To: DC Managers
From:  Cynthia Gaw
Date: November 8, 2010

RC: 10-171B

URGENT!H! DRUG RECALL!!! URGENT!!!
UPDATE: ADDED LOT NUMBERS
FDA/SUPPLIER CLASS OF RECALL: Not Yet Classified
LEVEL OF NOTIFICATION: McKesson Customer
SUPPLIER: Amgen #01892

Amgen is conducting a voluntary recall of the below lots of Epogen (epoetin alfa) due to the presence of
extremely thin glass flakes (lamellae), that are extremely difficult to see, discovered in a limited number of
Epogen vials. This voluntary recall is being initiated as a precautionary measure to minimize the likelihood of
any patient being exposed to lamellae. Intravenous administration could have potentially serious adverse
events resulting from the use of a sterile injectable product with particulates which could embolic, thrombotic
and other vascular events (e.g. phlebitis). This recall is to the McKesson Customer. Added lots started
shipping September 2009.

Please check your inventory for the above lots. If you have any of the affected products in your inventory,
please stop distribution and quarantine immediately. Please fax the Business Reply/Packing Form to Stericyle
at 1-877-857-3783 even if you do not have the referenced product. Return the referenced product and the
Business Reply/Packing Form using the prepaid UPS Authorized Return Service shipping labels to:

Stericycle

Event Number 2229

2670 Executive Dr., Suite A
Indianapolis, IN 46241

McKesson customers are to check their inventory and return to Stericycle.

Please contact Stericycle at 1-877-830-9736 for prepaid shipping labels, BRC or if you have additional
questions. Recalled product must be returned by May 5, 2011 to be eligible for credit.

If you have any questions, contact Stericycle at 1-877-830-9736.

This recall is being conducted with the knowledge of the FDA.
Information contained in this document was provided Amgen
FOR McKESSON USE ONLY:

e Please follow Recall Guidelines as outlined in the Reclamation SOP for a CLASS Il RECALL.
e PROCESS TO THE MCKESSON CUSTOMER LEVEL.

Description Lot # Exp Date NDC UPC Econo #




Description

Lot # Exp Date

NDC

UPC

Econo #

EPOGEN MDV
20MU 1ML

1005268 04/2011, 1005524 04/2011, 1005525 04/2011,
1005526 04/2011, 1005536 06/2011, 1006028 06/2011,
1006029 06/2011, 1007333 11/2011, 1007334 02/2012,
1011196 02/2012, 1012005 03/2012, 1012006 03/2012,
1012536 04/2012, 1012615 04/2012, 1012616 04/2012,
1012617 04/2012, 1013357 06/2012, 1014239 06/2012,
1014361 08/2012, 1015267 10/2012, 1015501 11/2012,
1015795 09/2012, 1016938 11/2012, 1017383 01/2012,
P113706 10/2010, P122558 02/2011,1016653 12/2012,
1018275 12/2012, 1016652 12/2012

55513047810

35551347810

2128775

EPOGEN MDV
20MU 2ML 10

1005267 03/2011, 1006033 05/2011, 1007332 11/2011,
1009047 11/2011, 1009569 01/2012, 1011188 02/2012,
1012007 03/2012, 1012008 04/2012, 1012522 03/2012,
1012523 03/2012, 1012613 04/2012, 1012614 05/2012,
1012758 05/2012, 1014383 08/2012, 1016670 12/2011,
P113701 09/2010, P113702 09/2010, P122570 02/2011,
P124817 03/2011

55513028310

35551328310

1713031

EPOGEN SDV
10MU 1ML 10

1007320 11/2011, 1007322 12/2011, 1009024 12/2011,
1011174 02/2012, 1011513 03/2012, 1014382 08/2012,
1015286 08/2012, 1015497 09/2012, 1015498 09/2012,
1015704 10/2012, 1016608 02/2012, 1018882 01/2013,
1018883 02/2013, 1019005 04/2013, 1019683 04/2013,
P113639 09/2010, P113640 09/2010, P113680 09/2010,
P113681 10/2010, P113682 10/2010, P113683 10/2010,
P113684 10/2010, P114735 11/2010, P114925 11/2010,
P114926 11/2010, 1020739 07/2013, 1021852 07/2013

55513014410

35551314410

2187334

EPOGEN SDV 2MU

1ML 10

1005282 03/2011, 1005283 03/2011, 1006849 11/2011,
1007312 09/2011, 1007368 05/2011, 1007967 05/2011,
1009023 12/2011, 1009398 12/2011, 1009560 01/2012,
1011193 02/2012, 1011194 03/2012, 1012101 03/2012,
1012987 05/2012, 1013876 07/2012, 1014197 07/2012,
1014897 09/2012, 1015495 10/2012, 1015496 10/2012,
1016531 10/2012, 1016646 12/2011, 1017425 01/2013,
1017426 01/2013, 1018579 02/2013, 1018580 03/2013,
1020267 04/2013, P122524 02/2011, 1020544 05/2013,
1013314 06/2012, 1021847 06/2013

55513012610

35551312610

2187185

EPOGEN SDV 3MU

1ML 10

1005250 03/2011, 1005265 04/2011, 1005537 04/2011,
1005538 04/2011, 1005829 05/2011, 1005830 05/2011,
1006022 06/2011, 1007326 10/2011, 1007327 10/2011,
1007328 09/2011, 1008418 11/2011, 1008419 11/2011,
1008781 10/2011, 1009045 12/2011, 1009566 01/2012,
1009567 02/2012, 1010430 12/2011, 1011341 03/2012,
1011342 03/2012, 1011344 03/2012, 1012535 04/2012,
1012611 04/2012, 1012612 05/2012, 1012757 05/2012,
1013315 06/2012, 1013870 07/2012, 1013872 08/2012,
1014358 08/2012, 1014899 09/2012, 1014900 09/2012,
1015499 10/2012, 1016651 12/2012, 1017381 01/2013,
1017382 01/2013, 1017472 01/2013, 1017770 02/2013,
1017826 12/2012, 1017891 12/2012, 1017897 12/2012,
1018838 03/2013, 1020182 05/2013, P113704 09/2010,
P113707 10/2010, P114930 10/2010, P114931 10/2010,
P114932 11/2010, P118857 12/2010, P118859 03/2011,
P124804 03/2011, 1021782 07/2013, 1021849 07/2013,
1021850 07/2013

55513026710

35551326710

2458206



Description

Lot # Exp Date

NDC

UPC

Econo #

EPOGEN SDV 4MU
1ML 10

1005232 03/2011, 1005233 03/2011, 1006019 05/2011,
1006851 09/2011, 1008416 10/2011, 1008417 10/2011,
1008864 10/2011, 1008962 10/2011, 1009033 10/2011,
1009034 11/2011, 1009035 11/2011, 1009564 01/2012,
1009565 02/2012, 1011176 02/2012, 1012100 04/2012,
1012102 02/2012, 1012810 05/2012, 1013217 04/2012,
1013218 03/2012, 1013360 06/2012, 1013361 07/2012,
1014357 08/2012, 1014901 09/2012, 1014902 09/2012,
1016564 11/2012, 1016647 12/2012, 1017949 12/2012,
1018392 02/2013, 1019006 03/2013, 1020184 05/2013,
1021658 04/2013, P114933 11/2010, P114934 11/2010,
P120292 01/2011, P120293 01/2011, P122552 01/2011,
P122553 01/2011, P122554 01/2011, P122555 01/2011,
P122556 01/2011, P122560 01/2011, P122561 02/2011,
P122562 02/2011, P122563 02/2011, P122564 02/2011,
P122565 02/2011, P122566 02/2011, P122567 02/2011,
P122568 02/2011, P122569 02/2011, P122634 02/2011,
P122635 03/2011, P123055 01/2011, P123056 01/2011,
P123589 03/2011, P127372 02/2011, 1022052 08/2013,

1022057 08/2013

55513014810

35551314810

2187250



