The Board of Pharmacy has received notice of the following product recall. The Board strongly
encourages pharmacies to immediately review their quality assurance and recall policies and procedures
to determine if any corrective action is required.

Nephron 503B Outsourcing Facility is initiating this recall out of an abundance of caution. FDA notes
sterility assurance concerns could result in serious infections which may be life-threatening. Although
there is no evidence of contamination, Nephron has decided in the interest of patients, to proceed with
this recall process.

This is to inform you of a voluntary product recall involving:

e 4% Sodium Bicarbonate Injection, USP 4.2 g/50 mL (84 mg/mL)

e Calcium Gluconate Injection, USP 10%; 0.465 mEq Ca++/mL 1 g/10mL (100 mg/mL)
¢ Epinephrine Injection, USP 1 mg/ 10mL (10 mcg/mL)

e Epinephrine Injection, USP 1 mg/ 10mL (100 mcg/mL)

e Fentanyl Citrate in 9% Sodium Chloride Injection, USP 2500 mcg/250 mL (10 mcg/mL)
e Glycopyrrolate Injection, USP 6 mg/ 3 mL (0.2 mg/ mL) Preservative Free

¢ Glycopyrrolate Injection, USP 1 mg/ 5 mL (0.2 mg/ mL) Preservative Free

¢ Hydromorphone HCl Injection, USP 50 mg/50 mL (1 mg /mL)

¢ Hydromorphone HCl Injection, USP 6 mg/30 mL (0.2 mg /mL)

¢ Ketamine Hydrochloride Injection, USP 30 mg/3 mL (10 mg/mL)

¢ Ketamine Hydrochloride Injection, USP 50 mg/5 mL (10 mg/mL)

¢ Labetalol HCl Injection, USP 20 mg/4 mL (5 mg/mL) Preservative Free

e Lidocaine HCI For Injection, USP 2% 100 mg/5mL (20 mg/mL) Preservative Free

¢ Neostigmine Methylsulfate Injection, USP 5 mg/5 mL (1 mg/mL) Preservative Free
e  Oxytocin 30units/500mL (0.06 units/mL), USP in 9% Sodium Chloride

¢ Phenylephrine HCl Injection, USP 4 mg/10 mL (40 mcg/mL)

e Phenylephrine HCl Injection, USP 8 mg/10 mL (80 mcg/mL)

e Phenylephrine HCl Injection, USP 1 mg/10 mL (100 mcg/mL)

e Rocuronium Bromide for Injection 50 mg/5 mL (10 mg/mL) Preservative Free

e Succinylcholine Chloride Injection, USP 100 mg/5mL (20 mg/mL) Preservative Free

Customers with questions regarding this voluntary recall, R1-2022-001, can contact Nephron 503B
Outsourcing Facility at:

e Phone: (844) 341-5200
e Email: recall@nephronpharm.com
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