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October 4, 2013

Urgent Drug Recall

Dear Valued Customer:

Mylan Pharmaceuticals, Inc. is conducting a voluntary recall of Ciprofloxacin Tablets manufactured
utilizing Active Pharmaceutical Ingredient (API) supplied by Smruthi Organics Ltd., a third party raw
material manufacturer. Based on close collaboration with FDA, these products are being recalled due
to GMP compliance issues identified at Smruthi’s manufacturing facility. Affected lots were

distributed between June 30", 2011 and December 25", 2012.

Product NDC Name and Strength
0378-7097-01 Ciprofloxacin Tablets, USP 250mg
0378-7098-01 Ciprofloxacin Tablets, USP 500mg

Recalled Lots Include:
Ciprofloxacin Tablets, USP 250mg Bottles of 100
e Lot No. 3032075, 3032076

Ciprofloxacin Tablets, USP 500mg, Bottles of 100

Size
Bottles of 100’s
Bottles of 100’s

e Lot No. 2002732, 2002733, 2002734, 2002735, 2002736, 2002737, 2002738, 2002739,
2002740, 2002741, 2002742, 2002743, 2002744, 2002745, 3030000, 3030001, 3030002,
3030003, 3030004, 3030005, 3030006, 3030016, 3030017, 3030018, 3030216, 3030217,
3030218, 3030216, 3030217, 3030218, 3030219, 3030220, 3030221, 3030222, 3030223,
3030224, 3030225, 3030226, 3030227, 3030228, 3030229, 3030238, 3030351, 3030352,
3030354, 3030355, 3030356, 3030357, 3030358, 3031790, 3031792, 3031793, 3031794,
3031795, 3031796, 3031797, 3031798, 3032035, 3032036, 3032037, 3032038, 3032039,
3032040, 3032041, 3032042, 3032043, 3032044, 3032045, 3032046
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An assessment of our inventory shows that the Center stocks this product (Ciprofloxacin Tablets, USP
500mg 100’s) under NSN 6505-00-000-6899. We ask for your cooperation in taking the following

action:

Please examine your inventory immediately and if you have the recalled product in question
immediately cease distribution/ use.

e Fill out enclosed Return Response Form and send with recall.

Mark the returned product purchased from SSC “Recall Materials Enclosed,” and return to

Attn: Heather Ward
HHS Supply Service Center,

Building 14,
Perry Point, MD 21902

o Please return the affected product before November 30th, 2013 to expedite processing of your
return goods credit. Accounts will be credited upon receipt of the recalled product.

If you have any questions about this recall, please contact Heather Ward, Quality Assurance Specialist at
1-800-642-2244 Ext: 1397. We apologize for any inconvenience and appreciate your prompt attention to this

recall.
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Recall Response Form
HHS Supply Service Center

The following product has been identified as previously being stocked by HHS Supply Service Center with the
manufacturer of this product being Mylan Pharmaceutical Inc. Please complete and enclose a copy of this form

with your returned goods if you have received this item from HHS Supply Service Center.

Ciprofloxacin Tablets 500mg 6505-00-000-6899

Point of Contact (POC):

Customer Number:

Telephone Number:

Organization:

Order Number:

Date:

Ciprofloxacin 500mg 6505-00-000-6899

Lots

Quantity

Mark the returned product purchased from SSC: “Recall Materials Enclosed”, and return to:

ATTN: Heather Ward
HHS Supply Service Center
Building 14

Perry Point, MD 21902

The recall product must be received by November 30™ 2013, to expedite processing of your return

goods credit.
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