Humanwell Pharmaceutical US, Inc.

Humanwe 1 421 Sovereign Court, Ballwin, MO 63011
Pharmaceutical US Phone (636)-220-3636
www.humanwellus.com

March 21, 2023

US Food and Drug Administration
Center for Drug Evaluation and Research
5901-B Ammendale Road

Beltsville, MD 20705-1266

Subject: Regulatory Agent Authorization Letter

Dear Sir or Madam:;

Humanwell Pharmaceutical US, Inc. hereby authorizes Epic Pharma, LLC to act as our designated
Regulatory Agent. All correspondence related to the Abbreviated New Drug Application (ANDA)
filings should be directed to Epic Pharma, LLC at the following:

Name of Regulatory Agent : Pei Zhang
Title : Associate Director of Regulatory Affairs
227-15 North Conduit Avenue

LS Laurelton, NY 11413
Phone : (347)-238-2729

Fax ¢ (718)-276-1735

E-mail :  RADept@epic-pharma.com

Should you require any additional information, please contact the undersigned.

Sincerely,

Subo Liao, PhD—
Vice President, R&D

Humanwell Pharmaceutical US

421 Sovereign Court

Ballwin, MO 63011

Tel (direct): 636-277-9228

E-mail: subo.liao@humanwellus.com




