SUN
PHARMA
Sun Pharmaceutical Industries, Inc

June 17, 2026
Dear Valued Customer,

This notice is to inform you of a product recall involving, Perampanel 6mg tablet, CIII,
see enclosed labeling and tablets.

EXDil aw.0N
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Perampanel 6mg tablet | 30 ct bottle 51672-4206-6 | AE01763 9/30/2027

This recall has been initiated in response to a report from pharmacist that Perampanel 10mg
tablets were inside a bottle of Perampanel 6mg tablets and dispensed as Perampanel 6mg. The
Pharmacy repackages Perampanel 6mg tablets into a blister pack and noted the color / strength
difference after the repackaging of the subsequent shipment.

While Sun Pharma is not able to confirm that the Perampanel 10mg tablets were labeled as
Perampanel 6mg tablets, as the bottle was discarded and the product was not directly distributed
by Sun Pharma, the subject lot is being recalled in the event of a very low probability that Sun
Pharma inadvertently labeled and distributed Perampanel 10 mg bottle(s) as Perampanel 6 mg.
The tablets are embossed with the correct strength, therefore, visual identification of the strength
is possible reducing the likelihood of consuming an incorrect dose.

Based on the Health Hazard Evaluation, “Although the recommended daily dose can be up to 12
mg, unintended higher exposure without appropriate titration may increase the risk of adverse
reactions

All lots complied with all of the established product specifications at the time the products were
released for distribution.

Sun Pharmaceutical Industries, Inc. initiated shipment of this product between November 26,
2026 and April 13, 2026.

Immediately examine your inventory and quarantine product subject to the recall. In addition, if
you have further distributed this product, please identify your 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 letter.
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Please complete and return the enclosed response form as soon as possible. After receipt of the
response form, a return kit will be provided so the affected product can be sent to:

Inmar Rx Solutions
3845 Grand Lakes Way
Grand Prairie, TX 75050

If vou have anv questions or return the enclosed response form contact Inmar, Inc. at
or call 855-792-9070 Monday to Friday from 8:30 am to 5:00 pm (EST).

This recall should be carried out to the retail level.

Your assistance is appreciated and necessary to prevent patient harm.
For adverse reactions or quality problems experienced with the use of this product, contact firm’s
website or to the FDA's Med Watch Adverse Event Reporting program either online, by regular
mail or by fax.
Complete and submit the report Online: www.fda.gov/medwatch/report.htm
Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm or call 1-800- 332-

1088 to request a reporting form, then complete and return to the address on the pre- addressed
form, or submit by fax to 1-800-FDA-0178

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

Aster Amanuel

igned by Aster Amanuel

| I am the author of this document 17-Jun-2026
SfU’ ﬂmaWM,L 17-Jun-2026 | 11 58 25 AMEDT
2975645C76C40A484899528D32552CC

Sun Pharmaceutical Industries, Inc.
Manager, Quality Compliance

For return of affected product, please email r call 855-792-9070
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