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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”) approving an additional indication for the Company’s 

Class 1 innovative drug, Remimazolam Tosilate for Injection, for sedation during 

mechanical ventilation in intensive care. The relevant information is hereby announced 

as follows: 

I. Basic Information of the Drug 

Drug Name: Remimazolam Tosilate for Injection 

Dosage Form: Injection 

Strength: 36 mg (calculated based on C₂₁H₁₉BrN₄O₂) 

Registration Category: Chemical Drug Class 2.4 

Acceptance No.: CXHS2500146 

Prescription Drug/Over-the-Counter Drug: Prescription drug 

Approved Indication: For sedation during mechanical ventilation in intensive care. 

II. Previously Approved Indications of the Drug 

The Company’s remimazolam tosilate for injection has been approved for 

marketing in China for multiple indications, namely: sedation and anesthesia for non-

intubated surgeries/procedures, as well as induction and maintenance of general 



 

 

anesthesia. 

III. Other Information of the Drug 

Sedation management in critically ill patients receiving mechanical ventilation is 

a key component of ICU care. Standardized sedation can alleviate stress responses, 

improve patient-ventilator synchrony, preserve organ reserve, shorten the duration of 

mechanical ventilation and ICU stay, reduce the risk of delirium, and improve patient 

prognosis. However, traditional sedatives carry risks of circulatory and respiratory 

depression. Long-term infusion may lead to drug accumulation and delayed awakening. 

Elderly patients and those with hepatic or renal insufficiency have poor tolerability and 

are more likely to experience prolonged mechanical ventilation and longer ICU stays, 

which may affect ventilator weaning and long-term prognosis[1,2]. Therefore, significant 

unmet clinical needs remain in terms of both efficacy and safety in current ICU sedation 

therapy. 

Remimazolam tosilate is a benzodiazepine and a short-acting GABAa receptor 

agonist. It produces sedative and anesthetic effects by binding to GABAa receptors and 

inhibiting neuronal activity. Its advantages include rapid onset of action, short recovery 

time, and minimal effects on the respiratory and cardiovascular systems. Remimazolam 

besylate, developed by PAION AG in Germany, was approved for marketing in Japan 

in January 2020, in the United States in October 2020, and in China in July 2020. 

According to available data, the global sales of remimazolam besylate were 

approximately USD 59.22 million in 2024. As of now, the cumulative R&D investment 

in projects related to remimazolam tosilate for injection amounts to approximately 

RMB 222.5 million (unaudited). 

IV. Risk Warning 

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

and safety throughout drug R&D, manufacturing, and sales processes. However, upon 

obtaining approval, the drug’s production and sales may be susceptible to various 

uncertainties. Investors are kindly advised to be prudent in investment decisions, paying 

attention to the risks involved. 

 



 

 

Notice is hereby given. 

 

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

October 27, 2026 
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