall be notified separately. 
 
Instructions on legal remedies: 
 
An objection to this notice may be made within one month of notification. Objections must be made either in 
writing or for the record to the Bundesamt für Strahlenschutz, Willy-Brandt-Straße 05, 38226 Salzgitter. 
 
Salzgitter, 27. July 2006 
 
On behalf of 
 
 
   (Seal) 
 
 
Müller 
 
 
Enclosures 
Appendix 
Enclosure 1 to certificate of approval: General drawing  
Enclosure 2 to certificate of approval: Type list 
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Rev. no. 

 

 
Date of issue  

 
Validity 

 
Reason for revision 

 
0 

 
29.10.2003 

 
31.10.2006 

 
First issue 

 
1 

 
27.07.2006 

 
31.10.2009 

 
Extension of the Validity 
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Type list for transport container GA-01 
 
 
Transport containers of design GA-01, which have been/will be manufactured in accordance with the parts lists 
named given below, are of the type named in this certificate of approval (see also collateral clauses nos. 2, 3 
and 7). 
 

 
Parts list revision 

 
Release by BAM 

 
 
 Parts list no.: 94-03-0065-00, Rev. 6  

 
 Correspondence (ref.: III.32/Nz) of 16.10.2003 

 
 Parts list no.: 94-03-0065-00, Rev. 7  

 
 Correspondence (ref.: III.32/Nz) of 26.03.2004 

 
 Parts list no.: 94-03-0065-00, Rev. 8  

 
 Correspondence (ref.: III.3/Nz) of 21.06.2005 

 
 
Salzgitter, 27 July 2006 
 
 
On behalf of  
 
 
 (Seal) 
 
 
Müller 
















