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.

This communication is to notify you that Zydus Pharmaceuticals (USA) Inc. (“Zydus”), is recalling the drug product
mentioned in the table below at the Retail Level.

This recall has been initiated due to an Out of Specification result observed at the product expiry time point for related
substance. Use of Nelarabine Injection 250 mg/50 mL (5 mg/mL) is unlikely to result in any potential health hazard.

Vial

Product Number

Nelarabine
Injection 250 mg/50
mL (5 mg/mL)

70710-1726-

Nelarabine
Injection 250 mg/50

mL (5 mg/mL) 70710-1726-

1

Nelarabine
Injection 250 mg/50

mL (5 mg/mL) 70710-1726-

1

Nelarabine
Injection 250 mg/50

mL (5 mg/mL) 70710-1726-

1

Nelarabine
Injection 250 mg/50
mL (5 mg/mL)

NDC

Carton NDC

Number

70710-1726-
8

70710-1726-
1

70710-1726-
1

70710-1726-
1

Lot Number Expiry Date Count

P300068

P300072

P300073

P300153

P300154

Feb- 2025

Feb- 2025

Feb- 2025

Jun- 2025

Jun- 2025

Date

6 x 50 mL
Single-
dose Vials
50 mL

Dec-19-2023

Single-
dose Vial
50 mL

Nov-14-2023

Single-
dose Vial
50 mL

Jan-19-2024

Single-

dose Vial Mar-01-2024

6 x 50 mL
Mar-05-2024

Distribution Start Distribution End

Date

Jun-05-2024

Jan-19-2024

Jun-27-2024

Jun-04-2024

Apr-11-2024



70710-1726- 70710-1726-

1 8
Nelarabine
Injection 250 mg/50 70710-1726- 20710-1726_ P300169
mL (5 mg/mL)
Nelarabine
Injection 250 mg/50 Z0710-1726_ Z0710-1726_ P300195
mL (5 mg/mL)
Nelarabine
Injection 250 mg/50 1018307 TOTIOI80 p3g197
mL (5 mg/mL)
Nelarabine
Injection 250 mg/50 70710-1726- 10710'1726' P400014
mL (5 mg/mL)
Nelarabine
Injection 250 mg/50 70710-1726- 20710-1726_ P400015
mL (5 mg/mL)
Nelarabine
Injection 250 mg/50 Z0710-1726_ Z0710-1726_ P400017
mL (5 mg/mL)
Nelarabine
Injection 250 mg/50 Dec-
mJL Gmgmly | T0710- 70710- o000 2025

& 1726-1 17268

Jun- 2025

Aug- 2025

Aug- 2025

Dec- 2025

Dec- 2025

Dec- 2025

6 x 50 mL
Single-
dose Vials

Single-
dose Vials

6 x 50 mL
Single-
dose

Vials
50 mL

Single-
dose Vial
50 mL

Single-
dose Vial
50 mL

Single-
dose Vial
6 x 50 mL
Single-
dose Vials
50 mL

Single-

dose Vial

Sep-24-
2024

Jan-17-2024

Jun-04-2024

Dec-22-2023

Sep-06-2024

Apr-11-2024

Oct-29-2024

Dec-10-
2024

Nov-20-2024

Dec-27-2024

Jan-22-2025

Oct-29-2024

Apr-24-2024

Feb-06-2025



Nelarabine
Inecton 350 50 71
& 1726-1
Nelarabine
Injection 250 mg/50
mJL (5 mg/mL) 77 70710-
1726-1
Nelarabine
bnecton 250 50 71
& 1726-1
Nglargbme 70710-
Injection 250 mg/50 1839-1
mL (5 mg/mL)
Nglargbme 70710-
Injection 250 mg/50 17261
mL (5 mg/mL)
Nglargbme 70710-
Injection 250 mg/50 1839-1
mL (5 mg/mL)
Nglargbme 70710-
Injection 250 mg/50 17261
mL (5 mg/mL)
F?la?bmzeso /50 19710-
njection mg/50 -5

mL (5 mg/mL)

70710-
1726-8

70710-
1726-1

70710-
1726-1

70710-
1839-1

70710-
1726-8

70710-
1839-8

70710-
1726-8

70710-
1726-1

Feb-

P400068 2026

Feb-

P400070 2026

May-

P400112 2026

May-

P400113 2026

May-

P400114 2026

May-

P400115 2026

Jul-
P400139 2026

Jul-
P400142 2026

6 x 50 mL

Single-  Dec-06-
dose Vials 2024
50 mL

Single-  Jan-07-
dose Vial 2025
50 mL

Single-  Jan-22-
dose Vial 2025
50 mL

Sep-24-
Single- 2024
dose Vial
6 x 50 mL
Single-
dose Jan-22-

2025
Vials
ngle. O6-08-
dose Vials 2024
Snle. Jam 22
dose Vials 2025
50 mL

Jan-22-
Single- 2025

dose Vial

Feb-06-
2025

Feb-04-
2025

Jan-22-
2025

Jan-22-
2025

Jan-22-
2025

Feb-03-
2025

Jan-22-
2025

Jan-22-
2025
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