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URGENT PRODUCT RECALL

ETHEDENT CHEWABLE 0.5MG TABLETS BUSPIRONE HCL 15MG TABLETS

ETHEDENT CHEWABLE 1.0MG TABLETS DOXAZOSIN 1MG TABLETS

GUAIFENEX DM ER TABLETS DOXAZOSIN 2MG TABLETS

GUAIFENEX PSE ER 120 TABLETS DOXAZOSIN 4MG TABLETS

NATALCARE GLOSS TABLETS DOXAZOSIN 8MG TABLETS

NATALCARE PIC FORTE TABLETS HISTA-VENT DA TABLETS

NATALCARE PLUSTABLETS HISTA-VENT PSE TABLETS

PRENATAL MTR WITH SELENIUM TABLETS HYOSCYAMINE SULFATE ER 0.125MG TABLETS

CODEINE PHOSPHATE/GUAIFENESIN 10MG TABLETS HYOSCYAMINE SULFATE ER 0.375MG TABLETS

COMBGEN TABLETS HYOSCYAMINE SULFATE ODT

BUSPIRONE HCL 5MG TABLETS HYOSCYAMINE SULFATE SUBLINGUAL 0.125MG TABLETS

BUSPIRONE HCL 10MG TABLETS PLARETASE 8000 TABLETS

ETHEX Corporation declared today that it has voluntarily recalled at the retail level 
specific lots of multiple products that it markets. This is a second announcement made 
by the company within a week regarding lots that have been recalled as a precaution, 
due to the possibility that they may contain oversized tablets.  Oversized tablets may 
contain more than the intended amount of the active drug ingredient, which could 
result in patients receiving as much as about twice the expected dosage of these 
drugs.  The concern with oversized tablets in the affected lots relate to potential 
overdoses of the above agents.  Specifically, codeine-containing products, doxazosin, 
and (potentially) buspirone can have serious or life-threatening consequences. 

Per ETHEX, specific lot numbers of the products (see below) were distributed between 
March 2006 and May 2008.  All remaining product with the affected lot numbers at the 
facility/CMOP level should be returned as instructed in the product recall documents 
below.  The facilities are required to determine whether the affected lot numbers (refer 
to lot numbers and expiration dates provided below) were dispensed to the patient and 
if so, identify the patients who may have received the affected product and contact the 
patient by phone to provide instructions on how to obtain a new supply of medication 
and return the medication being recalled. In the event that patients are unable to be 

http://vaww.national.cmop.va.gov/PBM/Other%20Documents%20and%20Resources/R
ecall%20Patient%20Letter%20Template.doc) and insert drug-specific details and site-
specific instructions on how to obtain a replacement supply of medication.

Patients should be advised to contact their Healthcare Provider or seek medical care if 
symptoms of an overdose develop. Any adverse reactions experienced with the use of 
these products may also be reported to the VA ADERS program.

Further details regarding this urgent product recall can be found in the attached 
manufacturer notifications.

(
template Patient Lettercontacted by phone, providers should use the 

http://vaww.national.cmop.va.gov/PBM/Other Documents and Resources/Recall Patient Letter Template.doc
http://vaww.national.cmop.va.gov/PBM/Other Documents and Resources/Recall Patient Letter Template.doc























