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.

Teva Pharmaceuticals USA Inc. is recalling specific lots of multiple products to the RETAIL LEVEL.
These lots were distributed under the labels for Teva Pharmaceuticals USA Inc. and novaplus™.

This recall is being initiated because some manufacturing areas for the recall lots exceeded
acceptance levels for microbial recovery. The trends were discovered during a standard review
process for Environmental Monitoring of both, manufacturing facilities and personnel. It is
important to note that at the time of commercial release, the lots in this recall met all test
specification, including sterility. Based on available data, there is no indication of product
quality and sterility failure. As such, the Health Hazard Assessment concluded that the
likelihood of an adverse event is remote. However, if by a remote chance of exposure to a
product with compromised sterility, severe adverse events could occur in susceptible

individuals.

Product: Leucovorin Calcium for Injection, USP

Ship Dates: 12/15/2018 — 03/01/2019

Vial/Carton Lot No. Exp Date Strength Size
NDC
1 x 30 mL Single-
Dose Vial |
0703-5145-01 ||31325332B 08/2021 350 mg/vial CARTON
1 x 30 mL Single-
Dose Vial |
0703-5145-01 ||]31325756B 09/2021 350 mg/vial CARTON
Product: Leucovorin Calcium for Injection — novaplus™
Ship Dates: 01/16/2019 — 07/17/2019
|ViaI/Carton NDC HLot No. HExp Date HStrength HSize |
1 x 30 mL Single-
Dose Vial /
0703-5145-91 31325685B 09/2021 350 mg/vial CARTON




Product: MethylPREDNISolone Acetate Injectable Suspension USP

Ship Dates: 11/21/2019 - 12/04/2019

|ViaI/Carton NDC ”Lot No. HExp. Date HStrength ||Size
1x10mL
Multiple Dose

0703-0045-01 313279898B 04/2021 40 mg/mL Vial | CARTON

Product: Metoclopramide Injection USP

Ship Dates: 08/27/2020-12/16/2020

Tray/ NDC \I\lllglc/Carton Lot No. Exp. Date Strength Size
25x2mL
Single-Use

0703-4502-04 ||0703-4502-01 ([31325459B 08/2021 5mg/mL Vials / TRAY

Product: Haloperidol Decanoate Injection

Ship Dates: 07/09/2019 — 12/28/2020

Tray/ NDC \I\lllglc/Carton Lot No. Exp. Date Strength Size
10x1mL

0703-7121-03 ||0703-7121-01 ||31325793C 09/2021 50 mg/mL Single Dose
Vials/TRAY
10x1mL

07-03-7131-01{|07-03-7131-01 ||31325394C 09/2021 100 mg/mL Single Dose
Vials/TRAY
10x1mL

07-03-7131-01||07-03-7131-01|31327161B 04/2022 100 mg/mL Single Dose
Vials/TRAY







Accessibility Report





		Filename: 

		042721_teva.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 2



		Passed manually: 0



		Failed manually: 0



		Skipped: 0



		Passed: 30



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Needs manual check		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Needs manual check		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Passed		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

