S
\
’

' 4

RX A M E R I CA February 4, 2009
ji

[
Medication Recall Alert

MEDICATIONS: Multiple Medications Manufactured by Ther-Rx Corporation

DOSAGE FORMS: Multiple, See Below

NDC/LOT NUMBERS: All NDC and Lot Numbers

ISSUE: Ther-Rx Corporation’s nationwide recall has been expanded to
include various prescription prenatal vitamins and iron supplement
products.

The following was posted on the FDA Med Watch Web site on February 4, 2009:

“Ther-Rx Corporation, a subsidiary of KV Pharmaceutical Company is issuing a voluntary nationwide
recall of prescription prenatal and iron supplement nutritionals as identified below (all lots within their
expiration dates) at a wholesale level. The Company is taking this action as a precautionary measure,
because the products may have been manufactured under conditions that did not sufficiently comply with
current Good Manufacturing Practice (cGMP).

Patients who may have these products in their possession should continue to take them
in accordance with their prescriptions, as the risk of suddenly stopping needed
medications may place patients at risk. Patients should contact their physician or
healthcare provider if they have experienced any problems that may be related to taking
or using these products, or to obtain replacement medications or prescriptions.

Products Recalled to the Wholesale Level:
Prescription Iron Supplement Products:

Chromagen® Caplet
Chromagen® FA Caplet
Chromagen® Forte Caplet
Encora® Capsule

Niferex® Gold Tablet
Niferex® 150 Forte Capsule
Repliva 21/7® Tablet

Prescription Prenatal Vitamin Products:

PreCare® Chewable Tablet

PreCare® Conceive Tablet

PreCare Premier® Tablet

PremesisRx® Tablet

PrimaCare® Capsule/Tablet

PrimaCare® Advantage™ Capsule/Tablet
PrimaCare® ONE Capsule

Confidentiality Notice: This document is for the sole use of the intended recipient(s) and may contain confidential and privileged information.
Any unauthorized review, use, disclosure or distribution is prohibited. If you receive this document in error, please contact the sender, delete and
destroy all copies of the original.



This recall is being conducted with the knowledge of the U.S. Food and Drug Administration (FDA). At
this time, the Company is unable to determine when distribution of these products will resume.

Patients with questions about the recall should call the telephone number above, or contact their
healthcare providers.”

A complete copy of the accompanying “Recall—Firm Press Release” dated February 3, 2009 from
the FDA and Ther-Rx Corporation may be viewed at:

http://www.fda.gov/oc/po/firmrecalls/therrx02 09.html
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