





STOCK RESPONSE FORM

Recall of Bromfenac Ophthalmic Solution 0.09%
Lots 7230309, 7230310, 7230311
Retail Level
(05/06/2025)

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 it is not provided, the processing of your form will be delayed.
Address
City State Zip
Contact Name (please print) Telephone #
Contact Signature Date

I have checked my stock and:

Do not have any stock of the recall product.

OR

[ have quarantined and listed in the box below the quantity of recall units and 1 will be returning to
Inmar, as soon as possible. Upon receipt of this Response Form, Inmar, will issue return
authorization label(s) Please indicate the # of needed box labels

Item Description NDC Lot # Qty returning
Bromfenac Ophthalmic Solution 0.09% 62332-0508-17 7230309
Bromfenac Ophthalmic Solution 0.09% 62332-0508-17 7230310
Bromfenac Ophthalmic Solution 0.09% 62332-0508-17 7230311

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

Purchased From: Wholesaler Name DEA #

City State

If you have any questions regarding this form or product return please contact Inmar at 1-800-967-
5952. Office hours 9am to S5pm EST Mon thru Fri.

Please fax this form to: 1-817-868-5362 or E-mail rxrecallsa inmar.com
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g. Were there any product distributed to U. S. Defense Supply Center, VA or other
Federal Government Agency sales/distribution centers or foreign countries? No

(Provide separate lists via and excel spread sheet of foreign, domestic, government and

Canadian consignees with full addresses by state order.)

Number of Domestic Consignees: 19
Number of Foreign Consignees: 0
Consignees Approx. Number Consignees Approx. Number
Distributor 6 Repacker/Relabeler 0
Retailer 9 Direct Accounts 0
Institution 0 Veterans Administration |
Medical Facility | Department of Defense |,
Internet Sales 0 Manufacturer 0
Physician 0 USDA 0
Consumer/Patient| Other (Wholesalers) 4

7. FIRM'S RECALL STRATEGY:

Following questions are provided to assist you in describing your recall strategy in DETAIL as
follows: Alembic Pharmaceuticals Inc, the US entity of Alembic Pharmaceuticals LTD, will be
implementing the recall. Alembic Pharmaceuticals Inc (US) will directly call and contact the
customers to notify them of the recall and assure the recall information is channeled to the

correct person or customer recall center for implementation. The recall letter, response form. and



Inmar return form will be provided to each of the consignees. Alembic Pharmaceuticals Inc will
initiate follow up calls to push customers to respond periodically (5-7 day intervals) after the
initial notification. Additionally, Inmar will be utilized for mail notifications and follow up to

retrieve any product still in the distribution channels.

(a) Include the DATE recall was initiated, if it is already underway or the DATE your
firm plans to start the recalling process.
Recall process was started 5/6/25 with Alembic Pharmaceuticals Inc US initiating

customer contact.

(b) How do you plan to NOTIFY all the consignees affected by this recall?
(press release, letter, telefax, telephone, e-mail, visit, etc.)
We will do a blend of calls and emails directly from Alembic Pharmaceuticals Inc US
and indirectly though Inmar answering inquiries, providing return forms and kits. and mail

follow up.

(¢) How do you plan to undertake a SUB-RECALL? (If the product is distributed to
wholesale dealers/distributors/retailers)
(provide follow-up letters to wholesalers, e.g., wholesalers are requested to
forward copies of your recall letters and response forms to their customers, etc.)
The Inmar recall announcement letter is sent to each consignee with instructions to
provide the letter to each customer where product was sold. We will follow up with each direct

purchasing consignee to verify that the process letter was sent to the purchasing customer.

(d) How do you plan to monitor the number of consignees NON-RESPONDING to the
recall communication?
(include envelopes and return/reply cards, via response form mailed, certified
mailing with return receipt, visit, telephone follow-up call, etc.)
Alembic Pharmaceuticals US will follow up through phone calls and emails.
Inmar will send trackable mailings to verity information was received by each

consignee.












STOCK RESPONSE FORY

Pharmacy Recall of Bromfenac {}g;htm ¢ Bolution L.09%
tots TOANIOR, 72A0240, T2 "}ws;

Retall Lot
{05035

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 it is not provided, the precessing of vour form will be defayed
Address
City State Zin
Contact Name {please print) Telephone #
Contact Signature Date

1 have checked my stock and:

Do not have any stock of the recall product.
OR

I have quarantined and listed in the box below the quantity of recall units and [ will be returning to
Inmar, as soon as possible. Upon receipt of this Response Form, Inmar, will issue return
authorization label(s) Please indicate the # of needed box labels

Item Description NDC Lot# Qty returning
Bromfenac Ophthalmic Solution 0.09% 62332-508-17 7230300
Bromfenac Ophthalmic Solution 0.09% 62332-508-17 7230310 i
Bromfenac Ophthalmic Selution 0.09% 62332-508-17 7230311

If vou did pot purchase the product directly from the Manufacturer, please compleie the below section,

Purchased From: Wholesaler Name DEA#

City State

If you have any questions regarding this form or product return please contact Inmar at [-800-967-
5952. Office hours 9am to Spm EST Mon thru Fri.

Please fax this forim tor LETTE6R-5582 or E-mail ryrecalisiommar.com

ALEMBIC PHARMACEUTICALS LIMITED
ALEMBIC ROAD, VADODARA - 390 003. » TEL : (0265) 2280550, 2280880 » FAX : {0265) 2282506
Website: www.alembicpharmaceuticals.com
SITE ADDRESS : ALEMBIC PHARMACEUTICALS LIMITED (FORMULATION DIVISION-1l, KARAKHADI)
FACTORY : SURVEY NO. 779/790, KARAKHADI, TAL. PADRA, DIST. VADODARA, PIN-391450, GUJARAT.
CIN No. : L24230GJ2010PLC061123, PAN No. : AAICA5591M



