5/31/22,7:56 AM Enforcement Report

Product Details

Product Description:
Oxytocin 30 Units/500 mL (0.06 Units/mL) in 0.9% Sodium Chloride Injection, USP, 500 mL Single-Dose Container Bag, 10 x 1 IV Bag, Rx Only Nephron 503B outsourcing facility 4500 12th

St. Extension West Columbia, SC 29172 NDC: 69374-543-50
Reason for Recall:
Lack of Assurance of Sterility

Product Quantity:
3587 bags

Recall Number:
D-0964-2022

Code Information:
Lots: OX2008C, Exp. 5/27/2022; OX2010C, Exp. 6/17/2022; OX2011C, OX2011D, Exp. 6/24/2022

Classification:
Class Il

Event Details

Event ID:

90211

Voluntary / Mandated:
Voluntary: Firm initiated

Product Type:

Drugs

Initial Firm Notification of Consignee or Public:
Letter

Status:

Ongoing

Distribution Pattern:
Nationwide in the USA

Recalling Firm:

Nephron Sterile Compounding Center LLC
4500 12th Street Ext

West Columbia, SC 29172-3025

United States

Recall Initiation Date:
5/18/2022

Center Classification Date:
5/27/2022

Date Terminated:

Update History

There is no history available for this product
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