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 is to inform you that Glenmark is initiating a Market Withdrawal at the Retail level
for Mupirocin Ointment USP 2%.

The batches proposed for market withdrawal are manufactured without 5% overages of API
with 18-month shelf life. Based on review of stability trend for Assay test and the
extrapolation of Assay results up to 18-month shelf-life stability interval, the predicted
Assay results are likely to be on the borderline at lower specification limit or may marginally
fail at 18 months interval. Hence as an abundance of caution, all the batches that are
manufactured without 5% overages of APl with 18-month shelf life are proposed for Market
Withdrawal.

Glenmark has already implemented revised formulation with inclusion of 5% overages of
APL This change was implemented from February 2025 through PAS approval.

The health hazard assessment concluded that the predicted OOS result in the assay is not
expected to have any clinically significant effect on efficacy and safety. The marginal OOS
result (observed near to expiry of the product) is not expected to have any impact on patient
health and safety.

Z:'). NDC Code zztr(r::)er Pack size E);Ft):‘y

1 68462-180-22 19241332 22 g Tube Sep-2025
2 68462-180-22 19241344 22 g Tube Sep-2025
3 68462-180-22 19241363 22 g Tube Sep-2025
4 68462-180-22 19241377 22 g Tube Sep-2025
5 68462-180-22 19241392 22 g Tube Sep-2025
6 68462-180-22 19241409 22 g Tube Sep-2025
7 68462-180-22 19241412 22 g Tube Sep-2025
8 68462-180-22 19241440 22 g Tube Sep-2025
9 68462-180-22 19241515 22 g Tube Sep-2025
10 68462-180-22 19241516 22 g Tube Sep-2025
11 68462-180-22 19241558 22 g Tube Sep-2025
12 68462-180-22 19241561 22 g Tube Sep-2025
13 68462-180-22 19241571 22 g Tube Sep-2025
14 68462-180-22 19241587 22 g Tube Sep-2025
15 68462-180-22 19241616 22 g Tube Sep-2025
16 68462-180-22 19241622 22 g Tube Sep-2025
17 68462-180-22 19241644 22 g Tube Sep-2025
18 68462-180-22 19241653 22 g Tube Sep-2025
19 68462-180-22 19241663 22 g Tube Sep-2025



20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58

68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22

19241687
19241689
19241702
19241771
19241782
19241787
19241799
19241813
19241831
19241836
19241853
19242027
19242041
19242078
19242082
19242096
19242104
19242378
19242395
19242428
19242444
19242473
19242487
19242497
19242507
19242544
19242586
19242596
19242636
19242651
19242659
19242662
19242756
19242761
19242790
19242791
19242810
19242819
19242777

22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube

Sep-2025
Sep-2025
Sep-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Oct-2025
Nov-2025
Nov-2025
Nov-2025
Nov-2025
Nov-2025
Nov-2025
Nov-2025
Nov-2025
Nov-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025
Dec-2025



59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85
86
87
88
89
90

68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22
68462-180-22

19242824
19242860
19243334
19243344
19243362
19243396
19243416
19243425
19243438
19243466
19243480
19243555
19243568
19243628
19243643
19243656
19243813
19243829
19243843
19243858
19243873
19243891
19243899
19243910
19243938
19244250
19244262
19244273
19244289
19244299
19244362
19250407

22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube
22 g Tube

Dec-2025
Dec-2025
Jan-2026
Jan-2026
Jan-2026
Jan-2026
Feb-2026
Feb-2026
Feb-2026
Feb-2026
Feb-2026
Feh-2026
Feb-2026
Feb-2026
Feb-2026
Feb-2026
Mar-2026
Mar-2026
Mar-2026
Mar-2026
Mar-2026
Mar-2026
Mar-2026
Mar-2026
Mar-2026
Apr-2026
Apr-2026
Apr-2026
Apr-2026
Apr-2026
Apr-2026
Jun-2026






Accessibility Report





		Filename: 

		091025_glenmark.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

