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e OnJanuary 17, 2019, a voluntary, patient-level recall of several lots of
injection due to product complaints indicating grey flecks in constituted vials. The grey flecks have
been identified as rubber particulate matter from the stopper.

e The recalled lots were distributed nationwide between August 23, 2016 and July 12, 2018:

C600136 (8/2019);
68180-611-01; C600142 (8/2019);
68180-611-10 C600182 (9/2019);
C700147 (5/2020);
C700207 (9/2020)
C700209 (9/2020);
C600127 (8/2019);
C600137 (8/2019);
C600143 (8/2019);
Ceftriaxone 500 mg 68180-622-01; C600173 (8/2019);
injection 68180-622-10 C600218 (9/2019):
C600219 (9/2019);
C700146 (5/2020);
C700208 (9/2020);
C600126 (8/2019)
C600181 (9/2019);
C600106 (5/2019);
C700131 (5/2020);
C700130 (5/2020);
C700129 (5/2020);
C700113 (3/2020);
C700112 (3/2020);
C700111 (3/2020);
C700110 (3/2020);
C700138 (5/2020);
C700108 (3/2020);
68180-633-01; C700142 (5/2020);
68180-633-10 C600180 (9/2019);
C600179 (9/2019);
C600174 (9/2019);
C600138 (8/2019);
C600130 (8/2019);
C600128 (8/2019);
C600110 (5/2019);
C600108 (5/2019);
C700109 (3/2020);
C700143 (5/2020);
C700145 (5/2020);
C700132 (5/2020)
C600129 (8/2019);
C600135 (8/2019);
C600109 (5/2019)

Ceftriaxone 250 mg
injection

Ceftriaxone 1 g injection

68180-644-01,

Ceftriaxone 2 g injection 68180-644-10
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http://optumrx.optum.com/sites/CST/CNS/Clinical%20News%20Summary%20Archive/2019%20Clinical%20News%20Summaries/Q1-2019%20Clinical%20News%20Summaries/Lupin%20Recall%20Notice_Ceftriaxone%20Injection_LUPI011819%20-%20Event%20103023.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=dac396fb-748d-45ea-9830-17c6eeb8834f

e Ceftriaxone is indicated to treat the following infections when caused by susceptible organisms:
lower respiratory tract infections, acute bacterial otitis media, skin and skin structure infections,
urinary tract infections, uncomplicated gonorrhea, pelvic inflammatory disease, bacterial septicemia,
bone and joint infections, intra-abdominal infections, meningitis, and surgical prophylaxis.

e Per Lupin, if product containing particulate matter is injected this could cause irritation/phlebitis or
pulmonary embolic events that could result in permanent impairment of body function or damage to
body structures, such as the lungs and vascular system. In addition, as ceftriaxone can be
administered intramuscularly, the use of the product may result in local muscle inflammation and/or
abscesses.

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

e Anyone with an existing inventory of the recalled product should stop use and distribution, and
guarantine the product immediately. Patients should return the product back to retailers. Hospitals,
physicians, retailers and distributors are requested to return any product that they may have in their
possession to the wholesaler that they purchased the product through.

¢ For more information regarding this recall, contact Genco (appointed company for Lupin) at 1-855-
838-5786.

-

) _
K“SOPTUM 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/

