
September 29, 2025 

DRUG 1\fARKET WITHDRAW AL 
MUPIROCIN OINTMENT USP 2% 

22 g tube pack 
(NDC 68462-180-22) 

Dear Phannacy, Wholesale and Retail Customer: 

G 
qlenmank 
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This is to infonn you that Glenmark is initiating a Market Withdrawal at the Retail level involving 

the following prescription product: 

Mupirocin Ointment USP 2% 
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NDC Code Batch Number Pack size Expiry Date 

68462-180-22 19244465 22 g Tube April-2026 
68462-180-22 19244472 22 g Tube April-2026 
68462-180-22 19244480 22 g Tube April-2026 
68462-180-22 19244497 22 g Tube April-2026 
68462-180-22 19244522 22 g Tube April-2026 
68462-180-22 19244523 22 g Tube April-2026 
68462-180-22 19244533 22 g Tube April-2026 
68462-180-22 19244559 22 g Tube April-2026 
68462-180-22 19244562 22 g Tube April-2026 
68462-180-22 19244641 22 g Tube May-2026 
68462-180-22 19244653 22 g Tube May-2026 
68462-180-22 19244656 22 g Tube May-2026 
68462-180-22 19244671 22 g Tube May-2026 
68462-180-22 19244686 22 g Tube May-2026 
68462-180-22 19244718 22 g Tube May-2026 
68462-180-22 19244742 22 g Tube May-2026 
68462-180-22 19244755 22 g Tube May-2026 
68462-180-22 19244880 22 g Tube May-2026 
68462-180-22 19244892 22 g Tube May-2026 
68462-180-22 19244924 22 g Tube May-2026 
68462-180-22 19250057 22 g Tube June-2026 
68462-180-22 19250090 22 g Tube June-2026 
68462-180-22 19250104 22 g Tube June-2026 
68462-180-22 19250121 22 g Tube June-2026 
68462-180-22 19250141 22 g Tube June-2026 
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Sr.No. NDC Code Batch Number Pack size Expiry Date 

26 68462-1 80-22 19250199 22 g Tube June-2026 
27 68462-180-22 19250204 22 g Tube June-2026 
28 68462-180-22 19250212 22 g Tube June-2026 
29 68462-180-22 19250234 22 g Tube June-2026 
30 68462-1 80-22 19250317 22 g Tube June-2026 
31 68462-180-22 19250325 22 g Tube June-2026 
32 68462-180-22 19250352 22 g Tube June-2026 
33 68462-180-22 19250363 22 g Tube June-2026 
34 68462-180-22 19250372 22 g Tube June-2026 
35 68462-180-22 19250374 22 g Tube June-2026 
36 68462-180-22 19250392 22 g Tube June-2026 
37 68462-180-22 19250316 22 g Tube June-2026 
38 68462-180-22 19250436 22 g Tube June-2026 

Glenmark is initiating a market withdrawal at the Retail level for the above-identified batches of 

Mupirocin Ointment USP 2%. 

Statistical predictive analysis was perfonned for the test of Assay for Mupirocin Ointment USP 

2% for all the batches on long-term stability manufactured without 5% overages of API 

(manufactured before February 2025). Based on the statistical predictive analysis, it was observed 

that Assay results at the tenninal time point of 18 months are likely to be towards the lower 

specification limit, which may fail. Hence, as an abundance of caution, Glenmark proposed and 

initiated a market withdrawal of batches manufactured without 5% overages of APL 

As of today, a total of 128 batches are within shelf life, which are manufactured without 5% 
overages of APL Glenmark initiated the market withdrawal of 90 batches, effective from 
September 9, 2025. Glenmark is initiating market withdrawal of the remaining 38 batches of 
Mupirocin Ointment USP 2% which are manufactured without 5% overages of API (manufactured 
before February 2025) . These 38 batches are within the age of 8 to 10 months, and no OOS failures 
were reported for the batches proposed under this market withdrawal. 

Glenmark has already implemented the revised formulation with the inclusion of 5% overages of 

APL This change was implemented from February 2025 through PAS approval. The batches 

proposed for market withdrawal were manufactured before the PAS approval of 5% overages of 
APL 

The Health Hazard Assessment (HHA) conclusion was made based on earlier OOS results 
(marginally out of specification) in a different batch, which was already recalled . The predicted 
values of the assay at 18 months in batches proposed for withdrawal indicated these batches also 
may have borderline OOS results; hence, a Health Hazard assessment was made in line with earlier 
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marginal OOS. 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. Hence, the marginal 
predicted OOS result (near to expiry of the product) is not expected to have any impact on patient 
health and safety. 

Please see the details of product batches listed in the above table and refer to the enclosed product 

labels for ease in identifying the product. 

Please examine your inventory, and if you have any inventory available for the batches specified 

in the above table, you should quarantine such product immediately and not dispense any further 

product from these lots . Glenmark Pharmaceuticals Inc. , USA, initiated shipment of this product 

on December I 0, 2024. 

In addition, if you are a wholesaler/ distributor who has further distributed this product, please 
identify those retail customers and notify them at once of this market withdrawal. Your notification 
to your retail customers may be enhanced by including a copy of this market withdrawal 

notification letter. Again, this market withdrawal should be canied out to the retail level only. 

Because this is not a consumer-level market withdrawal, notice to the consumer level is not 
required. 

Glenmark is requesting the batches specified in the above table to be returned to Inmar Rx 

Solutions (address below) using the Postage Paid Product Return label that was provided in your 
Market Withdrawal Return Packet. 

Inmar Rx Solutions 

3845 Grand Lakes Way 
Grand Prairie, TX 75050 

Please complete and return the enclosed response form preferably within 72 hours of receipt of 
this notification. Please either fax your response to 817-868-5362 or email to 
Rxrccalls@Inmar.com. 

If you have any questions regarding your market withdrawal return please contact Inmar at 855-
850-3305. 

lnmar office hours are Monday through Friday, from 9 am to 5 pm EST. 

This market withdrawal is being made with the knowledge of the Food and Drug Administration. 
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Thank you for your cooperation, 

Sincerely, 

GLENMARK PHARMACEUTICALS INC., USA 

Thomas Cal lag ha n Digitally signed by Thomas Ca llaghan 
Date: 2025.09.29 08:18:36-04'00' 

Thomas Callaghan 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 

Enclosure(s): 

Product Labels 

Market Withdrawal Return Response Form. 

G 
qlenmank 
A new way ford new world 

Page 4 of 5 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: I 20 I 684 8000 F: I 20 I 831 0080 www.glenmarkpharma.com/usa 



G 
qtenmank 
/\ new way fo r :t new world 

Product label: 

Mupirocin Ointment USP 2% 
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' HOC 611462-180-,2 

Mupirocin lr.11.,_..rnl•11t•41'"h USP, 2% \ 

for Dermatolcgic Use Only. Not for Ophthalmic Use. 
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Rx only 22 g 
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Eae~ o,am ton1aJns 20 m~ mupiroeln USP in a pcly·ett,yl!lr.e glycol oir.tmen1, NF base. 

Dosago: Rlr dermatofo91c use only. Apply a small amount of ointmenl to the alfected area tnr ee times aa,~. 
Patients nol st,owing a ef nicaf response within 3 to 5 days sllould be r&-evaluaied. 
See accom~anylng pre$cribing information. 

Siore al 20° !0 25° G (68" lo rf' F) !see USP ControHed ~oom Temperature! . 

NOC 61146.-180--22 

Mupirocin (r:o_ll-rnii•d-41 ... iiUSP, 2% 
for Dermatologlc Use Only. Not for Ophthalmlt l/se. 
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Rx only 22 g 
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MARKET WITHDRAW AL RETURN RI~SPONSE f"'ORl\!l 
MUPIROCIN OINTMENT USP 2% 

22 g tube pack 
(NDC 68462-180-22) 

Retail Level 
9/29/2025 

Please fill out this form completely. By doing so, this will acknowledge that you have read and understand the 
withdrawal instructions and have taken the appropriate action. 

Customer Name: I DEA#: 
DEA# is required, ifit is not provided, the processing of your form will be delayed. 

Address: 

City: I State: G;: 
Contact Name (Please Print): 

TeleE_hone#: I Email: 

Contact Si~ature: I Date: 

DEBIT MEMO# (If unsure, leave blank): 

Wholesaler Information if not directl urchased from Glen mark Pharmaceuticals Inc.: 

Wholesaler Name: DEA#: 

City: State: Zi 

I have checked my stock and communicated to my customers at the appropriate level: 

□ I confirm that all locations that received the impacted products have been notified to the Retai l level 

(Initial and date) ---------------

□ I do not have any stock of the market withdrawn items. OR 

□ I have quarantined and listed in the box below the quantity of market withdrawn units and I will be returning 

to Inmar, as soon as possible. Upon receipt of this Response Form, lnmar, will issue return authorization label(s) 

Please indicate the # of needed box labels ----

Market Withdrawal Event ID N131371 RCL249-25 



Mupirocin Ointment USP 2% 
Total Full/ Sealed and 

Sr. No. NDC Code Batch Number Pack size Expiry Date Partial/ Open Tube 
Count 

1 68462-180-22 19244465 22 g Tube April-2026 
2 68462-180-22 19244472 22 g Tube April-2026 
3 68462-180-22 19244480 22 g Tube April-2026 
4 68462-1 80-22 19244497 22 g Tube April-2026 
5 68462-1 80-22 19244522 22 g Tube April-2026 
6 68462-180-22 19244523 22 g Tube April-2026 
7 68462-180-22 19244533 22 g Tube April-2026 
8 68462-1 80-22 19244559 22 g Tube April -2026 
9 68462-180-22 19244562 22 g Tube April-2026 
10 68462-180-22 19244641 22 g Tube May-2026 
11 68462-180-22 19244653 22 g Tube May-2026 
12 68462-1 80-22 19244656 22 g Tube May-2026 
13 68462-180-22 1924467 1 22 g Tube May-2026 
14 68462-180-22 19244686 22 g Tube May-2026 
15 68462-1 80-22 19244718 22 g Tube May-2026 
16 68462-1 80-22 19244742 22 g Tube May-2026 
17 68462-1 80-22 19244755 22 g Tube May-2026 
18 68462-1 80-22 19244880 22 g Tube May-2026 
19 68462-180-22 19244892 22 g Tube May-2026 
20 68462-180-22 19244924 22 g Tube May-2026 
21 68462-180-22 19250057 22 g Tube June-2026 
22 68462-1 80-22 19250090 22 g Tube June-2026 
23 68462-180-22 19250104 22 g Tube June-2026 
24 68462-1 80-22 19250121 22 g Tube June-2026 
25 68462-1 80-22 19250141 22 g Tube June-2026 
26 68462-180-22 19250199 22 g Tube June-2026 
27 68462-180-22 19250204 22 g Tube June-2026 
28 68462-180-22 19250212 22 g Tube June-2026 
29 68462-1 80-22 19250234 22 g Tube June-2026 
30 68462-180-22 19250317 22 g Tube June-2026 
31 68462-180-22 19250325 22 g Tube June-2026 
32 68462-1 80-22 19250352 22 g Tube June-2026 
33 68462-1 80-22 19250363 22 g Tube June-2026 
34 68462-180-22 19250372 22 g Tube June-2026 
35 68462-1 80-22 19250374 22 g Tube June-2026 
36 68462-180-22 19250392 22 g Tube June-2026 
37 68462-1 80-22 19250316 22 g Tube June-2026 
38 68462-1 80-22 19250436 22 g Tube June-2026 

If you have any questions regarding this form or product return, please contact lnmar at 855-850-3305. Office 
hours are 9:00 a.m. to 5:00 p.m. EST, Monday through Friday. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.com 

Market Withdrawal Event ID N131371 RCL249-25 

Market Withdrawal Event ID N131371 RCL249-25 
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SAME SIZE ARTWORK 
CARTON SIZE: 125 mm X 34 mm X 27 mm 

Manufactured by: 
Glenmark Pharmaceuticals Ltd. 
Colvale·Bardez. Goa 403513. India. 
G0/0RUGS/648 
Manufactured for: 
GJcnmark Pharmaceutktls lni..: ., 1,:sA: 
Mahwah. NJ 07430 
02119 

NOC 68462· 180.22 
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Mupirocin l•ffiiihftj,[i USP, 2% 
For Dermatolog ic Use Only. Not for Ophthalmic Use. 
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Rx only 
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Questions? 1 (888)72J.7115 
w1.wJ.glenni;ukpharrna.corn/usa 

22 g 
····- ......... ····-·· 

Each gram contains 20 mg mupirocin USP in a polyethylene glyco l ointment, NF base. 

Dosage: For dermatologic use only. Apply a small amount of ointment to the affected area three times daily. 
Patients not showing a clinical response with in 3 to 5 days should be re·evaluated. 

See accompanying prescribing information. 

Store at 20°to 25° C (68° to 77° F) [see USP Controlled Room Temperature]. 

NOC 68462-180.22 

Mupirocin Uttiii11M11i USP, 2% 
For Dermatologic Use Only. Not for Ophthalmic Use. 
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Rx only 22 g 
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6 GLENMARK PHARMACEUTICALS LTD. DATE: PANTONE SHADE NO: - - -BLACK 186C 364C 

Reddy 
Challa 

PRODUCT NAME: Mupirocin Ointment 

ITEM CODE: PE51740 VERSION: 0219- 1 
PKG . DEV. : 

RA 

Item code, Version. Cons;srency 
of Design. overprint area. Pack 
si:rn. 01meris1on5 & l..:iyout 

Rogtilatory Text 

"---

Digitally signed 
by Prathyusha 
Reddy Challa 
Date: 
2019.02 .25 
14:13:25 ·05'00' 

PHARMACODE: _ 8~7~4 ________ --J 1 

COUNTRY: USA 1r--------Jr-------n-------l 
QA: EntireTt>xt 

LOCATION: COLVALE - GOA PRODUCTION: Machine Suitability 

PACK: CARTON-22 

ACTUAL SIZE: 125 mm x 34 mm x 27 mm 
REMARKS: 

SPECIFICATION: 300 GSM ITC Cyber XL with Aqua varnish except for the area marked I 

Dr. Qun 
Luo 

Digitally signed 
by Dr. Qun Luo 
Date: 2019.02.25 
14:36:58 -05 '00' 

Caro I e Digitally signed 
by Carole Capella 

C 11 Date: 2019.02.25 ape a 14:48:07-os·oo· 
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• a type ol diarrhea ca lled c/ostrfdlum di/ficl/e-assoclated dl1mhea (CDAO). 
COAD mav n.ipr,1:n m reople- whu u:.t: er na'-ie u~ec mcc1c1ne to treiit bactena! 
miec1io:1s· 7he ~ev1;~1ry (If CGMl can rt111;1e f10:ri niiiC d1.,1rhea to se1e11~ 
d12nl'!ca lhJI rr.a;· caust. dca!!J (fat;,I r;,;:1!1:.1. CJII vour f,:>allhtJil' pr::i1J1t11;1 01 
gu101:1c r1(';.;cs1 cr.1rrgcncyror1m rig!",\<J iM'/i1 y(1u r,31,r,:d,airhcJ,:1i1:lc 11sing 
01 a!lCI ·\•ou stop usmg mup1rocin omtrm:nt 

• risk ol absorption ol polyethylene glycol throu gh lhe skin. Murmotm 
omtnie:nt 1,m1tams po!yethy:ene ~ly:::oL whteh 1n l,HQe <10iOJ:1ts wn cause 
kkl1:t'y ti.image. fou shoutd 1iot iiPi,;IY muptro:::in om!mer:t lo open skin 
WGUr.t.ls or dJmaged Skl!l . .?SJ;:.!(.i;;lly ii you h JVL l<1dl'IL\' prcble11s. 

• increased risk of inleclion at IV (intrawenous) sites . Mup11ocm omtmen: 
shou:d not nc u:;C'C ~n sk111 th<tt :s ncr ar, !V untr,1vencu:;1 i.tlf 

The mosf common s,~e cttecis of rr.uDiror.m ~im,nPnt mrlude 
• bwr1mg 
• Sllrl-JUlQOI pam 
• itching 

These are not cfl the possible side effects cf mupirccm ointment Cail ycur 
doctor lo; mecicJI aa•11ce ahout s,dc cflcc1s . You may rcpor1 s11.lc eflccl ,; to FDA 
al 1-800-FOA- !088 

How should I store mupirocin oinlnienl? 
• Store m,1µ,rocm ointment at room t::mpcrJll!rc bct·,1ecn 68°f' tc i?°F (20"C 

to 25"Cl. 
• Kteit mupirocin oinl menl and all medicines oul ol l he reach ol chi ldren. 

General information about !he sale and ef!ecl iwe use of mupirocin ointment 
Medicine!. arc ~0111etlme~ presc1ibiid for purpt)!>e:- other th,ui those liMed 111 a 
Patient infor111Jtion leailet. Do net use mupirodn ointment for a condition !or 
whicr. il was not prcscribcc. Do m,t give mupiro::ir: oirumcn! to omer people 
even 11 thcv hav<'. th\' same svmotGrr:s tha: vou have. 11 may harm tncm You 
can a!>k your ph,mnacisl 01 t1ealthcarr providei for inforrna1wn about mupuocin 
omlment mat 1s w11tteri for heaith vro!es!>ional~ 

What are !he ingredienls in mupirocin ointmen17 
Active Ingredient: muf:ifocin 
Inactive Ingredients: po!yflhyiene 91-i::o! 400 and oot~·ethylene glyco! 3350 

Traderaa1~s are !he Pf0~1e1!y ol their respectve owners 

Manulat:lu red IN. 
Glenmark Pharinaceulicals Limited 
Colvale•Barde!, GoJ -W3513. lnd:a 

Mdnuliclured !or 

6 
r,lenm.\Rk 
Glenmark Pharmaceuticals Inc . USA 
Mahwah. NJ o; HO 

Ouesi1ons? 1 t888)7'21 ·7115 
\WIW.l)lcnmarkp!":arma•us.f.orr, 

This Pal!erit Information has been approved b•, lht' U.S. Food and 01ug 
Acrrnnl!:>l rc!hOn. R~v;sed: August 2021 
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