URGENT VOLUNTARY RECALL: Pharmacy Level, August 05, 2026

Levothvroxine Sodium Tablets USP 25 mcg, 50 mcg, 75 mcg, 88 mcg, 100 mcg, 112 mcg, 125 mcg, 137
mcg, 150 mcg, 175 mcg, 200 mcg and 300 mcg

Accord Healthcare, Inc. (“Accord Healthcare”) is voluntarily recalling Multiple lots of Levothyroxine
Sodium Tablets USP, 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 25 mcg, 50 mcg and 137 mcg. The out of specification results
were observed during assay testing conducted on multiple lots of Levothyroxine Sodium Tablets.

The assay content of Levothyroxine Sodium Tablets for lots D2401833 (25 mcg, 94.4% at 21 months),
D2401927 (25 mcg, 94.3% at 21 months), D2401834 (50 mcg, 94.6% at 21 months), D2401982 (50 mcg,
93.8% at 20 months) and D2402127 (137 mcg, 94.7% at 20 months) were observed to be below the approved
specification range of 95.0% to 105.0% set forth on the label. This means that the observed level of active
ingredients in the product was below the approved specification.

These results 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.

In addition, as a precautionary measure and to further mitigate any potential risk, Accord Healthcare has also
included other lots with the same expiry period in the recall. These additional product strengths include
Levothyroxine Sodium Tablets USP 75 mcg, 88 mcg, 100 mcg, 112 mcg, 125 mcg, 150 mcg, 175 mcg, 200
mcg, and 300 mcg.

A cumulative list of all affected lots included in this recall is provided in the table below.

Please examine your inventory of Accord Healthcare’s Levothyroxine Sodium Tablets USP 25 mcg, 50
mcg, 75 mcg, 88 mcg, 100 mcg, 112 mceg, 125 mcg, 137 meg, 150 mcg, 175 mcg, 200 mcg and 300 mcg
for the below listed lot numbers carefully.

The recalled product can be identified by the strength, package size, NDC number, lot number, and expiration
date listed below. Please also refer to the enclosed product labels included with this recall notification for
identifying the recalled product.

Levothyroxine Sodium Tablets USP
Strength | Bottle Pack size | Product NDC Lot No. Expiry Date Product Shipment Dates
25 meg 1000 Tablets 16729-447-17 D2401927 08/31/2026 03/05/2025 - 04/14/2025
25 meg 1000 Tablets 16729-447-17 D2401833 08/31/2026 02/14/2025 - 03/26/2025
25 mcg 1000 Tablets 16729-447-17 D2402551 11/30/2026 04/14/2025 - 04/30/2025
25 mcg 1000 Tablets 16729-447-17 D2402552 11/30/2026 04/30/2025 - 05/21/2025
25 mcg 1000 Tablets 16729-447-17 D2500220 12/31/2026 05/21/2025 - 06/11/2025
25 meg 1000 Tablets 16729-447-17 D2500223 01/31/2027 06/11/2025 - 07/24/2025
50 mcg 1000 Tablets 16729-448-17 D2401834 08/31/2026 02/11/2025 - 02/20/2025
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Strength | Bottle Pack size | Product NDC Lot No. Expiry Date Product Shipment Dates
50 mcg 1000 Tablets 16729-448-17 D2401982 08/31/2026 02/19/2025 - 03/05/2025
50 mcg 1000 Tablets 16729-448-17 D2402584 11/30/2026 03/05/2025 - 03/19/2025
50 mcg 1000 Tablets 16729-448-17 D2402585 11/30/2026 03/18/2025 - 04/03/2025
50 mcg 1000 Tablets 16729-448-17 D2402586 11/30/2026 04/01/2025 - 04/10/2025
50 mcg 1000 Tablets 16729-448-17 D2402588 11/30/2026 04/23/2025 - 04/30/2025
50 mcg 1000 Tablets 16729-448-17 D2402587 11/30/2026 04/10/2025 - 04/23/2025
50 mcg 1000 Tablets 16729-448-17 D2402589 11/30/2026 04/30/2025 - 05/08/2025
75 mcg 1000 Tablets 16729-449-17 D2402016 08/31/2026 03/05/2025 - 03/28/2025
75 mcg 1000 Tablets 16729-449-17 D2402017 08/31/2026 03/05/2025 - 04/10/2025
88 mcg 1000 Tablets 16729-450-17 D2401813 08/31/2026 02/14/2025 - 04/23/2025
88 mcg 1000 Tablets 16729-450-17 D2401814 08/31/2026 03/11/2025 - 05/21/2025
88 mcg 1000 Tablets 16729-450-17 D2500200 12/31/2026 05/21/2025 - 06/18/2025
88 mcg 1000 Tablets 16729-450-17 D2500219 12/31/2026 06/18/2025 - 07/24/2025
100 meg 90 Tablets 16729-451-15 D2402186 09/30/2026 03/13/2025 - 06/13/2025
100 mcg 1000 Tablets 16729-451-17 D2402019 08/31/2026 03/04/2025 - 03/25/2025
100 meg 1000 Tablets 16729-451-17 D2402094 09/30/2026 03/25/2025 - 04/03/2025
100 meg 1000 Tablets 16729-451-17 D2500022 12/31/2026 04/23/2025 - 05/08/2025
100 mcg 1000 Tablets 16729-451-17 D2500023 12/31/2026 05/07/2025 - 06/04/2025
100 mcg 1000 Tablets 16729-451-17 D2500021 12/31/2026 04/04/2025 - 04/23/2025
112 mcg 1000 Tablets 16729-452-17 D2402443 10/31/2026 03/12/2025 - 04/23/2025
112 mcg 1000 Tablets 16729-452-17 D2402444 10/31/2026 03/04/2025 - 05/14/2025
112 meg 1000 Tablets 16729-452-17 D2402445 10/31/2026 05/14/2025 - 07/02/2025
125 mcg 1000 Tablets 16729-453-17 D2401983 08/31/2026 02/11/2025 - 03/12/2025
125 meg 1000 Tablets 16729-453-17 D2402640 11/30/2026 04/02/2025 - 04/30/2025
125 meg 1000 Tablets 16729-453-17 D2402641 11/30/2026 04/30/2025 - 06/11/2025
125 meg 1000 Tablets 16729-453-17 D2500224 01/31/2027 06/11/2025 - 10/06/2025
137 meg 90 Tablets 16729-454-15 D2402125 09/30/2026 02/18/2025 - 06/05/2025
137 meg 90 Tablets 16729-454-15 D2402126 09/30/2026 02/24/2025 - 09/03/2025
137 meg 90 Tablets 16729-454-15 D2402127 09/30/2026 09/03/2025 - 11/10/2025
137 mcg 1000 Tablets 16729-454-17 D2402523 11/30/2026 02/12/2025 - 06/25/2025
137 meg 1000 Tablets 16729-454-17 D2402524 11/30/2026 06/25/2025 - 08/06/2025
150 meg 1000 Tablets 16729-455-17 D2402195 09/30/2026 04/22/2025 - 06/04/2025
150 meg 1000 Tablets 16729-455-17 D2402196 09/30/2026 06/04/2025 - 07/16/2025
150 mcg 1000 Tablets 16729-455-17 D2402197 09/30/2026 07/16/2025 - 09/17/2025
175 meg 90 Tablets 16729-456-15 D2402642 11/30/2026 06/18/2025 - 11/05/2025
175 meg 1000 Tablets 16729-456-17 D2401832 08/31/2026 01/28/2025 - 03/05/2025
175 meg 1000 Tablets 16729-456-17 D2402525 11/30/2026 03/04/2025 - 04/23/2025
175 meg 1000 Tablets 16729-456-17 D2402527 11/30/2026 06/11/2025 - 07/23/2025
175 meg 1000 Tablets 16729-456-17 D2402526 11/30/2026 04/25/2025 - 06/13/2025
175 meg 1000 Tablets 16729-456-17 D2402644 11/30/2026 09/18/2025 - 11/19/2025
175 meg 1000 Tablets 16729-456-17 D2402643 11/30/2026 07/23/2025 - 10/01/2025
200 mcg 90 Tablets 16729-457-15 D2402430 10/31/2026 04/01/2025 - 07/11/2025
200 mcg 90 Tablets 16729-457-15 D2402431 10/31/2026 03/19/2025 - 11/05/2025
200 mecg 1000 Tablets 16729-457-17 D2402432 10/31/2026 03/18/2025 - 06/25/2025
200 mecg 1000 Tablets 16729-457-17 D2500180 12/31/2026 06/25/2025 - 09/10/2025
300 mcg 90 Tablets 16729-458-15 D2402337 10/31/2026 04/02/2025 - 12/18/2025
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Pharmacy - Please perform the following activities:

e Examine your inventory immediately for the listed lot numbers of Levothyroxine Sodium Tablets USP 25
mcg, 50 mecg, 75 mcg, 88 mcg, 100 mcg, 112 mcg, 125 mcg, 137 mcg, 150 mecg, 175 mcg, 200 mcg and
300 mcg.

e Immediately discontinue distribution of the recalled Lot numbers of Accord Healthcare’s Levothyroxine
Sodium Tablets USP 25 mcg, 50 mcg, 75 mcg, 88 mcg, 100 mcg, 112 mcg, 125 mcg, 137 mcg, 150 mcg,
175 mcg, 200 mcg and 300 mcg.

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

e 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.

e [fyou have further distributed this lot 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 Inmar 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 INMAR,
Attn: Inmar Rx Solutions, 3845 Grand Lakes Way, Grand Prairie, TX 75050.
INMAR Email: rxrecalls@inmar.com. FAX: 1-817-868-5362.

If you have any questions about the logistics for returning affected lot or other issues, please call Recall
Services at 1-855-423-5043, Monday — Friday (excluding holidays), 9am to S pm EST.

INMAR will send you a Return Goods Authorization and shipping label. Appropriate credit for the returned
product plus handling and shipping expenses will 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.
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accord

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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Each tablet contains 25 meg (0,025 ma)
levothyroxine sodium USP.

Sea package insert for full prescribing
information.

Store at 20°C to 25°C (68°F to 77°F);
excursions parmitted to 15°C to 30°C (59°F
to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moistura.

Dispense in a tight, light-resistant
container as describad in USP.

Do not aceapt if seal over hottle
opening is broken or missing.
Manufactursd for:

Accord Healthcars, Inc.,

Ralsigh, NG 27617.

Manufactursd by

Intas Pharmaceuticals Limited,

Gamp Road, Selaqui,

Dehradun-248 197, INDIA.

NDC 16729-447-17

Levothyroxine

Sodium Tablets, USP

25 meg

(0.025 mg)
Rx Only

1000 Tablsts

accord

803552 2 BE18912  INLOD9S WM. Lic. No.: 15UAECP- 2006

I'I!-I [lllkl.f'l |'||H'

Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm

L}
3

Each tablet contains 50 meg (0.05 mg)
levothyroxine sodium USP.

See package insert for full prescribing
information.

Store at 20°C to 25°C (68°F to 77°F);
excursions permitted to 15°C to 30°C (50°F
to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over bottle
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,

Camp Road, Selaqui,

Dehradun-248 011, INDIA.

NDC 16720-448-17

Levothyroxine

Sodium Tablets, USP

50 meg

(0.05 mg)
Rx Only

1000 Tanlets

accord

8035543 8619478 INL095 Mig. Lic. No.: 15/UA/SC/P-2006

7
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N
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Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50X 30 mm

1 1?| 8
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Each tablet contains 75 mcg (0.075 mg)
levothyroxine sodium USP.

See package insert for full prescribing
information.

Store at 20°C to 25°C (68°F to 77°F);

excursions permitted to 15°C to 30°C (50°F

to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over hottle
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,
Camp Road, Selaqui,

Dehradun-248 011, INDIA.

NDC 16729-449-17

Levothyroxine
Sodium Tablets, USP

75 meg

(0.075 mg)
Rx Only

1000 Tablets
accord

8035563 8619474 INL095 Mig. Lic. No.: 15/UA/SC/P-2006

| 6?29|1.=’«9‘I7|

Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm

N
3

1
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Fach tablet contains 88 mcg (0.088 mg)
levothyroxine sodium USP.

See package insert for full prescribing
information.

Contains FD&C Yellow No. 5 (tartrazine)
as a color additive.

Store at 20°C to 25°C (68°F to 77°F);

excursions permitted to 15°C to 30°C (59°F

fo 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over hottle
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,
Camp Road, Selaqui,

Dehradun-248 011, INDIA.

NDC 16729-450-17

Levothyroxine
Sodium Tablets, USP

88 mey

(0.088 mg)
Rx Only

1000 Tablets
accord

8035583 8619483 INL0O95 Mfg. Lic. No.: 15/UA/SC/P-2006
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N
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672914
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Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm




Each tablet contains 100 meg (0.1 mg)
levothyroxine sodium USP.
See package insert for full prescribing informafion.

Gontains FD&C Yellow No. 5 (tartrazine) as a color additive.

Store at 20°C to 25°C (68°F to 77°F); excursions

permitted to 15°C to 30°C (39°F to 86°F) (see USP
Controlled Room Temperature). Protect from light Sodium TahIEts USP

and moisture.

Dispense in a tight, light-resistant container as
described in USP.

Do not accept if seal over bottle opening is
broken or missing.

Manufactured for: Accord Healthcare, Inc.,
Raleigh, NC 27617.

Manufactured by; Infas Pharmaceuticals Limited,
Gamp Road, Selaqui, Dehradun-248 011, INDIA.

NDC 16729-491-15

Levothyroxine

INLO87

15/UA/SC/P-2006

80 3559 3 8619480

100 meg

(0.1mg)
Rx Only

90 Tablets

Mfg. Lic. No.:

accord

N
3672904511504

Keep area blank & varnish free for
overcoding Lot and EXP & Data matrix
40X 20 mm

Each tablet contains 100 mcg (0.1 mg)
levothyroxine sodium USP.

See package insert for full prescribing
information.

Contains FD&C Yellow No. 5 (tartrazine)
as a color additive.

Store at 20°C to 25°C (68°F to 77°F);
excursions permitted to 19°C 1o 30°C (99°F
to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over botile
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,

Camp Road, Selaqui,

Dehradun-248 197, INDIA.

NDC 16729-451-17

Levothyroxine:
Sodium Tablets, USP

100 mcg

(0.1 mg)
Rx Only

2

803560 2 8518920 INLO9S Mfg. Lic. No: 15/UASC

1000 Tablets
accord

JnImimi

Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm




Each tablet contains 112 meg (0.112 mg)
levathyroxine sodium USP.

See package insert for full prescribing
information.

Store at 20°C to 25°C (68°F to 77°F);
excursions permitted to 15°C to 30°C (99°F
to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over hottle
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,

Camp Road, Selaqui,

Dehradun-248 197, INDIA.

NDC 16729-492-17

Levothyroxine

Sodium Tablets, USP
112 meg
(0.112 ma)
Rx Only
1000 Tablets
accord

INLO9S  Mig. Lic. Mo.: 15/ UASC/P-2008

80 3566 2 BE18921

JUWTY

Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm

Each tablet contains 125 mcq (0.125 mg)
levothyroxine sodium USP.

See package insert for full prescribing
information.

Store at 20°C to 25°C (68°F to 77°F);
excursions permitted to 19°C to 30°C (29°F
to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over bottle
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,

Camp Road, Selaqui,

Dehradun-248 011, INDIA.

NDG 16729-453-17

Levothyroxine
Sodium Tablets, USP

120 meg

(0.125 mg)
Rx Only

1000 Tablets
accord

80 3568 38619482  INLO9S Mig. Lic. No.: 15UASC/P-2006

JUUNR

Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm




Each tablet contains 137 meg (0137 mg)
levothyroxine sodium USP.

See package insert for full prescribing information,
Store at 20°C to 25°C (68°F to 77°F); excursions
permitted to 15°C o 30°C (59°F to 86°F) (see USP
Controlled Room Temperature). Protect from light
and moisture,

Dispense in a tight, light-resistant container as
described in USP.

Do not accept f seal over hottle opening is
broken or missing.

Manufactured for. Accord Healthcare, Inc,

Raleigh, NG 27617.

Manufactured by: Infas Pharmaceuticals Limited,
Camp Road, Selaqui, Dehradun-248 011, INDIA,

NDG 16729-454-15

Levothyroxine
Sodium Tablets, USP

Rx Only

90 Tablets
I accord M

2006
INLOB7

Mfg. Lic. No.: 15/UA/SC/P

80 3569 3 8619473

N
3672905541510 5

Keap area blank & vanish free for
overcoding Lot and EXP & Data matrix
40X 20 mm

Each fablet contains 137 meg (0.137 mg)
levothyroxine sodium USP,

See package insert for full prescribing
information.

Store at 20°C to 25°C (68°F to 77°F);
excursions permiited to 15°C to 30°C (99°F
to 86°F) (see USP Controlled Room
Temperature). Protect from light and
moisture.

Dispense in a tight, light-resistant
container as described in USP.

Do not accept if seal over hottle
opening is broken or missing.
Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited,

Camp Road, Selaqui,

Dehradun-248 011, INDIA.

NDC 16729-454-17

Levothyroxine :
Sodium Tablets, USP

Rx Only

803570 3 8519435 INLOSS Mfg. Lic. No. 15Ua/SC

1000 Tablets
I occord B

I

Keep area blank &
varnish free for overcoding
Lotand EXP & Data matnx

50 X 30 mm

|9




Each tablet contains 150 meg (0.15 mg)

levothyroxine sodium USP. NDC 16729-495-17
See package insert for full prescribing = )
i I . K [ b A &

e oseeerorn,  LEVOLNYroOXine

exoursions permitied to 15°C 0 30°C (59°F - Sodljum Tablets, USP
to 86°F) (see USP Gontrolled Room

Temperature). Protect from light and

moisture. 1 50 meg
Dispense in a tight, light-resistant (0.15 mg)
container as described in USP. .

Do not accept if seal over boitle Rx Only
opening is broken or missing.

Manufactured for:

Accord Healthcare, Inc.,

Raleigh, NC 27617.

Manufactured by:

Intas Pharmaceuticals Limited

Camp Road, Selaqui, | 1000 Tee Hm“lm“"
Dehradun-248 197, INDIA. accord

Keep area blank &
varnish free for overcoding
Lot and EXP & Data matrix

50 X 30 mm

B0 3572 28618928 INLO9S Mfg. Lic. Mo 15 UASC/P-2006

Each tablet contains 175 meg (0.175 mg) NDC 1 6729.456-

levothyroxine sodium USP.

© ~

See package insert for full prescribing information. =5 N
Sore 21208 0 5° 68 1 T excursis Le\mlhvrﬂxme S 2 sillTs7 291567509
permitted o 15°C to 30°C (59°F to 86°F) (see USP &=
Controlled Room Temperature). Protect from light Sodium Tahlels, USP 2
?)I'Id i fight, light-resistant contai % N

Ispense in a tight, light-resistant container as 175 205
described in USP. me Lo
Da not accept fsealover e opening is (0.175 mg) 59 Keep area blank & varmish iree for
broken or missing. Zm overcoding Lot and EXP & Data matrix
Manufactured for: Accord Healthcare, Inc,, Rx Only 8o 40X 20 mm
Ralaigh, NG 27617. o0 — i
Manufactured by: Infas Pharmaceuticals Limited, Tabl S a
Gamp Road, Selaqui, Defiradun-248 011, INDIA. accord@=2®




Each tablet contains 175 meg (0.175 mg)

levothyroxine sodium USP, NDC 16729-456-17 ‘I”IIJUIII[! IIJ
See package insert for full prescribing = .

inf ion. i
ot wsoaeorrs, LEVOLNYIOXING | ‘

eXcursions |JBI1'IIIItB[| t015°C1030°C (59°F - Sodium Tablets, USP
to B6°F) (see USP Controlled Room

Temperature). Protect from light and

moisture. 175"“39

Dispense in a tight, light-resistant

Keep area blank &
varnish free for overcoding

container as described in USP. (0.175 mg) Lot and EXP & Data matrix
Do not accept if seal over bottle Rx Only 50 X 30 mm
opening is broken or missing.

Manufactured for:

Accord Healthcare, Inc.,
Raleigh, NC 27617.
Manufactured by:

Intas Pharmaceuticals Limited

Defradun-248 197, INDIA accord HH““H‘“”

B0 3574 2 8618917 INLD9S Mfg. Lic. No.: 15 UASC/P-2006

Camp Road, Selaqui 1000 Tablets

Each tablet containg 200 meg (0.2 mg)

levothyroxine sodium USP. NDC 16723497-15 © I

See package insert for full prescribing informtion. Q N

Sor t 20° o 25° (6°F o T1°F, ecursios EV(]l vrﬂxme S2 e 72915715 1s
permitted to 15°C to 30°C (59°F to 86°F) (see USP e=

Controlled Room Temperature). Protect from light Sodium Tahlets, USP 2

and moisture, 20

Dispense in a tight, light-resistant container as 200 mey % 2

described in USP. -0

Do not accept f sl over botile opening s (0.2 mg) S0 Keep area blank & varnish free for
braken or missing. z o overcoding Lot and EXP & Data matrix
Manufactured for: Accord Heatthcare, Inc, Rx Only g1 40X20mm

Raleigh, NG 27617, 00 T ~ 1

Manufactured by: Infas Phamaceuticals Limitad, alels 22

Gamp Road, Selaqui, Dehradun-248 (11, INDIA. accord 2=




Each tablet contains 200 mcg (0.2 mg)

levothyroxine sodium USP. NDC 16729-497-17 ‘I"llulllﬂmml
S kage insert for full ibi a
ntomaton, s Levothyroxine: SIRLIRIL,

Store at 20°C to 25°C (68°F to 77°F);

excursions permitted to 15°C 10 30°C (59°F - Sodium Tablets. USP
to B6°F) (see USP Controlled Room ’

Temperature). Protect from light and

moisture. 200 meg Keep area blank &
Dispense in a tight, light-resistant (0.2 mg) varnish free for overcoding
container as described in USP. . Lot and EXP & Data matrix
Do not accept if seal over bottle Rx Only 50 X 30 mm
opening is broken or missing.

Manufactured for:

Accord Healthcare, Inc.,
Raleigh, NC 27617.
Manufactured by:
Intas Pharmaceuticals Limited,
1000 Tablets

Dehradur-248 011, INDIA. accord H‘l‘lll‘ll“”

B0 3576 38619486  INLD95S Mfg. Lic. No: 15/UASC/P-2008

Camp Road, Selaqui,

Each tablet contains 300 meg (0.3 mg)

levothyroxing sodium USP. DG 167294985 ©

See package insert for ful prescribing information. A 2@ N

Sore at 20t 257 (6t 7} exursios EV(]l vrﬂxme 3+ sillis 729155151113
permitted to 15°C fo 30°C (39°F to 86°F) (see USP : &=

Controlled Room Temperature). Protect from light Sodium Tahlets, ISP 2

and moisture, -

Dispense in a tight, light-resistant container as 300 meg % ®

described in USP. -

Do notaceept fseal over btie opening is (0.3mg) 0 Keep area blank & varmish free for
broken or missing. 2o overcoding Lot and EXP & Data matrix
Manufactured for: Accord Healtheare, Inc. Re Only EIN AX20mm

Raleigh, NC 27617. 00 Ty - 2

Manuactured by: Infas PhamaceticalsLimited, alts 25

Gamp Road, Selaqui, Dehradun-24 011, INDIA. accord. 2@




PRODUCT RECALL RESPONSE FORM

Product Recall Date: August 05, 2026 Voluntary Recall: Pharmacy Level
Levothyroxine Sodium Tablets USP
Strength | Bottle Pack size | Product NDC Lot No. Expiry Date Product Shipment Dates
25 mcg 1000 Tablets 16729-447-17 D2401927 08/31/2026 03/05/2025 - 04/14/2025
25 mcg 1000 Tablets 16729-447-17 D2401833 08/31/2026 02/14/2025 - 03/26/2025
25 meg 1000 Tablets 16729-447-17 D2402551 11/30/2026 04/14/2025 - 04/30/2025
25 mcg 1000 Tablets 16729-447-17 D2402552 11/30/2026 04/30/2025 - 05/21/2025
25 mcg 1000 Tablets 16729-447-17 D2500220 12/31/2026 05/21/2025 - 06/11/2025
25 mcg 1000 Tablets 16729-447-17 D2500223 01/31/2027 06/11/2025 - 07/24/2025
50 mcg 1000 Tablets 16729-448-17 D2401834 08/31/2026 02/11/2025 - 02/20/2025
50 mcg 1000 Tablets 16729-448-17 D2401982 08/31/2026 02/19/2025 - 03/05/2025
50 mcg 1000 Tablets 16729-448-17 D2402584 11/30/2026 03/05/2025 - 03/19/2025
50 mecg 1000 Tablets 16729-448-17 D2402585 11/30/2026 03/18/2025 - 04/03/2025
50 mcg 1000 Tablets 16729-448-17 D2402586 11/30/2026 04/01/2025 - 04/10/2025
50 mcg 1000 Tablets 16729-448-17 D2402588 11/30/2026 04/23/2025 - 04/30/2025
50 mcg 1000 Tablets 16729-448-17 D2402587 11/30/2026 04/10/2025 - 04/23/2025
50 mcg 1000 Tablets 16729-448-17 D2402589 11/30/2026 04/30/2025 - 05/08/2025
75 mcg 1000 Tablets 16729-449-17 D2402016 08/31/2026 03/05/2025 - 03/28/2025
75 mcg 1000 Tablets 16729-449-17 D2402017 08/31/2026 03/05/2025 - 04/10/2025
88 mcg 1000 Tablets 16729-450-17 D2401813 08/31/2026 02/14/2025 - 04/23/2025
88 mcg 1000 Tablets 16729-450-17 D2401814 08/31/2026 03/11/2025 - 05/21/2025
88 mcg 1000 Tablets 16729-450-17 D2500200 12/31/2026 05/21/2025 - 06/18/2025
88 mcg 1000 Tablets 16729-450-17 D2500219 12/31/2026 06/18/2025 - 07/24/2025
100 meg 90 Tablets 16729-451-15 D2402186 09/30/2026 03/13/2025 - 06/13/2025
100 meg 1000 Tablets 16729-451-17 D2402019 08/31/2026 03/04/2025 - 03/25/2025
100 mcg 1000 Tablets 16729-451-17 D2402094 09/30/2026 03/25/2025 - 04/03/2025
100 mcg 1000 Tablets 16729-451-17 D2500022 12/31/2026 04/23/2025 - 05/08/2025
100 meg 1000 Tablets 16729-451-17 D2500023 12/31/2026 05/07/2025 - 06/04/2025
100 meg 1000 Tablets 16729-451-17 D2500021 12/31/2026 04/04/2025 - 04/23/2025
112 meg 1000 Tablets 16729-452-17 D2402443 10/31/2026 03/12/2025 - 04/23/2025
112 mcg 1000 Tablets 16729-452-17 D2402444 10/31/2026 03/04/2025 - 05/14/2025
112 mcg 1000 Tablets 16729-452-17 D2402445 10/31/2026 05/14/2025 - 07/02/2025
125 meg 1000 Tablets 16729-453-17 D2401983 08/31/2026 02/11/2025 - 03/12/2025
125 meg 1000 Tablets 16729-453-17 D2402640 11/30/2026 04/02/2025 - 04/30/2025
125 mcg 1000 Tablets 16729-453-17 D2402641 11/30/2026 04/30/2025 - 06/11/2025
125 mcg 1000 Tablets 16729-453-17 D2500224 01/31/2027 06/11/2025 - 10/06/2025
137 mcg 90 Tablets 16729-454-15 D2402125 09/30/2026 02/18/2025 - 06/05/2025
137 mcg 90 Tablets 16729-454-15 D2402126 09/30/2026 02/24/2025 - 09/03/2025
137 mcg 90 Tablets 16729-454-15 D2402127 09/30/2026 09/03/2025 - 11/10/2025
137 mcg 1000 Tablets 16729-454-17 D2402523 11/30/2026 02/12/2025 - 06/25/2025
137 mcg 1000 Tablets 16729-454-17 D2402524 11/30/2026 06/25/2025 - 08/06/2025
150 meg 1000 Tablets 16729-455-17 D2402195 09/30/2026 04/22/2025 - 06/04/2025
150 meg 1000 Tablets 16729-455-17 D2402196 09/30/2026 06/04/2025 - 07/16/2025

Accord Healthcare, Inc.
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Recall event number: RCL202-26



Strength | Bottle Pack size | Product NDC Lot No. Expiry Date Product Shipment Dates
150 mcg 1000 Tablets 16729-455-17 D2402197 09/30/2026 07/16/2025 - 09/17/2025
175 meg 90 Tablets 16729-456-15 D2402642 11/30/2026 06/18/2025 - 11/05/2025
175 meg 1000 Tablets 16729-456-17 D2401832 08/31/2026 01/28/2025 - 03/05/2025
175 meg 1000 Tablets 16729-456-17 D2402525 11/30/2026 03/04/2025 - 04/23/2025
175 meg 1000 Tablets 16729-456-17 D2402527 11/30/2026 06/11/2025 - 07/23/2025
175 meg 1000 Tablets 16729-456-17 D2402526 11/30/2026 04/25/2025 - 06/13/2025
175 meg 1000 Tablets 16729-456-17 D2402644 11/30/2026 09/18/2025 - 11/19/2025
175 meg 1000 Tablets 16729-456-17 D2402643 11/30/2026 07/23/2025 - 10/01/2025
200 mcg 90 Tablets 16729-457-15 D2402430 10/31/2026 04/01/2025 - 07/11/2025
200 mcg 90 Tablets 16729-457-15 D2402431 10/31/2026 03/19/2025 - 11/05/2025
200 mcg 1000 Tablets 16729-457-17 D2402432 10/31/2026 03/18/2025 - 06/25/2025
200 mcg 1000 Tablets 16729-457-17 D2500180 12/31/2026 06/25/2025 - 09/10/2025
300 mcg 90 Tablets 16729-458-15 D2402337 10/31/2026 04/02/2025 - 12/18/2025

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, if not provided the processing of your form 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

Please check all appropriate boxes:

[0 Ihave read and understand the recall instructions provided in the letter.

O 1 have checked my stock and have quarantined inventory consisting of

bottles/units.

Accord Healthcare, Inc.
8041 Arco Corporate Drive, Suite 200, Raleigh, North Carolina 27617, USA | www.accordhealthcare.us
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Any adverse events associated with recalled product?

OYes O NO If yes, please explain:

Please describe your business:

I have checked my stock and:

Do not have any stock of recalled items.
OR

Have quarantined and listed in the box above the quantity of bottles/units of Levothyroxine Sodium Tablets
USP 25 mcg, S0 mcg, 75 mcg, 88 mcg, 100 mceg, 112 meg, 125 meg, 137 meg, 150 meg, 175 meg, 200 meg and
300 mcg and will be returning them to Inmar, as soon as possible.

Upon receipt of this Response Form, Inmar will issue return authorization label(s).

Please indicate the number of box labels needed:

Completed Product Recall Response form should be emailed, or sent via FAX to INMAR,
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 if you could still
fill out and return the “PRODUCT RECALL RESPONSE FORM”.

If you have any questions about the logistics for returning affected lot or other issues, please call Recall
Services at 1-855-423-5043, Monday — Friday (excluding holidays), 9am to 5 pm EST.
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