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Jiangsu Hengrui Pharmaceuticals Co., Ltd. 

Announcement in Relation to the Approval for Drug 

Registration 
 

The board of directors of the Company and all directors warrant that this 

announcement does not contain any false information, misleading statement or 

material omission, and accept legal liability for the truthfulness, accuracy and 

completeness of the contents herein. 

 

Recently, Jiangsu Hengrui Pharmaceuticals Co., Ltd. (江蘇恒瑞醫藥股份有限

公司) (the “Company”) received a notice from the National Medical Products 

Administration (the “NMPA”). The NMPA conditionally approves the Company’s 

self-developed Class 1 innovative drug, Zeprumetostat Tablets (SHR2554 Tablets), 

for marketing. The drug is indicated for adult patients with relapsed or refractory 

peripheral T-cell lymphoma (R/R PTCL) who have received at least one prior line of 

systemic therapy. Zeprumetostat Tablets are the first domestically developed EZH2 

inhibitor in China. The relevant information is hereby announced as follows: 

  

I. Basic Information of the Drug 

Common name of drug: Zeprumetostat Tablets 

Dosage Form: Tablets 

Specification: 50mg 

Registered Category: Class 1 chemical drug 

Application Number: CXHS2400102 

Prescription/Non-prescription Drug: Prescription Drug 

Approved indication: The drug is indicated for adult patients with relapsed or 

refractory peripheral T-cell lymphoma (R/R PTCL) who have received at least one 



prior line of systemic therapy. 

II. Other Information of the Drug 

Peripheral T-cell lymphoma (PTCL) is a group of highly heterogeneous and 

aggressive malignant tumors of the lymphatic system. Among patients with 

non-Hodgkin’s lymphoma in China, PTCL accounts for approximately 25%–30% [1], 

which is significantly higher than that in Western countries. Moreover, the median age 

at onset is 52 years, indicating relatively younger prevalence[2]. The clinical treatment 

of PTCL is highly challenging, as most patients relapse or become refractory after 

initial treatment [3]. A recent large-scale real-world study involving over one thousand 

Chinese patients showed that once patients entered second-line therapy, the median 

progression-free survival (PFS) decreased sharply from 30.5 months in first-line 

treatment to 5.2 months, highlighting the lack of effective subsequent treatment 

options and the limited chance of survival for patients with R/R PTCL [2]. 

Zeprumetostat Tablets are an innovative, effective, and selective oral EZH2 

inhibitor developed by the Company. In January 2020, the U.S. Food and Drug 

Administration approved the oral EZH2 inhibitor Tazverik (tazemetostat) developed 

by Epizyme for marketing. In August 2021, HUTCHMED obtained the rights from 

Epizyme for the development and commercialization of tazemetostat in Greater China, 

and it was approved for use in June 2022 in the Hainan Boao Pilot Zone in China. In 

September 2022, the EZH1/2 inhibitor Ezharmia (valemetostat tosilate) developed by 

Daiichi Sankyo was approved for marketing in Japan. According to the 

EvaluatePharma database, global sales of Tazverik in 2024 totaled approximately 

USD 51.0 million. To date, a total of approximately RMB 213 million has been 

invested in the research and development of the SHR2554 Tablet-related projects. 

III. Risk Warning 

The Company places great importance on drug R&D, and strictly controls the 

quality and safety throughout the processes of drug R&D, manufacture, and sales. 

However, post-approval production and sales may be subject to uncertainties. 

Investors are kindly advised to make prudent decisions and pay attention to 

investment risks. 



 

Notice is hereby given. 

 

Board of Directors of Jiangsu Hengrui Pharmaceuticals Co., Ltd. 

September 1, 2025 
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