International
Isotopes

INCORPORATED

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-1235-5-106-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 Conformit¢ Européenne 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,
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John J. Miller, CHP
Radiation Safety Officer
JIM-2023-04

208.524.5300

4137 Commerce Circle

intisoid.com

Idaho Falls, Idaho 83401 radqual.com



Attachment 1 JJM-2023-04

Label Revisions

Source

Label
SSDR Model(s) e
NR-1235-S-102-S | BMO6E
;idvéa:msrir\lzif Model No. Isotope
sources) 0.000 mCi 000.00 MBqg
= Serial Number:
¥ EE Reference Date: x00/Xx/Xxxx
M5
s O
nzZ
2 AN/ RADQUAL
ﬁ An International Isotopes Co
Lable: LBRDQ-8B, 3.5 in. x 1.5 in.
BMO06S \
BMO6V5 Model No. Isotope
BMO6V10 @ 0.000 mCi 00.00 MBq
BMO06V20

T¥IH3 I
NOILLNYD

IAILYOITYY

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

RISS L E AP 0. 0.9.9.0.0.0.0.9.0.0.0.0.0.0.4
Reference Date: xx/3005000¢

RADQUAL

An Irterrions| nctores o

AE-TRIA T

N
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Attachment 1 JJM-2023-04

Label Revisions

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

Source
Shield

Model

00850020470235

Manufactured and distributed by
International [sotapes, Inc.

4137 Cammerce Circle
ldaha Falls, Idaha, 83401 USA

EC REF, EU Authorized Representative:
EuropeCert Alsstrafie 97, 41043
Manchengladbach, Germany

UK Respansible Person [3CGLOBAL UK)

Ifard, Essex, England. 1G4 352

Office 54, Na:58, Peregrine Road, Hainault,

Lable: LBRDQ-14A 4.25 in. x 1.125 in.

(Note: EC REP and UK Responsible Person subject to change)

@

TYIH3 1Y
NOILLNYD

JAILLYOIaYy

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

Model No.
0.000 mCi
Serial # xCOOCOOCOOTOONIXK
Reference Date: xx/5o/x50cx

N

Isotope
00.00 MBq

RADQUAL

An Intemationa Inotoes Co

A& 1
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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-104-S | BMO1L

(Co57 Flood
sources)

LBRDO-1B

N RADLITE"

by RadQual

Cobalt-57 Flood Source

Model No. 00 mCi 000 MBq

Serial Number: XXXxxXXXxX

Reference Date: xx/xx/x00xx

Recommended Replacement Date: xx/xx/xxxx

CAUTION
RADIOACTIVE  SeeUse and Handling Instructions
MATERIAL

UK EC REP, EU Authorized Representative:
c € Cn EuropeCent Alsstralle 97, 41043

Manchengladbach, Germany

Manufactured and distributed by

International lsotopes, Ine. UK. Responsikble Person 130G LOBAL{UK)
4137 Commerce Circle Oftice 54, No:58, Peregrine Road, Hainault,
00850020470594
Madsl Idaha Falls, Idaho, 83401 USA lliord, Essex, England. 1G6 352

Label: LBRDQ-1B, 5 in. x 5 in.
(Note: EC REP and UK Responsible Person subject to change)
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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-104-S
(Co57 Flood
sources)

BMOIL
(Jubilant)

LBRDO-126

juant RADLITE=

Cobalt-57 Flood Soufce
RADIOPHARMA

Model No. 00 mCi 000 MBq
Serial Number: xe00o0omxx

Reference Date: x¢/500/XRxX

Recommended Replacement Date: xx/xx/xxxx

CAUTION
RADIOACTIVE See Use and Handling Instructions

b,
4 WMATERIAL

The IS, Muclear Regulatary Commission has approved distribution of this soures to persons licensed to use bypraduct material identified
in Title 10 Cade af Federal Regulations Part §35.45 and ta persans wha hold an equivalent license issued by an Agreement State.

00850020470594 Moaodel

Label: LBRDQ-12B, 5 in. x 5 in.
(Note: EC REP and UK Responsible Person subject to change)
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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-104-S | BMO1

(Co57 Flood BMO02
sources) BMO4
BMO5
BMS55
BMO07

"N/ RADQUAL

An International Isotopes Co

Cobalt-57 Flood Source

Serial Number: XxXxxxXxxsxx
Reference Date: xx/Xx/XxxX

Model No. 00 mCi 000 MBq

Recommended Replacement Date: xx/xx/xxxx

CAUTION

RADIOACTIVE  See Use and Handling Instructions

MATERIAL

LBRDQ-134

Manutactured and distributed by:
International lsotopes, Inc.

4137 Commerce Circle
|daha Falls, ldaha, 83401 USA

— m—
00850020470594 Model

EC REP, EU Authorized Representative:
EuropeCert Alsstralbe 97, 41063
Ménchengladbach, Germany

UK Responsible Person I3CGLOBALIUK)

Office 54, No:58, Peregrine Road, Hainault,

Ifard, Essex, England . 154 352

N

Label: LBRDQ-13A, 5 in. x 5 in.

(Note: EC REP and UK Responsible Person subject to change)
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Attachment 1 JJM-2023-04

Label Revisions

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

BMO03-
XXA NUCLIDE
(Top) NOMINAL ACT TARGETED ACTIVITY LEVEL
BMO3-XXA XX=NUCLIDE ie CO-57 = 57
YYDDDxzz YY=YEAR DD=JULIAN DATE X=LOT ZZ=SEQUENCE NUMBER
MM/YY MM = MONTH / YY = YEAR
Laser Etching per drawing DWG-NUC-008
BMO03- S\\QN "
XXA D?‘ ' %
(Bottom) . =
AA A
OacTN®
Label: 1 in. diamter round trifoil — Black on White or White on Black
BMO03-
XXL
(Top)

00 pCi 000 MEBqg
Model No,
Serial No.
mm/dd/

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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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-106-S

(Lucite and
Aluminum Spot
Marker sources)

BMO3- ON
XXL 4 %,

& ' %
(Bottom) = “1;3:

Rik

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

Shield or
Packaging

00850020470235 Model

Wanufactured and distributed by:
International lsctapes, Inc.

4137 Cammerce Circle
Idaha Falls, Idaha, 33401 USA

EC REF, EU Authorized Representative:
EuropeCert Alsstrale 97, 41043
Manchengladbach, Germany

UK Respansible Person |3CGLOBALLUK)

[Iford, Essex, England. 1G4 352

Office 54, Na:58, Peregrine Road, Hainault,

Lable: LBRDQ-14A 4.25 in. x 1.125 in.

(Note: EC REP and UK Responsible Person subject to change)

@

T8I IYIA
NOILLNYD

JAILYOIaYH

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

Model No.
0.000 mCi
Serial #: 3oOCCUCOOOCUOTO
Reference Date: xx/ o0/ 3000K

N

Isotope
00.00 MBq

RADQUAL

An Irterrions| nctepes o

&I 1
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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-107-S
(Rigid and
Flexible, Line and
Ruler sources)

BMS83-10 | Sources with flexible tubing or rigid Acrylic as outer encapsulation
BMS83-20
BMS83-30
Model No. Isotope
@ 0.000 mCi 00.00 MBq
= Serial #: 30000O0OUOOGONNXX
%EE Reference Date: xx/xx/Xxxx
a2 :
 "O\/RADQUAL
An ivemetional potcpesCo £
Lable: LBRDQ-9B, 1.75 in. x 1 in.
BM&83-12 | Sources with stainless steel as outer encapsulation:
BMXX-
YY Option 1: Laser etch with: Trifoil, Model Number, Isotope, Activity, Serial Number, and

Reference Date (as size permits).

Option 2:

Model No. Isotope
0.000 mCi 00.00 MBq
Serial #: soOCCCCOOOCUOTIK
Reference Date: xx/x005000K

Y

THIH3 IVIA
NOLLNYD

JAILYOIaYH

RADQUAL

An Intermtions| Inctcpes Co

N

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

(Note this lable may be included on steel sources with partial etchingings)

A&
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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-107-S
(Rigid and
Flexible, Line and
Ruler sources)

Shield or
Packaging

Manufactured and distributed by:

UK EC REF, EU Autharized Representative:
c € cn EuropeCert Alsstrale 97, 410463

Ménchengladbach, Germany

International |sctapes, Inc. LUK Respansible Person |3CGLOBALLUK)
4137 Cammerce Circle Office 54, Na:58, Peregrine Road, Hainault,
00850020470235
Model Idaha Falls, Idaho, 83401 USA IIford, Essex, England. 1G6 352

Lable: LBRDQ-14A 4.25 in. x 1.125 in.

(Note: EC REP and UK Responsible Person subject to change)

Model No. Isotope
0.000 mCi 00.00 MBq
Serial #: xCOCCOOCOOTOONIXK
Reference Date: xx/5o/X30cx

Y

TFIH3 LY
NOILLNYD

JAILYOIaYH

N

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

RADQUAL

A&-THE 1

A Irerrations| | st o
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Attachment 1 JJM-2023-04

Label Revisions

NR-1235-S-108-S
(Cylindrical
Phantom sources)

BMCY68-
DDHH-
YY

N/ RADQUAL

An International Isotopes Co

Ge-68 Cylinder Phantom

LBRDQ-5B

Model No. 00 mCi

Serial Number: so0ssaimx
Reference Date: 300/33/500X

Recommended Replacement Date: xx/xx/xxxx

000 MBq

CAUTION

RADIOACTIVE See Use and Handling Instructions

MATERIAL

Manufactured and distributed by:
International lsotopes, Inc.

00850020470594

Vodel 4137 Commerce Circle
Idaho Falls, Idaho, 83401 USA

EC REP, EU Authorized Representative:
EuropeCert Alsstrale 97, 41063
Ménchengladbach, Germany

UK. Responsible Person I3CGLOBAL{UK)
Office 54, No:58, Peregrine Road, Hainault,
Iford, Essex, England, 1G4 352

Lable: LBRDQ-5B, 5in. x 5 in

(Note: EC REP and UK Responsible Person subject to change)
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Attachment 1 JJM-2023-04 Label Revisions

NR-1235-S-108-S | BMCY68- | Option 2: When dimensions of the source do not permit Option 1:
(Cylindrical DDHH-
Phantom sources) | YY

Model No. Isotope
0.000 mCi 000.00 MBq
Serial Number:

Reference Date: xx/xXx/xxxx

N/ RADQUAL

TYIHIILYIN
NOILNYD

JALLOVYOIaVy

An International Isotopes Co

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

UK EC REF, EU Authcrized Representative:
c € cn EuropeCert Alsstrale 97, 41043

Ménchengladbach, Germany

Manufactured and distributed by:

International Iscotapes, Inc. UK Regpansible Person |3CGLOBALLUK)
M 37 Caommerce Circle Office 54, Na:58, Peregrine Road, Hainault,
00850020470235
Mogsl Idaha Falls, Idaha, 83401 USA Ilferd, Essex, England. 1G4 357

Lable: LBRDQ-14A 4.25 in. x 1.125 in.
(Note: EC REP and UK Responsible Person subject to change)
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Attachment 1 JJM-2023-04 Label Revisions

NR-1235-S-108-S | BMNTS57-
(Cylindrical DDHH-

Phantom sources) | YY Model N 0. Isotope
0.000 mCi 000.00 MBg
Serial Number:

Reference Date: x00/Xx/xXxXxx

N/ RADQUAL

IVIHELVIA
NOLLNYD

JALLOVYOIAYY

An International Isotopes Co

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

UK EC REF, EU Autharized Representative:
c € cn EuropeCert Alsstrale 97, 410463

Ménchengladbach, Germany

Manufactured and distributed by:

International Isctapes, Ine. UK Respansible Person |3CGLOBALLUK)
4137 Cammerce Circle Office 54, Na:58, Peregrine Road, Hainault,
00850020470235
Model Idaha Falls, Idaha, 83401 USA IIferd, Essex, England. 1G4 352

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 | BM10 Option 1: Laser etch with: Trifoil, Model Number, Isotope, Activity, Serial Number, and

(Penpoint Marker | (body) Reference Date (as size permits).
source)
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Attachment 1 JJM-2023-04 Label Revisions

NR-1235-S-109-S | BM10 Option 2
(Penpoint Marker | (body)
source)

Model No. Isotope
0.000 mCi 00.00 MBq
Serial #: 3oOCCUCOOOOUOTON
Reference Date: xx/ o0/ 3000K

@

NOILLNYD

T8I IYIA
JAILYOIaYH

RADQUAL

An Irterrions| nctepes o

AE-THIA 1

N

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

BM10
(shield)

UK EC REF, EU Autherized Representative:
c € cn EuropeCert Alsstrale 97, 41043

Manchengladbach, Germany

Manufactured and distributed by:

International Isctapes, Ine. UK Respansible Person [3CGLOBALLUK)
4137 Cammerce Circle Office 54, Na:58, Peregrine Road, Hainault,
0085002047 0235
Mogel Idaha Falls, Idaha, 83401 USA lIford, Essex, England. 16 352

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.
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