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Samsca® (tolvaptan) — First-time generic

e On May 20, 2020, Alkem/Ascend and Apotex launched AB-rated generic versions of Otsuka’s
Samsca (tolvaptan) 30 mg tablets.

e Samsca is approved for the treatment of clinically significant hypervolemic and euvolemic
hyponatremia (serum sodium <125 mEQg/L or less marked hyponatremia that is symptomatic and has
resisted correction with fluid restriction), including patients with heart failure and syndrome of
inappropriate antidiuretic hormone.

e Tolvaptan is also available as brand 15 mg tablets (Samsca) and brand 15 mg and 30 mg tablets
(Jynarque”).

— Jynarque is approved to slow kidney function decline in adults at risk of rapidly progressing
autosomal dominant polycystic kidney disease

e Samsca carries a boxed warning to initiate and re-initiate in a hospital and monitor serum sodium;
and not for use for autosomal dominant polycystic kidney disease.

.

k‘q’ OPTUM ) 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.

4

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.

©2020 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/
https://www1.apotex.com/products/us/detail.asp?m=68014
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=211891#15
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5526617c-c7b9-4556-886d-729bbabbc566
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=3febc0a1-9e5a-4ce0-843d-210f21d862c4

