Baxter Healthcare Corporation B47.548.631
Foute 120 & Wilson Road
Round Lake, lllinois

B0073-0490

Urgent

Baxter

Product Recall

January 23, 2008
Re: Heparin Sodium Injection 1000 units/mL 10 mL vial

Lot #'s 107054 and 117085
Heparin Sodium Injection 1000 units/mL 30 mL vial

Lot #'s 047056, 097081, 107024, 107064, 107066, 107074, and 107111

Dear Renal Home Patient:

Baxter Healthcare is performing a voluntary recall of the above lots of Heparin as a
precaution due to an increase in reports of adverse patient reactions including
stomach discomfort, belly pain, upset stomach, nausea, vomiting/dry heaves,
diarrhea, decreased or low blood pressure, chest pain, fast heart rate, dizziness,
fainting, unresponsiveness, shortness of breath, feeling your heart beat strong or fast,
drug ineffectiveness, burning sensation, redness of the skin, paleness of the skin,
abnormal sensation of the skin, flushing, increased sweating, decreased skin
sensitivity, headache, feeling unwell, restlessness, watery eyes, abnormal sensation
of the mouth or lips, throat swelling, thirst, and difficulty opening the mouth. Our
records indicate that you may have received the above affected Heparin
Sodium 1000 units/mL for injection manufactured by Baxter.

Baxter is in the process of an in-depth investigation to determine the root cause of the
reported reactions.

Heparin Sodium Injection 1000 units/mL 10 mL vial

NDC# (on pack) | NDC # (on vial) Lot # | Expiration Date
0641-2440-45 0641-2440-41 107054 10/2009
0641-2440-45 0641-2440-41 117085 11/2009

Heparin Sodium Injection 1000 units/mL 30 mL vial

NDC# (on pack) | NDC # (on vial) Lot# | Expiration Date
0641-2450-45 0641-2450-41 | 047056 10/2008
0641-2450-45 0641-2450-41 | 097081 09/2009
0641-2450-45 0641-2450-41 | 107024 10/2009
0641-2450-45 0641-2450-41 107064 10/2009
0641-2450-45 0641-2450-41 107066 10/2009
0641-2450-45 0641-2450-41 107074 10/2009
0641-2450-45 0641-2450-41 107111 10/2009

Please check your inventory immediately to determine if you have any of the
above affected product.
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If you do have affected product, discontinue use of the product, segregate that
product and contact Baxter Dialysis Patient Services at 1-800-284-4060 to arrange for

return and replacement product.

Please complete the attached reply form confirming your receipt of this letter and
return it to Baxter using the enclosed addressed and postage-paid envelope. Baxter
is required by the FDA to obtain responses from our customers on notifications of this
nature. Returning the form promptly will prevent you from receiving a repeat notice.

We appreciate your immediate attention and apologize for any inconvenience this may
cause you.

The FDA has been notified of this communication.

Sincerely,

David Rohrbach

Vice President, Quality

Baxter Pharmaceuticals and Technologies
Baxter Healthcare Corporation
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