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© GLENMARK PHARMACEUTICALS LTD. [T g — kL
PRODUCT NAME: Carvedilol Tablets USP 25 mg PKG. OEV.: e ;.od‘eN\'yyfmr’y"[.(&?:i::;;
ITEM CODE:_PES2243 _ VERSION;..0819:1 e
PHARMACODE: RA 2agualo'y ot
COUNTRY: __USA A:
LOCATION:  [NDORE PRODUCTION: || e s i
PACK LABEL - 100 TABLETS
105 mm x 45 mm REMARKS:

ACTUAL SIZE:

SPECIFICATION:

AUV VARNISH COATED FASPRINT NG/PERMANENT (HITAC) PET 23 STICKER LABEL FROM AVERY

DENISON PRINTED AS PER APPROVED ARTWORK. BATCH PRINTING AREA REMAINS UNVARRISHED







JAR SIZE : 250 CC

SAME SIZE ARTWORK

LABEL SIZE : 130 mm x 55 mny

NDC 68462-165-05
L Carvedilol
1l Tablets, USP

25 mg

glenmank

formation.
Store at 20°C to 25°C (68°F to 77°F) [see USP

Controlled Room Temparature]. Protect from

Usual Dosage: Ses accompanying prescribing
moisture. Dispense in a tight container.

Each tablet contains carvaditol USP, 25 myg.

Product meets USP Dissolution Test 2

Rx Only 500 Tablets

in

Manufactured by: Glenmark Pharmaceuticals Ltd.
Plot No. 2, Phase-2, Pharma Zone SEZ, Pithampur,

Dist.-Dhar, Madhya Pradesh 454 775, India

Manufactured for:

Important: Use safety closures when dispensing this
Gleamark

proguct unless otherwise directed by physician or

requested by purchaser.

|

.
N l
)

Mahwah, NJ 07430
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@& GLENMARK PHARMACEUTICALS LTD.

PRODUCT NAME: Carvedilol Tablets USP 25 mg

ITEM CODE:__PE52244 VERSION: _0919-1
PHARMACODE:
COUNTRY: __USA

LOCATION: NDORE

PACK : LABEL - 500 TABLETS

ACTUAL SIze: 130 mmx 55 mm

DATE:

PANTONE SHADE no: T BLACK ESSS 364 C
B 186 C

PKG. DEV.:

ltem code, Version, Consistency
of Design, averprint area, Pack
size, Dimensions & Layout

RA

Regulatory Text

QA:

Entire Text

PRODUCTION:

Machine Suitability

REMARKS:

SPECIFICATION: A Uv VARNISH COATED FASPRINT NG/PERMANENT (HITAC)/ PET 23 STICKER LABEL FROM AVERY

DENISON PRINTED AS PER APPROVED ARTWQORK. BATCH PRINTING AREA REMAINS UNVARNISHED
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Glenmark Pharmaceuticals Inc.
RECALL RETURN RESPONSE FORM
Carvedilol Tablets, USP 25mg
NDC: 68462-165-01 (100’s Bottles pack Container) & 68462-165-05 (500’s Bottles pack Container)
Carvedilol tablets, USP 12.5mg
NDC: 68462-164-01 (100’s Bottles pack Container) & 68462-164-05 (500°s Bottles pack Container)
Retail Level
01/22/2025

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: LDEA#:

DEA # is required, if it is not provided, the processing of your form will be delayed.
Address:
City: State: Zip:

Contact Name (Please Print):

Telephone#: Email:

Contact Signature: Date:
DEBIT MEMO# (If unsure, leave blank):

Wholesaler Information if not directly purchased from Glenmark Pharmaceuticals Inc.:
Wholesaler Name: DEA#:
City: State: Zip:

| have checked my stock and communicated to my customers at the appropriate level:
L1 | confirm that all locations that received the impacted products have been notified to the Retail level
(Initial and date)

L11 do not have any stock of the recalled items. OR

L11 have quarantined and listed in the box below the quantity of recalled units and | will be returning to Inmar,

as soon as possible. Upon receipt of this Response Form, inmar, will issue return authorization label(s) Please
indicate the # of needed box labels

Event ID N131251 / RCL001-25
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A new way for a new world

URGENT: DRUG RECALL

Carvedilol tablets, USP 25mg NDC: 68462-165-01 (100’s Bottles pack Container) & 68462-
165-05 (500°s Bottles pack Container)

Carvedilol tablets, USP 12.5mg NDC: 68462-164-01 (100’s Bottles pack Container) &
68462-164-05 (500°s Bottles pack Container)

January 22, 2025

Dear Pharmacy, Wholesale and Retail Customer:

This is to inform you of that Glenmark is initiating a voluntary recall to the Retail level involving
the following prescription product:

For Carvedilol tablets, USP 25 mg 500 bottle pack

S. No. NDC Batch # Pack Size Expiry
L. 68462-165-05 17230500 500 bottle pack 02/2025
2. 68462-165-05 17230509 500 bottle pack 02/2025
3. 68462-165-05 17230526 500 bottle pack 02/2025
4. 68462-165-05 17230546 500 bottle pack 02/2025
S. 68462-165-05 17230551 500 bottle pack 02/2025
6. 68462-165-05 17230603 500 bottle pack 02/2025
7. 68462-165-05 17230628 500 bottle pack 02/2025
8. 68462-165-05 17230642 500 bottle pack 02/2025
9. 68462-165-05 17230645 500 bottle pack 02/2025
10. 68462-165-05 17230681 500 bottle pack 02/2025
Page1lof1l Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430

T:1201 684 8000 F: 1201 831 0080 www.glenmarkpharma.com/usa
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S. No. NDC Batch # Pack Size Expiry
1. 68462-165-05 17230829 500 bottle pack 03/2025
12. 68462-165-05 17230832 500 bottle pack 03/2025
13. 68462-165-05 17230854 500 bottle pack 03/2025
14. 68462-165-05 17230864 500 bottle pack 03/2025
15. 68462-165-05 17230874 500 bottle pack 03/2025
16. 68462-165-05 17230876 500 bottle pack 03/2025
17. 68462-165-05 17230889 500 bottle pack 03/2025
18. 68462-165-05 17230894 500 bottle pack 03/2025
19. 68462-165-05 17230960 500 bottle pack 04/2025
20. 68462-165-05 17230964 500 bottle pack 04/2025
21, 68462-165-05 17230976 500 bottle pack 04/2025
22. 68462-165-05 17230981 500 bottle pack 04/2025
23. 68462-165-05 17230985 500 bottle pack 04/2025
24. 68462-165-05 17231161 500 bottle pack 04/2025
25. 68462-165-05 17231171 500 bottle pack 04/2025
26. 68462-165-05 17231315 500 bottle pack 05/2025
27. 68462-165-05 17231318 500 bottle pack 05/2025
28. 68462-165-05 17231332 500 bottle pack 05/2025
29. 68462-165-05 17231333 500 bottle pack 05/2025
30. 68462-165-05 17231365 500 bottle pack 05/2025
Page 2 of 11 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430

T: 1201 684 8000 F: 1201 831 0080 www.glenmarkpharma.com/usa
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S. No. NDC Batch # Pack Size Expiry
S1. 68462-165-05 17232504 500 bottle pack 11/2025
S2. 68462-165-05 17232522 500 bottle pack 11/2025
33. 68462-165-05 17232531 500 botle pack 11/2025
4. 68462-165-05 17232538 500 bottle pack 11/2025
33. 68462-165-05 17232543 500 bottle pack 11/2025
36. 68462-165-05 17240377 500 bottle pack 02/2026
ST. 68462-165-05 17240385 500 bottle pack 02/2026
38. 68462-165-05 17240415 500 bottle pack 02/2026
9. 68462-165-05 17240422 500 bottle pack 02/2026
60. 68462-165-05 17240430 500 bottle pack 02/2026
61. 68462-165-05 17240510 500 bottle pack 02/2026
For Carvedilol tablets, USP 25 mg 100 bottle pack
Sr.
No. NDC Number Batch Pack size Exp. Date
L. 68462-165-01 17230551 100 bottle pack 02/2025
2. 68462-165-01 17240377 100 bottle pack 02/2026
For Carvedilol tablets, USP 12.5 mg 500 bottle pack
Sr.,
No. NDC Number Batch Pack size | Exp. Date
L. 68462-164-05 17230658 500 bottle pack 02/2025
Page 4 of 11 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430

T: 1201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa
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A new way for a new world

Sr.
NDC Number Batch Pack size | Exp. Date
No.
21. 68462-164-05 17240459 500 bottle pack 02/2026

For Carvedilol tablets, USP 12.5 mg 100 bottle pack

. Exp.
13;'. NDC Number Batch Pack size D:{)e
1. 68462-164-01 17230814 100 bottle pack 03/2025
2. 68462-164-01 17231392 100 bottle pack 05/2025
3. 68462-164-01 17232260 100 bottle pack 10/2025

The recall to the retail level of the above identified product batches for Carvedilol tablets USP,
25 mg and 12.5 mg have been initiated out of an abundance of caution due to the presence of a
nitrosamine. N-Nitroso Carvedilol Impurity-1 (NNCT) above the current Acceptable Intake Level
in certain batches. To date, Glenmark has not received any reports of adverse events related to

this recall.

Nitrosamines are common in water and foods, including cured and grilled meats, dairy products,
and vegetables. These impurities may increase the risk of cancer if people are exposed to them
above acceptable levels over long periods of time. Although long-term ingestion of certain
nitrosamines may be associated with a potential increased cancer risk in humans, there is no

immediate risk to patients taking this medication.

Please see details of product batches listed in above table and refer 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 30 March, 2023.

Page 6 of 11 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430
T: 1201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa
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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 Product recall. Your notification to
your retail customers may be enhanced by including a copy of this recall notification letter. Again,
this recall should be carried out to the retail level only. Because this is not a consumer level recall,

notice to the consumer level is not required.

We are 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 Recall
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

Rxrecalls@Inmar.com.

If you have any questions regarding your recall return please contact Inmar at 877-589-8040
Inmar office hours are Monday through Friday, from 9am to 5pm EST.

This recall is being made with the knowledge of the Food and Drug Administration.

Thank you for your cooperation,
Sincerely,

GLENMARK PHARMACEUTICALS INC., USA

Digitally signed by Thomas
Thomas Callaghan Thomas Callaghan caliaghan
Date: 2025.01.22 12:18:46 -05'00"

Executive Director - Regulatory Affairs, North America

US Agent for Glenmark Pharmaceuticals Limited

Enclosure(s):

Product Labels

Recall Return Response Form

Page 7 of 11 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430

T: 1201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa
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PRODUCT NAME: Sarveditol Tablets USP 12.5 mg

Ceneveney

PKG. DEV.: ma.face
{TEM CODE: _PES224% __ VERSION; 0915 | e
PHARMACODE: RA Bagarary f5e
COUNTRY; _ YUSA A ot Tk
LOCATION: INDORE PRODUCTION: || sovre sty
PACK : LABEL - 100 TABLETS
ACTUAL SIZE:  OSmmx30mm REMARKS:

SPECIFICATION: A uvVARNSH COATED EASPRINT NGPERMARENT (HITACK PET 22 STHKER LABEL SROM AVERY

CENISON PRINTED AS PER APPROVED ARTWORK. BATCH PRINTING AREA REMAINS URVARNISHED

Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430
T: 1201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa















