
 
 
 
 
 
 
 
 
 

February 10, 2023 
Mr. Tomas Herrera 
U.S. NRC 
NMSS/MSST/MSTB/SSDT 
11545 Rockville Pike, MS TWFN B60 
Rockville, MD  20852 
Subject: Request to Amend Sealed Source and Device Registrations NR-1235-S-102-S, NR-

1235-S-104-S, NR-1235-S-106-S, NR-1235-S-107-S, NR-1235-S-108-S, and NR-
1235-S-109-S 

Dear Mr. Herrera,  

International Isotopes Inc. (INIS) is revising the logo for RadQual LLC, a wholly owned 
subsidiary of INIS, and intends to incorporate a new logo on sealed sources covered under 
Sealed Source and Device Registrations NR-1235-S-102-S, NR-1235-S-104-S, NR-1235-S-106-
S, NR-1235-S-107-S, NR-1235-S-108-S, and NR-1235-S-109-S.  

In addition, and to comply with US, EU, and UK medical device labeling requirements, the 
source or source packaging will include a unique identifier label (UDI), also referred to as a 
barcode, the Conformitè Europëenne Mark (CE), the UK Conformity Assessed Mark (UKCA), 
and the names and addresses of our authorized representatives for the European Union. 

The revised labels, and associated SSDR and Source Models are provided in the attached Label 
Revision table.  

Should you have any questions, please contact me by phone at (208) 524-5300 or by email at 
jjmiller@intisoid.com. 

Sincerely, 
 

 
 

 
John J. Miller, CHP 
Radiation Safety Officer 
JJM-2023-04 
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SSDR Source 
Model(s) 

Label 

NR-1235-S-102-S 
(E-vial, Syringe, 
and Serum Vial 
sources) 

BM06E  

 

 

 

 

 

 

 

Lable: LBRDQ-8B, 3.5 in. x 1.5 in. 

BM06S 
BM06V5 
BM06V10 
BM06V20 

 

 

 

 

 

 

 
Lable: LBRDQ-9B, 1.75 in. x 1 in. 
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NR-1235-S-102-S 
(E-vial, Syringe, 
and Serum Vial 
sources) 

Source 
Shield 

 
 
 
 
 

Lable: LBRDQ-14A 4.25 in. x 1.125 in.  
(Note: EC REP and UK Responsible Person subject to change) 

 
 
 
 
 
 
 
 
 
 

Lable: LBRDQ-9B, 1.75 in. x 1 in. 
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NR-1235-S-104-S 
(Co57 Flood 
sources) 

 

BM01L 
 

Label: LBRDQ-1B, 5 in. x 5 in. 
(Note: EC REP and UK Responsible Person subject to change) 
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NR-1235-S-104-S 
(Co57 Flood 
sources) 

 

BM01L 
(Jubilant) 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Label: LBRDQ-12B, 5 in. x 5 in. 
(Note: EC REP and UK Responsible Person subject to change) 
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NR-1235-S-104-S 
(Co57 Flood 
sources) 

BM01  
BM02 
BM04 
BM05 
BM55 
BM07 
 

Label: LBRDQ-13A, 5 in. x 5 in. 
(Note: EC REP and UK Responsible Person subject to change) 



Attachment 1 JJM-2023-04 Label Revisions  
 

Page 6 of 13 

NR-1235-S-106-S 
(Lucite and 
Aluminum Spot 
Marker sources) 

BM03-
XXA 
(Top) 

 
 
 
 
 
 
 
 
 
Laser Etching per drawing DWG-NUC-008 

BM03-
XXA 
(Bottom) 

 
 
 
 
 
 

 
 
 
 
 
 

Label: 1 in. diamter round trifoil – Black on White or White on Black 

BM03-
XXL 
(Top) 

 

 

 

 

 

 

Label: LBRDQ-4, 1 in. diameter round (May include logo if space permits, reference date may be 
trimmed to mm/yyyy.) 
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NR-1235-S-106-S 

(Lucite and 
Aluminum Spot 
Marker sources) 

BM03-
XXL 
(Bottom) 

 
 
 
 
 
 

 
 
 
 
 
 

Label: 1 in. diamter round trifoil – Black on White or White on Black 

Shield or 
Packaging 

 
 
 
 
 
 
 
 
 
Lable: LBRDQ-14A 4.25 in. x 1.125 in.  
(Note: EC REP and UK Responsible Person subject to change) 

 
 
 
 
 
 
 
 
 
 

Lable: LBRDQ-9B, 1.75 in. x 1 in. 
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NR-1235-S-107-S 
(Rigid and 
Flexible, Line and 
Ruler sources) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

BM83-10 
BM83-20 
BM83-30 

Sources with flexible tubing or rigid Acrylic as outer encapsulation 
 
 
 
 
 
 
 
 
 
 
 
Lable: LBRDQ-9B, 1.75 in. x 1 in. 

BM83-12 
BMXX-
YY 

Sources with stainless steel as outer encapsulation: 
 
Option 1: Laser etch with: Trifoil, Model Number, Isotope, Activity, Serial Number, and 
Reference Date (as size permits).  

Option 2:  
 
 
 
 
 
 
 
 
 
 

Lable: LBRDQ-9B, 1.75 in. x 1 in. 
(Note this lable may be included on steel sources with partial etchingings) 
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NR-1235-S-107-S 
(Rigid and 
Flexible, Line and 
Ruler sources) 
 
 

Shield or 
Packaging 

 
 
 
 
 
 
 
 
 
Lable: LBRDQ-14A 4.25 in. x 1.125 in.  
(Note: EC REP and UK Responsible Person subject to change) 

 
 
 
 
 
 
 
 
 
 

Lable: LBRDQ-9B, 1.75 in. x 1 in. 
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NR-1235-S-108-S 
(Cylindrical 
Phantom sources) 

BMCY68-
DDHH-
YY 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Lable: LBRDQ-5B, 5 in. x 5 in  
(Note: EC REP and UK Responsible Person subject to change) 
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NR-1235-S-108-S 
(Cylindrical 
Phantom sources) 

BMCY68-
DDHH-
YY 
 

Option 2: When dimensions of the source do not permit Option 1: 

 

 

 

 

 

 

 

 

Lable: LBRDQ-8B, 3.5 in. x 1.5 in. 

 
 
 
 
 
 
 
 
 
Lable: LBRDQ-14A 4.25 in. x 1.125 in.  
(Note: EC REP and UK Responsible Person subject to change) 
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NR-1235-S-108-S 
(Cylindrical 
Phantom sources) 

BMNT57-
DDHH-
YY 

 

 

 

 

 

 

 

 

Lable: LBRDQ-8B, 3.5 in. x 1.5 in. 

 
 
 
 
 
 
 
 
 
Lable: LBRDQ-14A 4.25 in. x 1.125 in.  
(Note: EC REP and UK Responsible Person subject to change) 

NR-1235-S-109-S 
(Penpoint Marker 
source) 

BM10 
(body) 

Option 1: Laser etch with: Trifoil, Model Number, Isotope, Activity, Serial Number, and 
Reference Date (as size permits). 
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NR-1235-S-109-S 
(Penpoint Marker 
source) 

BM10 
(body) 

Option 2 
 
 
 
 
 
 
 
 
 
 

Lable: LBRDQ-9B, 1.75 in. x 1 in. 

 BM10 
(shield) 

 
 
 
 
 
 
 
 
 
Lable: LBRDQ-14A 4.25 in. x 1.125 in.  
(Note: EC REP and UK Responsible Person subject to change) 

 
Notes: Magenta coloring of text and barcodes represents location of the information on the label and not actual text or barcode.   
 Label LBRDQ-14A will be included on all source shields or packaging as indicated in the table, on all sources distributed. 

 Preferred marking of sources with stainless steel or aluminum encapsulations is through laser etching. When the size of the 
source does not accommodate all markings, and additional label may be applied to the source, shield or packaging.  

 


