A BARZCA

January 29, 2021

To All Network Pharmacies

Notification of Drug Recall

Meitheal Pharmaceuticals, Inc. Issues Voluntary
Nationwide Recall of Cisatracurium Besylate Injection,
USP 10mg per 5mL Due to Mislabeling

The U.S. Food and Drug Administration (FDA) provides public notices about recalls of FDA-
regulated products, whenever it occurs. We are committed to our patients’ health and
safety. In order to keep you informed we are notifying you of the following recall.

Expiry

Product NDC Code Batch number
Dates

Reason Company

Cisatracurium | 71288-0712-06
C11507A
Besylate (unit of sale) October Meitheal
Injection, USP | 71288-0712-05 2021 Pharmaceuticals,

10mg per 5mL (unit of use) Mislabeling Inc.

We are including the FDA Press Release/Announcement for your convenience. Please
refer to this document for more information.

Sincerely,

Providers Education Department
Abarca health LLC

www.abarcahealth.com




A BARZCA

Company Announcement

Meitheal Pharmaceuticals, Inc. (“Meitheal”), announced today that it is voluntarily recalling one
(1) lot of Cisatracurium Besylate Injection, USP 10mg per 5mL to the user level. The decision to
recall the product was made after a product complaint revealed that a portion of Lot C11507A of
cartons labeled as Cisatracurium Besylate Injection, USP 10mg per 5mL, containing 10-vials per
carton, contained 10-vials mis-labeled as Phenylephrine Hydrochloride Injection, USP 100mg per
10mL. To date, Meitheal has not received reports of any adverse events or identifiable safety
concerns attributed to the lot.

There is a reasonable probability that a patient who requires cisatracurium for muscle paralysis
as part of general anesthesia is administered phenylephrine instead would not receive any
skeletal muscle relaxation and could cause a hyperadrenergic state resolution in elevated blood
pressure, arrhythmia and cardiac/brain ischemia. If this is not quickly diagnosed and treated,
severe illness or death can occur.

There is a reasonable probability that a patient who requires phenylephrine to increase their
blood pressure, such as patients with severely low blood pressure, especially resulting from septic
shock who is administered cisatracurium instead could result in a fast onset of muscle paralysis
and decrease in oxygen. If this is not quickly diagnosed and treated, severe illness or death can
occur within minutes.

Cisatracurium Besylate Injection is used as a nondepolarizing neuromuscular blocker. The
affected Cisatracurium Besylate Injection lot being recalled is C11507A, EXP. October 2021. The
product can be identified as a 5mL vial stoppered with a rubber stopper and sealed with aluminum
seal having an Aqua color flip-off seal. Meitheal commenced shipping the product to customers
on August 19, 2020 which was distributed to wholesalers nationwide in the USA.

Lot Expiration
Product Number Date NDC Number Distribution Dates
Cisatracurium C11507A* | October 71288-712-06 August 19, 2020 -
Besylate 2021* (unit of sale) | January 04, 2021
Injection, USP 10mg 71288-712-05
per 5mL (unit of use)

*Note: Mis-labeled product will have this same Lot Number of C11507A and Expiration Date of
October 2021 but will be labeled on the vial as Phenylephrine Hydrochloride Injection, USP
100mg per 10mL, NDC 71288-808-77 (unit of use).

Meitheal has notified its distributors and customers in writing to arrange for return of all recalled
product. Customers who have purchased the product should not open the carton or use its
contents and should immediately quarantine and return the recalled lot of product. Customers
who may have further distributed this product should promptly identify their customers and
notify them at once of this product recall.
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Consumers with questions regarding this recall can contact Meitheal’s Customer Service
weekdays 8:00AM to 6:00PM CST at 844-824-8426. Consumers should contact their physician or
healthcare provider if they have experienced any problems that may be related to taking or using
this drug product.

Adverse reactions or quality problems experienced with the use of this product may be reported
to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax,
as follows.

Adverse reactions or quality problems experienced with the use of this product may be reported
to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax.

e Complete and submit the report Online

e Regular Mail or Fax: Download form or call 1- 800-332-1088 to request a reporting form,
then complete and return to the address on the pre-addressed form, or submit by fax to
1-800-FDA-0178

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.
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https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/reporting-serious-problems-fda
https://www.fda.gov/safety/medical-product-safety-information/medwatch-forms-fda-safety-reporting

