GE Healthcare

101Carnegie Center
Princeton.NJ 08540

USA
NITSE L
16 July 2007
Nuclear Materials Safety Branch 1
Division of Nuclear Materials Safety
US Nuclear Regulatory Commission, Region | 7
King of Prussia, PA 19406 o320 3¢T¥

RE Radioactive Material License 37-30722-01MD
Dear Sir/Madame;

Please allow this letter to serve as notice that Medi-Physics, Inc., dba G Healthcare wishes to make
the following changes to the above referenced license. The request is made pursuant to 10 R
35.13.

Medi Physics, Inc., dba GE Healthcare intends to begin utilizing a new pharmacy label on or around
16 July 2007. The changes are made necessary to more efficiently meet increased business needs.
The changes can be referencedin Attachment 1.

The licensed activities for Medi-Physics, Inc., dba GE Healthcare, will continue in accordance with the
commitments made in the above referenced site's licensed program.

Should you have any additional questions or are in need of additional information, please feel free to
contactme at 609-514-6647.

Richard A Hughes /4
Corporate Radiation Safety Officer
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ATTACHMENT 1

New Pharmacy Labe




ST——

e Skesbare Tue 711012007
et Order# 1427155  Rx+ (s
Ord Rec 7/10/2007

3237 S. 16TH STREET. MILWAUKEE. W2, 53215 WI1-100
ST. FRANCISHOSPITAL 100
Nuclear Medicine 9-1-1*
Myocardial Perfusion

Inorganic Saft / Liquid Iny

TI-201 Chloride

e 0.10 mCi @ 12:00 On 7/10/2007
oRNNEENNY 0320 M| (cc)
Speciol Instructions:

InjectionOnly

Control # 1-7/15/2007
ACT DISP: 010 mCi 1370 MBg) +/-10%

Substitution Permissible Dispensed os Written No Refills
BEXP TIME & DATE: 12:00 On 712012007
Unit Dose
ASSAY:313 mCi/ml 1370 MBak/-10% PO #14
MFGR GE Healthcore LK #979-1285-01
FFF

GE Healthcare Wikes Barre 1067 Hanover Street Orders 1427155 RX® 1342638 CCAUTION
Wilkes Barre, PA, 18706 /1072007 M
1-570-824-4432 Inorganic Salt / Liquid
A e T1-201 Chloride &
Control # 1-7/15/2007 0.10 mCi @ 12:00 RADIOACTIVE

CAUTION :

GE Healthcare Wilkes Bare T: 570-824-4432 |
‘.‘ 1067 Hanover Street Tue 7/10/2007

‘ Wilkes Barre, PA, 18706

ESOMCTIVE

Order# 1427155
3237S. 16TH STREET.MILWAUKEE, W12, 53215 W11-100
Nuclear Medicine 9-1-1°

ST. FRANCIS HOSPITAL 100

TI-201 Chloride

0.10 mCi @ 12:00 On 711012007

TI-201 Chloride
0.11mCi @ 3:00 On 7/10/2007
0.0320 ml (cc)

Vyoariarparfusion T
PSR Control #1-711512007
Org — PO.IL 14
Special Instructions:

InjectionOnly

LIC # 979-1285-01

COULiON  Tobe used under the drect supervision of o physicion. Ths

. oduct is licensed for distibution to persons ficensed

WOMMNING puesuant to HES 157.63(2) or under equivalent hcense of the
US NRC, Agreement, or Licensing Stcte.

ASSAY:3.13 mCi/ml 1370 MBak+/-10% EXPTIME & DATE 12 00 On 712012007
MFGR GE Healthcare RX#

Run- 3 Box# 1 fra  NoRefils Unit Dose FFF
GE Healthcare Wilkes Barre  Tue 7/10/2007 TI-201 Chloride
Hanover Wilks
LD Harover Syt Wilkes Borre P 18708 010 mCi © 12:00 On 711012007
_ ST. FRANCIS HOSPITAL 100 00320 ml (ccd

Nuclear Medicine 3-1-1 .«
3237 8. 16TH STREET, MILWAUKEE, Wi2, 53215 W11-10C ASSAY: 313 mCi/ml 1370 MBgle/-10%
MFGR GE Hedlthcore Inorganic Salt / Liquid Iy

Special Instructions: PT:
Injection Only DR:
Myocordial Perfusion

On 7/20/2007
1-7/15/2007

Run-3 Box # 1

Rxs - PO It:14
Orders 1427155  No Refills

GE Healthcare Wilkes Barre

1067 Hanover Street Tue 711012007
byt i kel Order# 1427156  Rx+ @D
Ord Rec: 7/10/2007
130 SECOND STREET. NEENAH. W12.54956 WII-580
THEDA CLARK REGIONAL MEDICAL CTR
Nuclear Medicine ol
Pulmonary Vent Study N
or. . Xe-133 Qas
450 mCi @ 12:00 On 7/10/2007
ok UGS | ()0 Vgl

Special Instructions:
For Inholation Administration Only.  This
aatest script

Control# 2-612812007
ACT DISP: 4.50 mCi (166.46 MBg) +/- 10%

SubstitutionPermissible Dispensedes Written No Refills
MP TIME & DATE 11:00 On 7/14/2007
10mCi
ASSAY:4.50 mCiVial  (166.46 MBal+/-10% PO. # 773883
MFGR Bristol-Myers Squibb LK # :087-1014-01
FFF
GE Healthcare Wilkes Barre 1067 Hanover Sum; B 01;1' 1427156 ;Xl 1}&25;9 B CAUTION
Wilkes Barre, PA, 18706 7/10/2007 ‘ A
e =y
Y

Procedure: Pulm. St .
e R 4.50 mCi @ 1200 RADIOACTIVE

CAUTION

GE Healthcare Wilkes Barre T §70-824-4432 1
..‘ 1067 Hanover Street Tue 7/10/2007

‘ Wilkes Barre, PA, 18706

DB Xe-133 Gas
A 11

Order# 1427156

130 SECOND STREET.NEENAH, W12, 54956 W11-580
Nuclear Medicine

1.0000 Vial

THEDA CLARK REGIONAL MEDICAL CTR
Xe-133 Gas

4.50 mCi @ 12:00 On 711012007

Xenon / Inert Gas.
Pulmonary Vent Study

T

PT: Control # 2-6/28/2007
DR:
P.O. It 773883
Special Instructions: =
For Inhalation AdministrationOnly.  Thists a
test script

LIC # :087-1014-01
Caution Tohe ixed under the direct cienvision of o ohician Thic
ON (000 ieensed for sirbation 1o, percons Tcensed
WOINING pursuant to HES 157.632) of under equivalent license of the
US NRC, Agreement, or Licensing State

ASSAY: 4.50 mCi/Vial  (166.46 MBal+/-10%
MFGR Bristol-Myers Squibb

EXME 11:00 On 7/14/2007
RX

Run- 3 Box# 1 10's  NoRefils 10 mCi FFF
GE Healthcore Wilkes SBarre  Tue 7/10/2007 Xe-133 Gas
7 Honower Street WAl Bari 18706
1067 Fonover Street Wikes Barre PA 4.50 mCi @ 12:00 On 7/10/2007
THEDA CLARK REGIONAL MEDICAL CTR 1.0000 Vial

Nuclear Medicine
130 SECOND STREET. NEENAH, W12, 54956 WI1-580
MFGR Bristol-Myers Squibb

ASSAY: 450 mCi/vial (166 46 MBq)+/-10%

Xenon / Inert Gas.
Special Instructions: PT:
For Inholation Administration Only. Thisisatest Dl
script Pulmonary Vent Study

EXP TIME & DATE: 11:00 On 7/14/2007
Control # 2-6/28/2007

Run-3 Box # 1

P.0.8: 773883
No Refills

oG

Orders 1427156

GE Healthcare Wilkes Eure
1067 Hanover Street
Wikkes Barre, PA 18706
T:570-824-4432 1

Order# 1427157
Ord Rec: 7/10/2007

130 SECOND STREET. NEENAH. W12.54956 WI1-580
THEDA CLARK REGIONALMEDICAL CTR

Tue 711012007

Rx QD

Nuclear Medicine Henon inef Gt

Pulmonary Vent Study Xe-133 Gas

g .

O 250 MCi @ 12:00 On 7/10/2007
1.0000 Vial

Speciol Instructions:
For Inhalation Administration Only
Control # 2-612812007

ACT DISP: 450 mCi (166.46 MBg —+189%

SubstitutionPermissible Dispensed as Written No Refills
BEXP TIME & DATE: 11:00 On 711412007
10
ASSAY:450 mCiVial  {166.46 MBa)+/-10% TS
MFGR Bristol-Myers Squibb LIC # :087-1014-01
FFF
GE Healthcare Wilkes Barre 1067 Hanover Street Orders 1427157 RX® 1342640 CAUTION
Wwikes Barre, PA, 18706 7/10/2007 . ‘
1-570-826-4432 Xenon/ Inert Gas ‘
L Xe-133 Ear
dure: PUl E -

e R 450 mCi © 1200 RADIOACTIVE

CAUTION

GE Heotthcare Wilkes Barre T: 570-824-4432 1
..‘ 1067 Hanover Street Tue 711012007

‘ Wilkes Barre, PA. 18706

e
TR
Order# 1427157

130 SECOND STREET.NEENAH. W12, 54956 W11-580
Nuclear Medicine

Xe-133 Gas

1.0000 Viol

"THEDA CLARK REGIONALMEDICAL CTR
Xe-133 Gas
I4.50 mCi @ 12:00 On 7/10/2007

Xenon / Inert Gas.

Pulmonary Vent Study mm]]mu"n"m 'II

PT: Control # 2-6/28/2007
o EEFCRER- WILBAMG: M # 773883

Special Instructions:
For Inhalation AdministrotionOnly

—
UC #:087-1014-01 =

CaULiON  To be used under the drect supervision of o physician. This =
N product is licensed for distribution to persons licensed —
WOIMING pursuant to HFS 157.632) or under equvalent license of the =
US NRC, Agreement, of Licensing State —

=

—

=

ASSAY: 4.50 mCi/Vial  (166.46 MBal+/-10%
MFGR Bristol-Myers Squibb
Run- 3 Box# 1 10'S

EXP TIME & DATE: 11:00 On 7/14/2007
RX#

NoRefills 10 mCi FFF

& Heatthcare \INES Barre  Tue 7/10/2007
1067 Hanover Street Witkes Barre PA 18706

Xe-133 Gas

T: 570-824-4432 450 mCi @ 12:00 On 711012007
TREDA CLARK REGIONAL MEDICAL CTR 1.0000 Vial
Nuclear Medicine

130 SECOND STREET.NEENAH, WI2, 54956 W11-580 ASSAY: 450 mCi/Vial  [166.46 MBq)+/-10%

MFGR Bristol-Myers Squibb Xenon / Inert Gas.
Specidl Insguctions: PTi
For Inhalotion Administrotion M y O

Pulmonary Vent Study

EXP TIME & DATE. 11:00 On 7/14/2007
Control # 2-6/28/2007

Run-3 Box # 1

PO. #: 773883
No Refills

- R

Order# 1427157




This is to acknowledge the receipt of your letter/application dated

7// é /7—” Z , and to inform you that the initial processing which
incllides an administrative review has been performed.

Arrerrd. 3 7-Tall2 -altd _
There were no administrative omissions. Your application was assignedto a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information. | I‘

|:| Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number / 5 < SZZ .
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (Rl) Sincerely,
(6-96) Licensina Assistance Team Leader




