MAJOR CZZDD.

URGENT: DRUG RECALL

Levothyroxine Sodium Tablets, 25 mcg, 50 mcg, 75 mcg,

88 mcg, 112 mcg, 125 mcg, and 150 mcg

July 10, 2026
Dear Customer:
This letter is to inform of a product recall involving:
Product Name Pack_ag_e ST NDC Lot Number ZTAELEE
Description Name Date
Levothyroxine | 100 Unit Doses
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6949-61 N02212 07/2026
USP, 25 mcg packs)
Levothyroxine | 100 Unit Doses
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6950-61 N02200 10/2026
USP, 50 mcg packs)
Levothyroxine | 100 Unit Doses NO2172 07/2026
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6951-61 N02296 12/2026
USP, 75 mcg packs) N02288 12/2026
Levothyroxine | 100 Unit Doses
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6952-61 N02310 01/2027
USP, 88 mcg packs)
Levothyroxine | 100 Unit Doses
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6954-61 N02203 09/2026
USP, 112 mcg packs)
Levothyroxine | 100 Unit Doses
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6955-61 N02266 11/2026
USP, 125 mcg packs)
Levothyroxine | 100 Unit Doses
Sodium Tablets, | (10 x 10 blister | Major® | 0904-6956-61 N02167 07/2026
USP, 150 mcg packs)
Levothyroxine | 10 Unit Doses Bag: Bag: NO2212A | 75106
: ) . 55154-3558-0 Blister: N02212
Sodium Tablets, | (10 x 1 blister | Cardinal b -
USP, 25 mcg packs) Blister: Bag: NO2212B | 7596
’ 0904-6949-61 Blister: N02212
Levothyroxine | 10 Unit Doses Bag: Bag: NO2200A 1445006
: ) . 55154-3559-0 Blister: N02200
Sodium Tablets, | (10 x 1 blister | Cardinal Blister: Bag: N02200B
USP, 50 meg packs) 0904-6950-61 | Blister: N02200 | /2026




MAJOR CZZDD.

Product Name Paclfag_e L NDC Lot Number QI
Description Name Date
Bag: N02172A
Blister: N02172 | 97/2026
Levothyroxine | 10 Unit Doses Bag: Bag: N021728 07/2026
. : | 55154-3560-0 | Blister: N02172
Sodium Tablets, | (10 x 1 blister | Cardinal b :
USP, 75 mcg packs) Blister: Bag: NO2288A 1212026
: 0904-6951-61 | Blister: N02288
Bag: N02288B
Blister: N02288 | 12/2026
Levothyroxine | 10 Unit Doses Bag: Bag: N02266A 11/2026
. : | 55154-3562-0 |  Blister: N02266
Sodium Tablets, | (10 x 1 blister | Cardinal Blister: Bag. N02266B
USP, 125 mcg packs) 0904-6955-61 | Blister: N02266 | | 1/2026
. . Bag:
Levothyroxine 10 Unit Doses )
Sodium Tablets, | (10 x 1 blister | Cardinal | 2°124-3963-0 | Bag: NO2167A =\ 7555
USP, 150 mcg packs) Blister: Blister: N02167
: 0904-6956-61

Please see enclosed product labeling.

This voluntary recall has been initiated due to out of specification results obtained during
routine stability testing for Assay. Use of this product is not likely to cause adverse health
effects.

We began shipping this product on January 22, 2025.

Immediately examine your inventory and quarantine products subject to recall. In
addition, if you may have further distributed these products, please identify your
wholesale and retail customers and notify them at once of this product recall. Please
direct your customers to return the product subject to recall to the place of purchase. Your
notification to your customers may be enhanced by including a copy of this recall
notification letter.

This recall should be carried out to the retail level. Your assistance is appreciated and
necessary to prevent patient harm.

Please complete and fax the enclosed response form as soon as possible even if you do
not have the recalled products and fax to 1-800-507-7642 or email to
harvarddrug8147@sedgwick.com. We request you complete and return the enclosed
response form within 14 days, and that all identified product be returned no later than 45
days from the date of this letter. A prepaid UPS Return Service label will be provided so
the affected product can be shipped to:




MAJOR CZZDD.

Sedgwick, Inc.

Attention: Event # 8147
2670 Executive Drive, Suite A
Indianapolis, IN 46241

If you have any questions regarding this notification, please contact Sedgwick, Inc. at
1-800-386-4756 (8:00 am — 5:00 pm EST Monday through Friday).

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

Electronically signed by: Aimee
Albanese

/W ﬂW gg?;odnlh%t,h%ze 07:20:17 EDT
Aimee Albanese
The Harvard Drug Group, LLC d/b/a Major® Pharmaceuticals and Rugby® Laboratories
Manager, QRA

Enclosure(s)



Enclosure (s)

Example Labeling for Levothyroxine Sodium Tablets
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Strength

NDC

Blister Labeling

Saleable Unit Labeling
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MAJOR
NDC 0904-6949-61

Levothyroxine

Sodium
Tablets USP

25 mcg (0.025 mg)

100 TABLETS (10 X 10)

MAJOR

NDC 0904-6949-61
Levothyroxine

Sodium
Tablets USP

Each tablet contains
Levothyroxine Sodium USP 25 mcg (0.025 mg).

Unit Dose

Rx only

Unit Dose

Usual Dosage: See product insert for dosage
nformation, prescribing information, precautions and

Storage: Store at 26°C (77°F); excursions permitted to

15"t 30°C (59" to 86°F) [see USP Controlled Room

Temperature). Protect from light and moisture.

Dispense in a tight, light-resistant container.

Keep this and all drugs out of the reach of children.
his Unit Dose package is not child resistant and is

Intended for insttutional Use Only.

LBLN0065-02 Rev. 11/24

The drug product contained i this package is from
NDC # 68180-985, Lupin Pharmaceuticals, Inc.
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NDC 0904-6950-61
Levothyroxine

Sodium
Tablets USP

50 mcg (0.05 mg)

Each tablet contains
Levothyroxine Sodium USP 50 mcg (0.05 mg).

Unit Dose

Usual Dosage: See product insert for dosage
information, prescribing information, precautions and
warnings.

Storage: Store st 26°C (77°F) excursions pemitted to
15 t0 30°C (59 to 86°F) [see USP Controlled Room
Temperature) Protect fam light and moisture.

Dispense in a tight, light-resistant container,

Keep this and all drugs out of the reach of children.
This Unit Dose package is not child resistant and is
Intended for Institutional Use Only.

LBLN0066-02 Rev. 11/24

The drug product contained in this package is from
NDC # 68180-968, Lupin Pharmaceuticals, Inc.

Packaged and Distributed by:
AJOR PHARMACEUTICALS
Induntpnl IN 4821
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Example Labeling for Levothyroxine Sodium Tablets, continued

Strength

NDC

Blister Labeling

Saleable Unit Labeling

75 mcg
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MAJOR

NDC 0904-6951-61 Unit Dose
Levothyroxine
Sodium

Tablets USP

75 mcg (0.075 mg)

100 TABLETS (10 x 10) Rx only
MAJOR

NDC 0904-6951-61 Unit Dose
Levothyroxine

Sodium

Tablets USP

75 mcg (0.075 mg)

Each tablet contais

ins
Levothyroxine Sodium USP 76 mcg (0.075 mg).

Usual Dosage: See product insert for dosage
nformation, prescribing information, precautions and
warning

Storage: Store at 25°C (77°F); excursions permitted to

15" 10 30°C (59 to 86°F) [see USP Controlled Room
emperature], Provect ffom ight end morsture,

Dispense in a tight, light-resistant container.

Keapthis ar ll duge cutoftheraach o Hidrme.
@ge is not child resistant and is
Inhndnd for Intmullm\ll Use Only.

LBLNO0067-02 Rev.11/24
The drug product contained in this package is from
NDC # 88180.967, Lupin Pharmaceticals, inc.

Packaged and Distributed by:

MAJOR  PHARMACEUTICALS
Indianapolis, IN 46268 USA
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Each tablet contains.
Levothyroxine Sodium USP 88 meg (0.088 mg).

Usual Dosage: See product insert for dosage
information, prescribing information, precautions and

Storage: Store at 26°C (77°F); excursions permitted to
15' t0 30°C (59" to 86°F) [see USP Controlled Aoom
Temperature]. Protect from light and moisture.

Dispense in a tight, light-resistant container.

Keep this and slldrugs outofthe reach of childran.
This Unit Dose packa hild resistant and is
Intended for nduitutional Use Gniy

LBLN0068-02 Rev. 11/24

The drug product containedin this package i from
NDC @ 68180-968 Lupin Pharmaceuticals, I

Packaged and Distributed by:
MAJOR' PHARMACEUTICALS
Indianapolis, IN 46268 USA

jcom
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Example Labeling for Levothyroxine Sodium Tablets, continued

Strength

NDC

Blister Labeling

Saleable Unit Labeling
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MAJOR
NDC 0904-6954-61 Unit Dose
Levothyroxine

Sodium
Tablets USP

112 mcg (0.112 mg)

100 TABLETS (10 x 10) Rxonly

MAJOR

NDC 0904-6954-61 Unit Dose
Levothyroxine

Sodium
Tablets USP

Each tablet contains
Levothyroxine Sodium USP 112 mcg (012 mg).

Usual Dosage: See product insert for dosage
information, prescribing information, precautions and

Storage: Store at 25°C (77°F); excursions permitted to
15" to 30°C (59" to 86°F) [see USP Controlled Room
Temperature]. Protect from light and moisture.

Dispense in a tight, light-resistant container,
Keep this and all drugs out of the reach of ch

This Unit Dose package is not child resistant
Intended for Institutional Use Only.

LBLN0061-02 Rev.11/24

The drug product contained in this package is from
NDC # 68180-970 Lupin Pharmaceuticals, nc.

Packaged and Distributed by:
MAJOR" PHAHMACEUTICALS

indiansp
(

01)00309046954613

_-¥

125 mcg

0904-6955-61

NDC 0904-6955-61

8
S LEVOTHYROXINE S
2 SODIUM 8

glﬂnq[mﬁn‘]mﬁﬂhhk(‘
'3 Major Pharm/Indianapais, IN 46268 &

XP. 001

8529 NI SIoceuRpU/ R iR

wniaos x
INIXOHAHLOAZT 3
19-5569-¥060 DON S

NDC 0904-6955-61

°
g LEVOTHYROXINE
g Soplum

= 125 meg (0125 mg) USP, One Tabiet o

5

'3 Major Pharm/Incianapols, IN 46268

NDC 0904-6955-61

XP. 0000/00

T
'
'
'
'
'
|
'
'
'
'
=
'
'
'
'
'
'
'
'
'
'

g 8
g LEVOTHYROXINE =
2 SODIUM 8

= 125 meg (0125 mg) USR, One Tablet o
5 o

indianapoits IN

Major Pharm.
IIIIII mnm IIIIIIII

g NDC 0904-6955-61

g  LEVOTHYROXINE

£ SODIUM

5 125 meg (0125 mg) USP, One Tablet 51
§ Mejor Pharmincianapois, IN 45268 23

g NDCO0%046955.61
2 LEVOTHYROXINE 8
SODIUM g

T
'
'
'
'
'
'
'
'
'
L
'
'
'
'
'
'
'
'
'
'

5 'ﬁmellmuml)woummﬁ
Maior Pharm/Incianapois, IN 46268

III I T IIIIIIII
018929 NI Siocieepu
‘wwom(lum)lum .

00/0000

Wniaos 5
INIXOHAHLOAZT g
19-5569-v060 OON  ©

Wniaos x
INIXOHAHLOAZT £
19-5569-7060 0ON &

g WNIaos X
S aNIXOHAHLOAZ1 &
©  19-5569-¥060 00N 3

3 8509 NI SOCRBPU W KN £

Wniaos
ANIXOHAHLOAIT

19-6569-¥060 DON

00000 # LO

MAJOR
NDC 0904-6955-61 Unit Dose
Levothyroxine

Sodium
Tablets USP

100 TABLETS (10 x 10) Rxonly

MAJOR

NDC 0904-6955-61 Unit Dose
Levothyroxine

Sodium
Tablets USP

Each tablet contains
xine Sodium USP 125 mcg (0125 mg).

Usual Dosage: See product insert for dosage
information, prescribing information, precautions and
warnings.

Storage: Store st 28°C (77°F); excursions permited to
15" t0 30° 6°F) [see USP Controlled Room
Tamperaturs). Prot ect from light and moisture,

Dispense in a tight, light-resistant container.

Keep this and ll drugs out of the reach of childran.
This Unit Dose package is not child resistant and is
Intended for Institutional Use Only.

LBLN0062-02 Rev.11/24

The g procuct contained in tis peckage s rom
NDC # 88180-871 Lupin Pharmaceuticals, Inc

Pncklgvd and Distributed by:
MAJO R PHARMACEUTICALS
india 6268 USA

i

(01)00309046955610
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Example Labeling for Levothyroxine Sodium Tablets, continued

Strength

NDC

Blister Labeling

Saleable Unit Labeling

150 mcg
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MAJOR
NDC 0904-6956-61
Levothyroxine

Sodium
Tablets USP

150 mcg (0.15 mg)

100 TABLETS (10 x 10)

Unit Dose

Rx only

MAJOR

NDC 0904-6956-61
Levothyroxine

Sodium
Tablets USP

150 mcg (0.15 mg)

Each tablet contains
Levothyroxine Sodium USP 150 meg (0415 mg).

Unit Dose

Usual Dosage: See product insert for dosage
nformation, prescribing information, precautions and
warnings,

Storage: Store at 25°C (77°F); excursions permitted to
15" to 30*C (59" to 86°F) [see USP Controlled Room
Temperature]. Protect from light and moisture,

Dispense in a tight, light-resistant container.

Keep this and all drugs out of the reach of children.
This Unit Dose package is not child resistant and is
Intended for Inillluﬂonll Use Only.
LBLN0063-02 Rev.11/24

The drug product contained in this
NDC  68180-973 Lupin Pharmact

Packaged and Distributed by:

MAJOR’ PHARMACEUTICALS
Ine polis, IN l!Zl! USA
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LEVOTHYROXINE SODIUM TABLETS
USP 25 mcg (0.025 mg)

10 TABLETS

Each tablet contains

Levothyroxine Sodium USP 25 mcg (0.025mg).

Usual Dosage: See product insert for prescribing information,
precautions and warnings.

Storage: Store at 25° C (77° F); excursions permitted to

15° to 30° C (59° to 86° F)

[see USP Controlled Room Temperature].

Protect from light and moisture.

RX ONLY

WARNINGS: This Unit Dose package is not child resistant

and is Intended for Institutional Use Only.

Keep this and all drugs out of the reach of children.
in a tight, lig!

Thoe drwg product contabuad In this packege ts from

, Lupin

ncng.u and Distributed by:

MAJOR® PHARMACEUTICALS

Indianapolis, IN 46268 USA

www.major-rugby.com

Distributed by Cardinal Health

Dublin, OH 43017

L57473080725




Example Labeling for Levothyroxine Sodium Tablets, continued

Strength

NDC

Blister Labeling

Saleable Unit Labeling

50 mcg

Bag:
55154-3559-0
Blister:
0904-6950-61
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LEVOTHYROXINE SODIUM TABLETS
USP 50 mcg (0.05 mg)

,l T *U124

10 TABLETS

Each tablet contains

Levothyroxine Sodium USP 50 meg (0.05 mg).

Usual Dosage: See product insert for prescribing information,
precautions and warnings.

ORAGE: Store at 25° C (77° F); excursions permitted to
15° to 30°C (59° to 86°F) [see USP Controlled Room Temperature].
Protect from light and moisture.

RX ONLY

WARNINGS: This Unit Dose package is not child resistant
and is Intended for Institutional Use Only.

Keep this and all drugs out of reach of children.
Dispense in a tight, light-resistant container.

The drug product contained in this package is from
NDC # 68180-966, Lupin Pharmaceuticals, Inc.
Packaged and Distributed by:

MAJOR® PHARMACEUTICALS

Indianapolis, IN uzu USA

www.major-rugby.col

Distributed by Cardinal Heaith

Dublin, OH 43017

L57470761125

75 mcg
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LEVOTHYROXINE SODIUM TABLETS
USP 75 mcg (0.075 mg)
10 TABLETS

Each tablet contains.
Levothyroxine Sodium USP 75 meg (0.075 mg).

Usual Dosage: See product insert for prescribing information,
precautions and warnings.
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Store at 25° C (77° F); excursions permitted to
15° to 30°C (59° to 86°F) [see USP Controlled Room Temperature].
Protect from light and moisture.
RX ONLY
WARNINGS: This Unit Dose package is not child resistant
and is Intended for Institutional Use Only.
Keep this and all medication out of the reach of children.
Dispense in a tight, light-resistant container.
The drug product contained in this package is from
NDC # 68180-967, Lupin Pharmaceuticals, Inc.
Packaged and Distributed by:
MAJOR® PHARMACEUTICALS
Indianapolis, IN 461“ usa
www.major-rugby.cor
Distributed by Cardinal Health
Dublin, OH 43017
L57470840925
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MAJOR CZZDD.

Example Labeling for Levothyroxine Sodium Tablets, continued

Strength

NDC

Blister Labeling

Saleable Unit Labeling

125 mcg

Bag:
55154-3562-0
Blister:
0904-6951-61
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LEVOTHYROXINE SODIUM TABLETS
USP 125 mcg (0.125 mg)

10 TABLETS

Each tablet contains
Levothyroxine Sodium USP 125 mcg (0.125 mg).
Usual Dosage: See product insert for dosage information,
information, p and
STORAGE: Store at 25° € (77° F); excursions permitted to
15° to 30°C (59° to 86°F) [see USP Controlled Room Temperature].
Protect from light and moisture.
RX ONLY
WARNINGS: This Unit Dose package is not child resistant
and is Intended for Institutional Use Only.
Keep this and all drugs out of the reach of children.
in a tight, lig
The drug product contained in this package is from
NDC # 68180-971 Lupin Pharmaceuticals, Inc.
Packaged and Distributed by:
MAJOR® PHARMACEUTICALS
Indianapolis, IN 46268 USA
www.major-rugby.com
Distributed by Cardinal Health
Dublin, OH 43017
L57471000625
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LEVOTHYROXINE SODIUM TABLETS
USP 150 mcg (0.15 mg)

10 TABLETS

Each tablet contains

Levothyroxine Sodium USP 150 mcg (0.15 mg).

Usual Dosage: See product insert for prescribing information,
precautions and warnings.

STORAGE: Store at 25° C (77° F); excursions permitted to
15° to 30°C (59° to 86°F) [see USP Controlled Room Temperature].
Protect from light and moisture.

RX ONLY

WARNINGS: This Unit Dose package is not child resistant
and is Intended for Institutional Use Only.

Keep this and all medication out of reach of children.
Dispense in a tight, light-resistant container.

The drug product contained in this package is from

NDC # 68180-973 Lupin Pharmaceuticals, Inc.

Packaged and Distributed hv

MAJOR® PHARMACEUTICAI

Indianapolis, IN 46268 vy

www.major-rugby.com

Distributed by Cardinal Health

Dublin, OH 43017

L57471180425




MAJOR CZZDD.

URGENT: DRUG RECALL - RESPONSE FORM / PACKING SLIP

Please make a copy of this form to include with your product return shipment.

Your timely response to the recall notification is requested. Please complete form and
fax to 1-800-507-7642 or email to harvarddrug8147@sedgwick.com.

Levothyroxine

0904-6956-61

N02167 (Blister)

. Package Brand
Sodium Tablets, o NDC Lot Numbers # of Tablets
USP Strength Description Name
25 mcg 0904-6949-61 N02212
50 mcg 0904-6950-61 N02200
N02172, N02296, and
75 mcg 100 Unit 0904-6951-61 N02288
Doses .
112 mcg packs) 0904-6954-61 N02203
125 mcg 0904-6955-61 N02266
150 mcg 0904-6956-61 N02167
Bag: N02212A and N02212B
-3558- B
25 meg 551 gﬁs?:f’s 0 (Bag)
0904-6949-61 N02212 (Blister)
Bag: N02200A and N02200B
-3559- B
50 meg 551 gﬁsfesfg 0 (Bag)
0904-6950-61 N02200 (Blister)
Bag: N02172A, N02172B,
10 Unit Doses : N02288A, and N02288B
75 mcg (10 x 1 blister | Cardinal 551gﬁ§’:f_50'0 (Bag)
packs) 0904-6951-61 N02172 apd N02288
(Blister)
Bag: N02266A and N02266B
125 mog 551 gﬁ;?:rgsz-o (Bag)
0904-6955-61 N02266 (Blister)
Bag: NO2167A (B
55154-3563-0 (Bag)
150 mcg . .
Blister:
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MAJOR CZZDD.

URGENT: DRUG RECALL — RESPONSE FORM / PACKING SLIP

Please make a copy of this form to include with your product return shipment.

Your timely response to the recall notification is requested. Please complete form and
fax to 1-800-507-7642 or email to harvarddrug8147@sedgwick.com.

Please check ALL appropriate boxes.

O | have read and understand the recall instructions provided in the July 10, 2026 letter.

o We have quarantined and will return recalled product on hand.

o We do not have any of the recalled product on hand.

o I have identified and notified my wholesale and retail customers that were shipped or may

have been shipped this product by:
Date Method of Notification:

Any adverse events associated with recalled product? o Yes or o No
If yes, please explain:

Please check the appropriate box to describe your business:

] Wholesaler/Distributor | Hospital Pharmacies
m] Hospital/Medical Facility m] Repacker
i Pharmacy — Retail o Other:

Please complete the following information:

Name:

Place of Business Name:

Street Address, City, State, Zip:

Phone or Email:

Wholesaler Name: Wholesaler Account #:

Debit Memo #:

Signature/Date:
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