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e OnJune 11, 2019, the a consumer-level recall of tablets due to the
detection of an impurity, N-Nitroso-N-methyl-4-aminobutyric acid (NMBA), that is above the FDA'’s
interim acceptable exposure limit of 9.82 ppm.

— This recall is an expansion to Teva’s recall of losartan that was originally initiated on
e The source of the NMBA impurity was detected in one lot of active pharmaceutical ingredient,
manufactured by Hetero Labs Limited, which was used in the manufacturing of the six bulk lots of
these drug products.
e Refer to the for updates regarding angiotensin Il receptor blocker recalls.
e The bulk recalled lots were sold exclusively to Golden State Medical Supply. Golden State Medical

Supply packaged these products under its own label and distributed retail bottles of 30, 90 and 1000
tablets.

60429-317-10 GS017387 (01/2020)
60429-317-90 GS017651 (01/2020)

GS017042 (01/2020);
GS017043 (01/2020);
GS017044 (01/2020);
GS017541 (01/2020)

Losartan 50 mg tablets

Losartan 100 mg tablets 60429-318-90

e Losartan tablets are used for the treatment of hypertension (HTN) and to reduce the risk of stroke in
patients with HTN and left ventricular hypertrophy. Losartan tablets are also used for the treatment
of diabetic nephropathy with an elevated serum creatinine and proteinuria (urinary albumin to
creatinine ratio = 300 mg/qg) in patients with type 2 diabetes and a history of HTN.

e Patients should contact their pharmacist or physician who can advise them about an alternative
treatment prior to returning their medication. Patients who are on losartan should continue taking
their medication, as the risk of harm to a patient’s health may be higher if the treatment is stopped
immediately without any alternative treatment.

e Patients should contact their healthcare provider if they have experienced any problems that may be
related to using the recalled losartan.

e Anyone with an existing inventory of the recalled product should stop use and distribution, and
guarantine the product immediately.

Continued . . .


https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/teva-pharmaceuticals-usa-inc-expands-voluntary-nationwide-recall-losartan-potassium-50-mg-and-100-mg
https://www.tevausa.com/news-and-media/press-releases/tevaexpandsrecalljune10/
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=c66550cd-4bee-4507-8f2d-2cff68cca8cd
https://www.tevausa.com/news-and-media/press-releases/teva-pharmaceuticals-usa-inc.-issues-voluntary-nationwide-recall-of-losartan-potassium-25-mg-and-10/
https://www.tevausa.com/news-and-media/press-releases/teva-pharmaceuticals-usa-inc.-issues-voluntary-nationwide-recall-of-losartan-potassium-25-mg-and-10/
https://www.fda.gov/drugs/drug-safety-and-availability/fda-updates-and-press-announcements-angiotensin-ii-receptor-blocker-arb-recalls-valsartan-losartan

e For more information regarding this recall, contact Inmar (appointed company for Teva) by phone at
1-877-789-2065 or by email at tevarecalls@inmar.com; or Golden State Medical Supply at 1-800-
284-8633 or by email at recalls@gsms.us.

N

“WOPTUM®  optumrx.com

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products.
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com.

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their
respective owners.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written
consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.

©2019 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/

