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URGENT: DRUG RECALL 

CARVEDILOL TABLE TS USP 3.125mg, 12.5mg, and 25mg 
100s and 500s Conta~ner pack (Tablets) 

(NDC 68462-162-01, 68462-162-05, 68462-164-05, 68462-165-05) 
Glenmark 

August 7, 2025 

Dear Pharmacy, Wholesale and Retail Customer: 

This is to inform you that Glenmark is initiating a voluntary recall to the Retail level involving the 

foll d uct: 
I 

25mg ( l00' s Tablets) 

Sr. 
NDC Code 

Batch I Pack Size 
No. Number 

1 68462-162-01 19242272 1 00's Tablets in Container 

Carvedilol Tablets USP 3.125mg (500's Tablets) 

Sr. 
NDC Code 

Batch 
I Pack Size 

No. Number 
1 68462- I 62-05 19242274 500's Tablets in Container 
2 68462-162-05 19242275 500's Tablets in Container 
3 68462-162-05 19242272 500's Tablets in Container 

Carvedilol Tablets USP 12.5mg (500' s Tablets) 

Sr. NDC Code 
Batch 

Pack Size 
No. Number 

1 68462- I 64-05 19243202 500's Tablets in Container 

Carvedilol Tablets USP 25mg (500 ' s Tablets) 

Sr. 
NDC Code 

Batch 
Pack Size 

No. Nu mber 
1 68462- I 65-05 19243104 500's Tablets in Container 

Page 1 of 5 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
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J; xpiry 
Date 

1\ lay-26 

i'~xpiry 
Date 

Mt:av-26 
May-26 
May-26 

I 

Expiry 
Date 

Jul-26 

I 

Expiry 
Date 

Jul-26 
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The recall to the retail level of the above-identified Carvedilol Tablets USP 3.125mg, 121 mg, and 

25mg batches have been initiated due to the presence of a nitrosamine, 'N-Nitroso Ca edilol I' 

Impurity above the current Acceptable Intake Level. To date, Glenmark has not rece ved any 

reports of adverse events related to this recall. 

Nitrosamines are common in water and foods, including cured and grilled meats, dairy f roducts, 

and vegetables. These impurities may increase the risk of cancer if people are expose to them 

above acceptable levels over long periods of time, but there is no immediate risk to patieyts taking 

the medication and the probability of serious adverse health consequences is remote. 

Please see the details of product batches listed in the above table and refer to the encloser 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 p~oduct immediately and not dispense ar y further 

product from these lots. Glenmark Pharmaceuticals Inc., USA initiated shipment of th~:s product 

on 08/28/2024. 

In addition, if you are a wholesaler/ distributor, who has further distributed this prod~ct, please 

identify those retail customers and notify them at once of this Product recall. Your noti fi cation 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. 

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

Solutions (address below) using the Postage Paid Product Return label that was providf d in your 

Recall Return Packet. 

Page2of5 

Inmar Rx Solutions 

3845 Grand Lakes Way 
Grand Prairie, TX 75050 

Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 
T: 1 201 684 8000 F: 1 201 83 1 0080 www.glenmarkpharma.com/usa 
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Please complete and return the enclosed response form preferably within 72 hours of rf ceipt of 
this notification. Please either fax your response to 817-868-5362 or ehiail to 

Rxrecalls@Inmar.com. 

If you have any questions regarding your recall return please contact Inmar at 855-709-6 

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

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

Thank you for your cooperation, 

Sincerely, 

GLENMARK PHARMACEUTICALS INC., lUSA 

thomas.callaghan@gl Digitally signed by I 
thomas.callaghan@glenmarkpharma.com 

en mar kph a rm a .c Q m Date: 2025.08.07 09:30:53 -04'00' 

Thomas Callaghan 

Executive Director - Regulatory Affairs, North America 

US Agent for Glenmark Pharmaceuticals Limited 

Enclosure(s): 

Product Labels 

Recall Return Response Form 
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Each tablet contalos carvedllo l USP, 
3.125 mg. 
Product meets USP Dissolution Test 2 
Usual Dosage: See accompanying 
prescribing information . 
Store at 21l"C to 25°C (68"F to Tl"F) [see 
USP Controlled Room Temperature). Protect 
from moisture. Dispense In a tight container. 
Important Use sa fety closu res when 
dispeoslng this product unless otherwise 
di-ected by physician or requested by 
purchaser. 

~~;~t~ct:~dpb'nnaccuticals LtcL 
Colvale-Bardez, Goa 4U:!ST~fa' 
GQIDRUGS/6'18 
Manufactured for. 
G len.mark Pharmacculicals Inc .• USA 
Mahwah, IIJ 07430 
09/19 

PE444TT09t '!- I Jlll~~ll~lllllll[ ~ lllll 1117 

Questions? t (888) 721 -7115 
__ .... ____ __ www.glenmark.pharma-us.com .. 
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Each tablet cootains carwdilot USP, 
3.125mg. 
Product meets USP Dissolutioo Test 2 
Usual Dosage:: See accompMying 
prescribing Information. 
Store at 20"C to 25'C (68"F to TT"F) [see 
USP Coot rolled Room Temperature]. Protect 
from moisture . Dispense In a tight cootainer. 
lmponant: Use safety closures when 
dispensing this product unless otherv.ise 
directed by physlcia, or requested by 
purchaser: 
Manufacturell by: 
G l~nmark P'1armaccuticab Ltd . 
COll/ale0Banlez, Goa 403513, India 
GO/ORUGS/648 
Manufactured for: 
Glc:nmark Pharmaceuticals lnc., USA 
Mah\•oo, NJ 07430 
09/19 

J !Hlll l~l llllll~ ~llllllli . PE"4471i091'!-I 

Ouostions? 1 (888) 721-7115 
___ . ______ www.glcnmarkpharma-us.com _ 
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Each tablet contains carvedilol USP, 25 mg. 
Produ ct meets USP Disso lution Test 2 
Usual Dosage : See accompanying 
prescribing information. 
Store at 2!l°C to 25°C (68°F to 77°F) [see USP 
Controlled Room Temperature l· Protect 
from moisture. Dispense In a tight conta iner. 
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Important: Use safety closures when dispensing this 
product unless otherwise directed by physic ian or 
requested by purchaser. 
Manufactured by: Glenm.,rk Pharmaceut ica ls L td. 
Colvale-Bardez, Goa 403513, Ind la 
GO/DRU GS/648 
Manufactured for. 
Glenmark 
Pharmaceuticals 
Inc., USA 
Mahwah. NJ 07 430 
09/19 
PE444170919·1 

~ JUl JL. 
Questions? 1 (888) 721-7115 

www.glenrnarkpharma-us.com 
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Each tablet contains carvedilol USP, 12.5 mg. 
Product meets USP Dissolution Test 2 
Usual Dosage: See accompanying prescribing 
information. 
Store at 2!l°C to 25°C (68°F to 77°F) (see USP 
Controlled Room Temperature]. Protect 
from moisture. Dispense in a tight container . 
Important: Use safety closures when 
dispensing this product unless otherwise 

,._g_lrected by physic ian or requested by purchaser. 
Manufactu red by: 
Glenmark Pharmaceuticals Ltd. 
Colvale-Bardez, Goa 403513, India 
GO/ORUGS/648 
Manufactured for: 
G lenmark 

JII.IJll~lll IIIJI!. 
Pharmaceuticals 
Inc., USA 
Mahwah, NJ 07430 
09/19 

Questions? 1 (888) 721 -7115 
PE◄44150919-1 www.glenmerkpherme-us.com 
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NDCl514152-162-01 

Carvedilol 
Tablets, USP 

1a.12s mul 
....,,~ 

Rx Only 100 Tablets 

M Digitally signed by 
ay May Breedlove 

di Date:2019.11.06 
Bree ove 10,os,11 -05•00· 

JAR SIZE : 40 CC 
SAME SIZE ARTWORK 

LABEL SIZE : 105 mm x 30 mm 
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Donna­
Marie 
Walters 

Digitally signed 
by Donna-Marie 
Walters 
Date: 2019.11.06 
10:40:55 -05'00' 

UWM.'f.Slil:ll.vllA 
»- ■ m-

l 
♦ 

MINIMUM FONT SIZE: 3.9 PT 

Carole 
Capella 

GLENMARK PHARMACEUTICALS LTD. J;idhi111dilUid,fodh@tiHU Ii DATE: PANTONE SHADE NO: - BLACK 
- 186C 

lttm wcle, Ytf1ion. eor-t.ncy PRODUCT NAME: Carvedilol Tablets USP 3.125 mg 

ITEM CODE: PE44476 VERSION: ~ I =--~=-- 1 

PKG. DEV.: 

PHARMACODE: I RA II """""""· I 
COUNTRY: USA II I QA: II """'"' 
LOCATION: GOA PRODUCTION: ! - " """ I 
PACK : LABEL· 100 TABLETS 

ACTUAL SIZE: 105 mm x30 mm REMARKS: 

SPECIFICATION: A UV VARNISH COATED FASPRINT NG/PERMANENT (HITAC)/ PET 23 STICKER LABEL FROM AVERY 
DENISON PRINTED AS PER APPROVED ARTWORK. BATCH PRINTING AREA REMAINS UNVARNISHED 

Digitally signed 
by Carole Capella 
Date: 2019.11.06 
12:54:53 -05'00' 
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Carvedilol 
Tablets , USP 

!3.12s mg l 
G 

<;lenmaok 

Rx Only 500 Tablets 

M Digitally signed by 
ay I May Breedlove 

JAR SIZE : 40 CC 
SAME SIZE ARTWORK 

LABEL SIZE : 105 mm x 30 mm 
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Donna-

d I Date: 2019.11.06 
Bree ove 10,17,39-05•00· 

Marie 
Walters 

MINIMUM FONT SIZE: 3.9 PT 

Digitally signed by 
bonna•Marie 
~ alters 
Date: 2019_ 11.06 
10:41 :32 -05'00' 
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I 

-. 

Carole 
Capella 

Di~itally signed 
by Carole Capella 
Date: 2019.11.06 
12:55:0B -05'00' 

DATE. PANTONE SHADE NO: - BLACK (=iriOIIMhii•WhMWWOiitJHfr I • 
PRODUCT NAME: Carvedilol Tablets USP 3.125 mg~ II Ill!!' 

186 
c I 

PKG. DEV.: 
ttemcode,Vtrlioll.Conslsterq 
Oll0a,,gn, owi,:rn,laru,Pack 

ITEM CODE: PE44477 VERSION:~ I "'·""'"'""' ' '-' I 
PHARMACOOE: I RA Ii "'"-'"' I 
COUNTRY: USA II I QA: u Enlirl?b:1 

LOCATION: GOA PROOUCTION:1 - '"'""'" I 
PACK : LABEL · 500 TABLETS 

ACTUAL SIZE: 105 mm x 30 mm REMARKS: 

SPECIFICATION: A UV VARNISH COATED FASPRINT NG/PERMANENT (HITAC)/ PET 23 STICKER LABEL FROM AVERY 
DEN ISON PRINTED AS PER APPROVED ARTWORK_ BATCH PRINTING AREA REMAINS UNVARNISHED 
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Each tablet contains carvedilol USP. 12.5 mg. 
Product meets USP Dissolution Test 2 
Usual Dosage: See accompanying prescribing 
information. 
Store at 20°G to 25°G (68°f to 77°F) [see USP 
Controlled Room Temperature]. Protect 
from moisture. Dispense in a tight container. 
Important: Use safety closures when 
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dispensing this produc1 unless otherwise 
directed by physician or requested by purchaser. 

·~taclured·by:-
Glenmark Pharmaceuticals Ltd. 
Colvale-Bardez, Goa 403513, India 
GD/DRUGS/648 
Manufactured for: 
Glenmark 
Pharmaceuticals 
Inc., USA 
Mahwah, NJ 07430 
09/19 Jlllillli~III, I[ j lllll 111. 

Questions? 1 (888) 72 1-7 11 5 

__ -~~~~~ ! ~~ ! ~--1_ _ _ _ _ _ www.glenm~rkpharma-us.com 
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the symptoms of low blood sugar. 
especially a last heartbeat. 
Carvedilol tablets may mask the 
symptoms ol hyperthyro idism 
(overactive thyroid) 
Wonn ing 01 HUii l llerg lc 
re1cll0n1. 
Rarebutseriousallefgicreact1ons 
(Including hives or swelling ol the 
tace, hps, tongue. and/orthroat!hat 
may cause difficulty in breathing or 
swallowing) havehappenedmpatients 
whowereoncarvedilOltablets. These 
reactionscanbetne-ttueatenlng. 

Other side el!ects o! carvedilol tablets 
include shOrtness or breath. weigh! Qain, 
diarrhea. andlew!rtearsordryeyestha1 
become bothersome ii you wear contact 

"""' 
Gallyourdoctorilyouhavea11Ysideeflects 
lha\botheryouordon'tgoaway. 
Galt you, doctorlormedicalaoviceabout 
skleeffects. Youmayreportsicleettectsto 
FDAat1-800-FDA-1088 

H0w 1houldlllor1 C1mdil0IT1bl1ts? 
Storecarvediloltabtetsa12trC1025"C 
(68°F 10 7rf) [suUSPControtled 
Room Temperature] . Pro1ect from 
moisture.D1Sj)enseinatightcontamer. 
Sa1ely. throwawaycarvedilOI tablets 
lhatareoutoldateoroolOngerneeded. 
KeepcaM!dilol tablelsandallmtd ieines 
oulolthereacholchildren 

G1n1r1I lnlormaUon about C1rvedllot 
Tablets 
Medicines are sometimes p!'escribed tor 
condilionsother lhanthosedescribellln 
patient information leaflets. Do oot use 
carvediloltable!sloracondit10nlorwhieh 
ilwasnotprescribed.DcnotgivecafVedHol 
tablelSIOOtherpeople, eveniltheyhave 
the same symptoms you have. II may 
harm them. 
This leaflet summariles the most Important 
lnlormatlonaboutcaf\'edilol tablets. If 
you wou!d like more informalion, talk 
with your doctor. You can ask your 
doctor or pharmacist !or information 
aboutcarvediloltabletsthat iswrinen tor 
healttlcareprofessionals.YoucanalSolind 
outmoreaboutcarvedilOltabletsbycalling 
1(888) 721-7115. ThiScalliSITee. 

What are the Ingredients in Carvt1dllol 
Teblels? 
Aclivelngredient:carved1lol. 
lnact1ve lngredients: colloillalsihcon 
dioxide, crospovlllone. hypromellose. 
lactosemooo~rate, magnesium stearate. 
potyethy1eneglycol, polysorbate8D. 
povilloneandtitaniumllioxille. 
GarvedilollabletsUSPcomeinthe!Ollowmg 
strengths: 3. \ 25 mg. 6.25 mo. 12.5 mg. 25 
mo 
Whit 11 high blood prenurl 
jhypert1nsion)? 
Bloollpressure isme1orceolbloodin 
yourbloodvesselSwhenyour heart beats 
andwhe11Yourheartrests. You have high 
bloollp!'essurewhenlhelorceiStoomuch. 
High blooll pressure makes the heart work 
harllertopumpbloodlllroughthebooyand 
causesllamagetobloollvesselS.Garvedilol 
tabletscantielpyourblOollvesselsrelaXso 
yourtllood pressure is tower. Melliemes 
that lower blood pressuremaylOweryour 
chanceofhavmgastrokeorheartanack 

Manu!acturellby: 
Glc11mark Pharmac~u1ic"'I~ Lui . 
India 

Manulacturelllor: 

.§... 
Glc11mark Pharmau u1ic:,,Js I nc., USA 
Mahwah, NJ07430 

Ouestioris?l (888) 721-711~ 
www.glenmarkpharma-us.com 

August2023 
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Glenmark Pharmfceuticals Inc. 
RECALL RETURN ~ SPONSE FORM 

CARVEDILOL TABLE TS USP 3.125mg, 12.5mg, and 25mg 
100s and 500s Container pack 

NDC 68462-162-01, 68462-162-05, 68462-164-05, 68462-165-05 
Retail rJevel 

07 August 2025 

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

Customer Name: DEA#: 
DEA # is required, if it is not provided, the processing of your form w fl be delayed. 

Address: I 

Cit : I State: Zi 

Contact Name (Please Print): I 
Telephone#: I Email: 

Contact Signature: I Date: 

DEBIT MEMO# (If unsure, leave blank): l 
Wholesaler Information if not directlv ourchased from Glenmark Pharmaceuticals Inc.: 

Wholesaler Name: I DEA#: 

City: I State: I Zip: 

I have checked my stock and communicated to my customers at the appropriate level: / 
□ I confirm that all locations that received the impaoted products have been notified to tllle Retail level 
_______________ (Initial and date) 

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

□ I have quarantined and li sted in the box below the quantity of recalled units and I will be retu!rning to Inmar, 
as soon as possible. Upon receipt of this Response Form, Inmar, will issue return authorizatio~ label(s) Please 
indicate the # of needed box labels ----

Carvedilol Tablets USP 3.125mg ( I00 's Tablets) 

Sr. , Batch Expiry Tota Full/ Sealed 
Product Name NDC Code Pack Size and ] >artial/ Open No. Number Date 

B1 ttle Count 

1 I Carvedilol Tablets 
68462-162-01 19242272 

1 00's Tablets in 
May-26 USP 3.125mg Container 

Recall Event ID Nl31326 j RCL154-25 



Carvedilol Tablets USP 3.125mg (500's Tablets) 

Sr. Batch Expiry 
Total Foll/ Sealed 

Product Name NDC Code Pack Size and Par~ial/ Open 
No. Number Date 

Botti◄► Count 

1 
Carvedilol Tablets 

68462-162-05 19242274 
500's Tablets in 

May-26 
USP 3.125mg Container 

2 
Carvedilol Tablets 

68462-162-05 19242275 
500's Tablets in 

May-26 
USP 3.125mg Container 

3 
Carvedilol Tablets 

68462-162-05 19242272 
500's Tablets in 

May-26 
USP 3.125mg Container 

Carvedilol Tablets USP 12.5mg (500's Tablets) I 

Sr. Batch Expiry 
Total I ull/ Sealed 

Product Name NDC Code Pack Size and Pa '"tial/ Open No. Number Date 
Bott e Count 

1 
Carvedilol Tablets 

68462-164-05 19243202 
500's Tablets in 

Jul-26 
USP 12.5mg Container 

Carvedilol Tablets USP 25mg (500's Tablets) I 

Sr. Batch Expiry Total Full/ Sealed 
Product Name NDC Code Pack Size and P~ rtial/ Open No. Number I Date 

Bot le Count 

1 
Carvedilol Tablets 

68462-165-05 19243104 
500's Tablets in 

Jul-26 USP 25mg Container 

I 

If you have any questions regarding this form or product return please contact Inmar at 855-709-6717 Office 
hours 9am to 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.¢om 
Recall Event ID N131326 I RCL154-25 

i 

I 
I 

Recall Event ID N131326 I RCL154-25 



his system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on 

om. FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, 

~

on-del ivery, misdelivery, or misinformation, unless you declare a higher value, pay an additional charge, document 

ual loss and file a timely claim. Limitations found in the current FedEx Service Guide apply. Your right to recover from 

or any loss, including intrinsic value of the package, loss of sales, income interest, prof it, attorney's fees, costs, and 

orms of damage whether direct, incidental, consequent ial , or special is limited to the greater of $100 or the authorized 

!d va lue. Recovery cannot exceed actual documented loss. Maximum for items of extraordinary value is $1,000, e.g. 

1, precious metals, negotiable instruments and other items listed in our Service Guide. Written claims must be filed 

strict time limits, see current FedEx Service Gu ide. 

I printing this label: 
;1GNEE COPY· PLEASE PLACE IN FRONT OF POUCH 
d the printed page along the horizontal line. 
ce label in shipping pouch and affix it to your shipment. 
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