IMS

1886 Santa Anita Avenue
South El Monie, California 91733

Telephone: (800) 423 4136 « (626) 442 6757
Fax: (626) 443 2481

August 30, 2007

INTERNATIONAL MEDICATION SYSTEMS, LIMITED

REVISION 9/5/2007
FIELD CORRECTION

RE: Atropine Sulfate Injection, USP, 0.1mg/mL, SmL and 10mL

Dear Customer,

Effective immediately, International Medication Systems, Ltd. (IMS) is revising the
expiration date for its Atropine Sulfate Injection, USP, 0.1mg/mL, 10mL with NDC#
0548-1039-00, 0548-2039-00, and 0548-3339-00 and Atropine Sulfate Injection, USP,
0.1 mg/mL, 5 mL with NDC# 0548-3338-00. The shelf life is being revised from 36
months to 18 months, which is 18 months earlier than the printed expiration date on the

unit carton.

The change of expiration date is necessary due to the product’s potential failure to
maintain potency beyond 18 months after the manufacturing date. This is a precautionary
measure, and the risk of any potential health hazard is low. This notification is being
made with the knowledge of the Food and Drug Admunistration.

The following are the list of product lots with the revised expiration date.

NDC#: 0548-1039-00

Lot#
ASO1514
ASO21B5
ASO28ES5
AS037]5
AS043A6
AS047C6
ASO52E6
AS06016
ASO70B7

NDC#: 0548-2039-00

Lot#
ASO15J4
ASO16K4
ASOI9A5
ASO21B5
AS025D5
AS026D5

ASO3IBGSASO30FS

Atropine Sulfate Injection, USP, 0.1mg/ml, {OmL
Revised Expiration Date
3/2006

7/20006

10/2006

3/2007

6/2007

8/2007

10/2007

2/2008

7/2008

Atropine Sulfate Injection, USP, 0.1mg/mlL, 10mL
Revised Expiration Date

3/2006

4/2006

6/2006

7/2006

9/2006

9/2006

11/2006

Amphastar
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(continued)
NDC#: 0548-2039-00
Lot#
AS037J5
AS038J5
ASO043A6
AS046C6
AS049D6
ASO52E6
AS05716
AS06016
ASO70B7
ASO73E7

NDC#: 0548-3339-00
Lot#
ASOL5¥4
ASO16K4
ASO18L4
ASOI9A5
AS020A5
AS022B5
AS023D35
ASO27ES
ASO28ES

ASO30GS ASO30F5
ASO03515

AS039KS5

ASO41L5

ASO42A6
AS(044B6

AS047C6
AS049D6

ASO51E6

ASO53E6

AS055G6
AS0O58H6
ASO05716
AS061J6
AS062]6
AS064K6
AS066K6

Atropine Sulfate Injection, USP, 0.img/mL, 10mL
Revised Expiration Date
3/2007

3/2007

6/2007

8/2007

9/2007

10/2007

2/2008

2/2008

7/2008

10/2008

Atropine Sulfate Injection, USP, 0.1mg/mL, 10mL
Revised Expiration Date
3/2006

4/2006

5/2006

6/2006

6/2006

7/2006

9/2006

10/2006

10/2006

§1/2006
2/2007
412007
5/2007
6/2007
712007
8/2007
9/2007
1072007
1072007

1272007
+2607-1/2008
2/2008

3/2008

3/2008

412008

4/2008
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NDC#: 0548-3339-00

Lot#

ASO68A7T
ASO069B7
AS072D7
ASO73E7
ASO74E7
ASO76F7

NDC# 0548-3338-00

Lot #
ARO72A5
ARO73C5
ARO75D5
ARO78H5
ARO8B0JS
ARO8ILS
AROB3A6
ARO084C6
ARO85F6
ARO86H6
ARO88I6
ARO89J6

Atropine Sulfate Injection, USP, 0.1mg/mlL., 10mL
Revised Expiration Date

6/2008

7/2008

9/2008

10/2008

10/2008

L1/2008

Atropine Sulfate Injection, USP, 0.1mg/mlL., SmL
Revised Expiration Date
6/2006

8/2006

9/2006

112007

3/2007

512007

6/2007

8/2007

1172007

1/2008

3/2008

3/2008

We apologize for any inconvenience that this has caused you and your facility. Should
you decide to return the products that you have, IMS will fully reimburse you for any
returns of the Atropine lots listed above.

Thank you for your continued support of IMS products.

Sincerely,

e g™

Stephen A. Campbell, Esq.

Senior Vice President, Regulatory Affairs



