
GlaxoSmithKline

URGENT: DRUG RECALL

March 6, 2008

Re:

	

Wellbutrin XL®
(bupropion hydrochloride extended-release tablets) 300 mg
Package Size: Bottle of 30 Tablets
NDC 0173-0731-01

Lot Number: P08A011

	

Expiration Date: May 2009

Dear Customer:

GlaxoSmithKline is recalling Wellbutrin XL® (bupropion hydrochloride extended-release
tablets) 300 mg packaged as bottles of 30 tablets for lot number P08A011 from the retail
and wholesale levels. This lot is being recalled due to the possibility of embedded foreign
material within the tablets.

Please examine your inventory immediately and return all units of Wellbutrin XL® (bupropion
hydrochloride extended-release tablets) 300 mg from lot number P08A011, using the
enclosed UPS label, to GlaxoSmithKline, c/o Stericycle, 2670 Executive Drive, Suite A,
Indianapolis, IN 46241. Stop distributing and immediately quarantine lot number P08AO11 only.
Please carry out a physical count and record this data on the business reply card and the packing
slip which are included with this letter. It is very important that you complete the requested
information on the enclosed postage paid Business Reply Card and return it to us within five (5)
business days, even if you do not have lot P08A011 in stock.

Thank you for your cooperation. For shipping assistance or questions about the recall process,
please contact Stericycle at 1-866-324-3735. A check will be issued for the price in effect at the
time of purchase. In addition, a service and handling charge will be included based on HDMA
guidelines. If you have any medical questions, please contact the GlaxoSmithKline Response
Center at 1-888-825-5249 between 8:00 a.m. and 8:00 p.m. ET, Monday through Friday.

This recall is being conducted with the knowledge of the Food and Drug Administration. We
appreciate your immediate attention and cooperation. GlaxoSmithKline remains committed to
product quality, integrity, and patient satisfaction and we sincerely regret any inconvenience this
action may cause.

Enclosures:

	

Postage Paid Business Reply Card
Packing Slip and Prepaid UPS Return Service Shipping Label

1849_0301AS
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Wellbutrin XL Tablets 300mg (bupropion hydrochloride extended-release tablets)

PRODUCT

	

STRENGTH LOT # NDC # EXP. DATE BOTTLES
ON HAND

Wellbutrin XL

	

300mg
I

	

I

P08AO11 0173-0731-01 05/09

Your timely response to this recall notification is requested. Please fill out, tear off, and mail this reply
card within five (5) business days, even if you do not have the recalled product. Thank you.

q Check here if you DO NOT have the above bottles of Wellbutrin XL Tablets 300mg (bupropion
hydrochloride extended-release tablets).

Name	 Phone

Signature

IBUSINESS REPLY CARD)

ij iaxo intl. line

Wellbutrin XL
300mg Tablets

March 6, 2008

EVENT 1849
1D 22686491
CALIFORNIA STATE BOARD OFPHAR
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Wellbutrin XL Tablets 300mg (bupropion hydrochloride extended-release tablets)

	

I	 PACKING SLIP 	 I

PRODUCT

	

STRENGTH

	

LOT # NDC # EXP. DATE BOTTLES
ENCLOSED

Wellbutrin XL

	

300mg

	

I P08A011 0173-0731-01 05/09

Wellbutrin XL
300mg Tablets

The following information is required to assure proper crediting:

March 6, 2008

Wholesaler Debit Memo:

EVENT 1849
ID 22686491
CALIFORNIA STATE BOARD OF PHAR
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Ship

	

ARSTo:
STERICYCLE RECALL COORDINATOR

	

ID: 22686491
2670 EXECUTIVE DRIVE SUITE A

	

Event: 1849
INDIANAPOLIS IN 46241

	

Seq. 27016
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UPS GROUND
TRACKING #: 1ZE380100691217292

PACKING INSTRUCTIONS:

1. Fill out this packing slip and photocopy it for your
records. Return this original packing slip with your product
shipment.

2. Affix prepaid UPS ARS shipping label to shipping
container (if reusing a shipping container, remove or mark
out all labels, stickers, hazmat and ORM markings). Give
directly to any UPS driver or deliver to UPS. (Do not enter
this shipment in a UPS log book or apply any other UPS
shipping label or bar code.)

3. Keep this for your records. All followup will be based on
this shipping information.
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TRACKING #: 1ZE380100691217292

CALIFORNIA STATE BOARD OF PHAR

ID

	

22686491

	

EVENT

	

1849



CALIFORNIA STATE BOARD OF PHAR
400 R ST
SACRAMENTO CA 95814

BUSINESS REPLY MAIL I
FIRST-CLASS MAIL

	

PERMIT NO 2702

	

INDIANAPOLIS IN I

POSTAGE WILL BE PAID BY ADDRESSEE

STERICYCLE INC
2670 EXECUTIVE DR STE A
INDIANAPOLIS IN 46209-4138

STERICYCLE
800-668-4391

	

LT R

	

10F 1
2670 EXECUTIVE DRIVE SUITE A
INDIANAPOLIS IN 46241

ATTN: PHARMACY MGR/RECALL COORD

SHIP

	

CALIFORNIA STATE BOARD OF PHAR
9164455014

TO:

	

400 R ST
SUITE 4070

SACRAMENTO CA 95814
rt
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UPS 2ND DAY AIR

TRACKING #: 1Z 6F1 527 02 2026 8078 2

I
BILLING: P/P

	

N22686491D1849-27016

URC75.5A 01/2008

NO POSTAGE
NECESSARY

IF MAILED
IN THE

UNITED STATES
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