
UR(~ENT VOLUNTARY RECALL: Pharmacy Level, .June 18, 2025 

Levothyroxine Sodium Tablets USP 25 mcg, 50 mcg, 100 mcg, 112 mcg, 150 mcg and 175 mcg 

Accord Healthcare, Inc. ("Accord Healthcare") is voluntarily recalling nine lots of Levothyroxine 
Sodium Tablets USP 25 mcg, 50 mcg, 100 mcg, 112 mcg, 150 mcg and 175 mcg, at the Pharmacy Level. 

This recall is being initiated because out of specification results were observed during long term stability 
testing of Levothyroxine Sodium Tablets USP for 25 mcg, 50 mcg, l 00 mcg, 112 mcg, J 50 mcg and 175 mcg. 
The out of specification results were observed on an assay conducted on nine lots of Levothyroxine Sodium 
Tablets. 

The assay content of Levothyroxine Sodium Tablets for lots D2300325 (25 rncg, 94.8% at 24 months), 
02400536 (25 mcg, 94.4% at 12 months), 02400679 (25 mcg, 94.4% at 12 months), D2300087 (50 mcg, 
94.9% at 24 months), 02300092 (100 rncg, 93.2(% at 24 months), D2400722 (100 mcg, 94.7% at 12 months), 
D2300 I 04 (I 12 mcg, 93.8% at 24 months), D2300076 (150 mcg, 94.7% at 24 months), and D2300042 (l 75 
rncg, 94.9% at 24 months) was observed below the approved specification range of 95.0%-105.0% set forth 
on the label. This means that the observed level of active ingredient in the product was below the approved 
specification. 

These may affect the efficacy of the medication. As patient safety is the highest priority, Accord Healthcare 
is taking immediate action to recall the affected product lots. 

Please examine your inventory of Accord Healthcare's Levothyroxinc Sodium Tablets USP 25 mcg, 50 
mcg, 100 mcg, 112 mcg, 150 mcg and 175 mcg for the below listed lot numbers carefully. 

The product label for the recalled product should have the following details, please also refer to the enclosed 
product labels included with this recall letter. 

Levothyroxine Sodium Tablets USP 
Strength Bottle Pack size Product NOC Lot No. Expiry Date 
25 mcg l 90 Tablets 16729-447-15 D2300325 0J /2026 

25 mcg 90 Tablets 16729-447-15 D2400536 02/2026 

25 mcg I 000 Tablets I 6729-447-17 D2400679 02/2026 

50 mcg 90 Tablets 16 729-448-15 D2300087 12/2025 

100 mcg I 000 Tablets 16729-451-17 D2300092 12/2025 

100 mcg l 000 Tablets 16729-451-17 D2400722 03/2026 i 
; 

112 mcg 1000 Tablets 16729-452-17 D2300104 12/2025 

150 mcg I 000 Tablets 16729-455-17 D2300076 12/2025 

175 mcg l 000 Tablets 16 729-456-17 D2300042 12/2025 
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Pharmacy - Please perform the following activities: 

• Examine your inventory immediately for the listed lot numbers of Levothyroxine Sodium Tablets USP 25 
mcg, 50 mcg, 100 mcg, 1 ] 2 mcg, 150 mcg and 17 5 mcg. 

• Immediately discontinue distribution of the recalled Lot numbers of Accord Healthcare' s Lcvothyroxine 
Sodium Tablets USP 25 mcg, 50 mcg, 100 mcg, 112 mcg, 150 rncg and 17 5 mcg. 

• Promptly complete the attached Product Recall Response Form and reply even if you have NO Product to 
return. 

• If you do have product to return, complete the attached Product Recall Response Form, quarantine the stock 
and follow the instructions given on the recall response form. 

• If you have further distributed this lol number to other retailers, please immediately contact them and advise 
them of the recall and have them return their outstanding recalled stock to you. Return this stock as per the 
instructions on the attached Product Recall Response Form. 

Your assistance is appreciated and necessary to prevent any potential health risk to the consumer. 

Accord is working with lnmar Inc. to complete this recall. This recall is being made with the knowledge of 
the Food & Drug Administration. Your cooperation and prompt response to this notice is much appreciated. 

Please complete and return the enclosed "PRODUCT RECALL RESPONSE FORM" as soon as possible, but 
no later than five business days from receipt of this letter. 

Completed Product Recall Response form should be emailed. or sent via FAX to I~MAR. 
Attn: Inmar Rx Solutions, 3845 Grand Lakes Way, Grand Prairie, TX 75050. 
INMAR Email: rxrecalls@inmar.com. FAX; 1-817-868-5362. 

IJ you have any questions about the logistics for returning affected lot' or other issues. please call Rt>call 
Services at 1-855-297-6127, Monday- Friday (excluding holidays), 9am to 5 pm EST. 

INMAR will send you a Return Goods Authorization and shipping label. Appropriate credit for the returned 
product plus handling and shipping expenses wi 11 be issued to you upon receipt of the recalled product with 
the completed Return Goods Authorization. All recalled products returned without a Return Goods 
Authorization may delay the issuance of your credit. 

We appreciate your assistance in this matter. 

Sincerely, 

# 
Sabita Nair, RAC, ASQ-CPGP 
Vice President - Regulatory Affairs 
Accord Healthcare, Inc. 
8041 Arco Corporate Drive, Suite 200 
Raleigh, NC 27617, USA 
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Eacil tablet contains 25 mcg (0.025 0191 
levothyroxine sooiurn USP. 
See package insert !or full P.!escriDing infoirn~Mn. 
Store at 2o•c lo zs•c 166 F to 77°F); excursions 
permiHed lo 1s•c to 3o•c (59°F lo 86°F) {see USP 
Controlled Room Temperature). Protect from light 
and moisture. 
Dispense in a tight, lighl·resistant container as 
described in USP. 
Do not accept ii seal over bottle opening is 
broken or missing. 
Manulactun,d for: Accord Hea!thcare, Inc .. 
Raleigh. NC 2i617. 
Manufactured tr; lntas PMmlilceuticals Umitea. 
camp Road. Selaqtli.Dan,actun-248197, INOIA. 

&di tablet cont:ans 25 fl'q (0 025 ftlQ) 
levotnyro)JOO sodrum USP. 
See r,uckags itlS/.lrrt for Mi PIV..Cllbffio 
mfarmation 
Stor9 at 2trc to 25°G{68"f to n ~fl ; 
ercursioru. p&m11fted to ,s~c to 3<re /59'F 
fo oo•F) (ue USP Controlled Room 
Tmnperatur&) Prated from fiQht and 
moiGture 
Dispense in a tioht. litJbl-msi&tarrt 
cootaiuet as d~rtb&d lo USP. 
Do not accept it seal lM.lr bottle 
oventno is broun or mIS#ing 
Marn.1!actur!ld for: 
Accord Htnlthcaffl. lrte , 
Rakligh. NC 2761 7. 
M:mufactl.lf1ld by: 
lntis Pha~ L1mt!OO, 
CampRcw.SelaQui. 
Dehradoo-248 197. INDIA 

NDC 16729-447-15 

Levothyroxine ! i 
Sodium Tablets, USP ~ g 

25mcg 
(0.025mg) 

Rx Only 

90 Tablet~ 
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Each lal)lel contains 50 mcg (005 mg) 
tevothyroxine sodium USP. • 
SOO package insert for lull prescribing infom1ation. 
Store at 20•c to 25•c (68°F to n•F); excursions 
permitted lo 1s•c to ao•c (59•F lo 86°F) (see USP 
Controlled Room Temperature}, Protect lrom light 
and moisture. 
Dispense in a light, li ghl·resislant container as 
described in USP. 
Do not accept ii seal over bottle opening is 
broken or missing. 
Mamrtacturoct for: Acco1d Heatthc.are. lnc . 
Raleigh, NC 27617. 
Manufactured by: lntas Pharmaceuticals limited, 
Camp Road, Selaqui. Oehradun-248 197, INOIA. 

Each tahlet contains l(JQ m,;;g (0.1 mg) 
levothvroxloe sodium USP. 
See package inseit for full prescrlt>lng 
information. 
Contains FD&C Yellow No. 5 (tartrazine) 
as a color addltlve. 
Store at 20"C to w•t (68'F to 77"Fj; 
ex:oul'$ions pennuted 101~•c to 30"C {59"F 
lo 86"F) (see USP Controlled Room 
Temperature). Proteol from hghl and 
motstu.re. 
Dispense In a light, li!Jhl·reslstanl 
coola1ner ag deSGribed ln USP. 
Oo not eooepl if seal over bottle 
openlng ls broken or mlllslll!l • 
Manufactured for: 
Accord Healthcare, Inc .. 
Raleigh, NC 27617. 
Manufactured by: 
Iotas Ptrarmaceutlcals Limited. 
Camp Rood, Selaqui., 
Dehrarlun-246 197, IND 

NOC 16729-448-15 

Levothyroxine ! I 
Sodium Tablets, USP ~ ~ 

50 mcg 
(0.05mg) 

Rx Only 

90 Tablets 
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NDC 16729-451-17 

Levothyroxine I 
Sodium Tablets, USP ~ 

100mc.g 
(0.1 mg) 

Rx Only 

1000 Tablets 
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Eacti table1 contains 112 mcg {0.112 mg) 
!evolhyroxioo sodium USP. 
See package lnsert for full prescribing 
information. 
i1ore al 2tn to 25•c (68"F 10 1rF); 

exottrsrons pem11tted to 15•c 10 atrc (59°F 
to 86°f) {see USP Controlled Room 
Temperature). Prolecl lrom llgllt end 
moistme. 
Oitlpense in a tight, hght-resistant 
container as dewribed in USP. 
Do not accepl if seal over bottle 
opening is broken or mii$mg. 
Manufactured tor: 
Accord Healthcare, Inc., 
Raleigh, NC 27617. 
Manufactured by: 
Iotas Pharmaceuticals Umi'!ed, 
camp Road, Selaqui, 
!Jehradun•24ll 197, lND!A. 

Each tablet contains 150 mcg (0.1 5 mg) 
levothyroxin& sodium USP. 
See package insert for tun prescrtbing 
information. 
Store a12o•c 10 25•c (68.F to 77"F); 
excursions pem1llled to 1ti°£; to ao•c (.59°F 
lo oo•F} (see USP Controlled Room 
T emperalure). Proteet trom light and 
molsb.1.re. 
Dispense in II tfght, llghf·resislant 
11ontainer as demibed in USP. 
Do not aooept if se.al over bottle 
opening ts broken or missing. 
Manufactured for 
Accord Healthcare, Inc., 
Raleigh, NC 27617, 
Manufactured by: 
lntas Pharmaceuticals Limited. 
Gamp Road, Selaqui, 
Dehradu!r"24S 197, INDIA., 

NOC 16729-452-17 
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Eacll tablot contalns 175 mcg {0. 175 mg} 
levo!hyroxine sodium USP. 
See package insert tor lull prescrtbing 
information. 
Store at 20~c to 2:;•c (68"F 10 77"F); 
excursions pettnitted lo 15•c to ao•c (59' F 
to 86~f) {see USP Controlled Room 
Temperature). Protect lroru light end 
moisture. 
Dl&µell$e Ill a tight, lighl-feiislent 
container as dncribed in USP. 
Do nol aCGepl ii seal over bottle 
opeoing Is broken or missing. 
Manufactured for 
AccOld Healthcare. lnc .. 
Raleigh, NC 27617. 
Manulactured by: 
ln!as ?ham1aceuticals limited , 
Camp Road, Sela.qui, 
Oehradun-248 197, fNDIA. 

NOC 16729-456-17 
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accc)r 
PRODUCr RECALL RESPONSE FORM 

Product Recall Date: June 18.,_ 2025 Voluntary Recall; Pharmacy Lrvel 

Levothyroxine Sodium Tablets USP 
Strength Bottle Pack size ProductNDC Lot No. Expiry Date 

25 mcg 90 Tablets 16729-447-15 D2300325 0l /2026 

25 mcg 90 Tablets 16729-447-15 D2400536 02/2026 

25 mcg I 000 Tablets 16729-447-l 7 D2400679 02/2026 

50mcg 90 Tablets 16729-448- l 5 D2300087 I 2i2025 

100 mcg 1000 Tablets 16729-451-17 D2300092 12/2025 

JOO mcg l 000 Tablets 16729-451-1 7 D2400722 03/2026 
--

112 mcg 1000 Tablets 16729-452-17 D2300104 12/2025 

150 mcg I 000 Tablets l 6729-455-17 D2300076 12/2025 
--------

175 mcg l 000 Tablets 16729-456-17 D2300042 12/2025 

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

Customer Name ________________ ____ DEA # _____ _ 

*DEA# is required, (f not provided the processing of your jbrm will be delayed. 

Address ___ __ _ 

City _____________________ State _________ _ 

Zip ____________________________ _ 

Contact Name (please print) _ _ __________ _ Telephone # _____ _ 

Contact Signature _ ___________ _ ______ Date _ ____ __ _ 

If you did not purchase the product directly from the Manufacturer, please complete the following section. 

Purchased from: Name _ _ ____ _________ DEA # ____ ___ _ 

Address _______ ___ _ _ _______ ___ _____ _ _ _ 

City _______ ___________ _ _ State ___ ___ __ _ 

Zip ___ _______________________ ____ _ 

<b 
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Please ch~~k 1111 appropriate boxes: 

D I have read and understand the recall instructions provided in the letter. 
D I have checked my stock and have quarantined inventory consisting of ______ ... bottles/units. 

Any adverse events associated with recalled product? 

□Yes D NO If yes, please explain: ___ __________________ _ _ 

Please describe your business: ------------------------------

1 have checked mr stock and: 

___ Do not have any stock ofrecalled items. 

OR 

___ Have quarantined and listed in the box above the quantity of bottles/units of Levothvroxine Sodium Tablets 
USP 25 mcg, 50 mcg, 100 mcg, 112 mcg, 150 mcg, 175 mcg and will be returning them to lnmar, as soon as 
possible. 

Upon receipt of this Response Form, lnmar will issue re tum authorization label(s). 

Please indicate the number of box labels needed: ______ _ 

Completed Product Recall Response form should he emailed, or sent via FAX to fNM AR. 
Attn: Inmar Rx Solutions, .3845 Grand Lakes Way, Grand Prairie. TX 75050. 
INMAR Email: rxrecalls@inmar.com. FAX: 1-817-868-5362. 

Even if you do not possess any inventory of the lot being recalled, we would appreciate it iJ you could stiH 
fill out and return the "PRODlJCT RECALL RESPONSE FORM''. 

Jfyou have any questions about the logistics for returning affected lot or other issues, please rail Re('all 
Services :d l-855-297-6127, M.onclay- Friday (excluding holidays), 9am to 5 pm EST. 
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