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VOLUNTARY ANNOUNCEMENT

NEW DRUG APPLICATION FOR ORELABRUTINIB
FOR THE TREATMENT OF PRIMARY IMMUNE 

THROMBOCYTOPENIA PATIENTS ACCEPTED BY THE CENTER 
FOR DRUG EVALUATION OF THE CHINA NATIONAL MEDICAL 

PRODUCTS ADMINISTRATION

This announcement is made by InnoCare Pharma Limited (the “Company”) on a voluntary 
basis to inform shareholders and potential investors of the Company’s latest business 
developments.

The Board of Directors (the “Board”) is pleased to announce that the Center for Drug 
Evaluation (CDE) of the China National Medical Products Administration (NMPA) 
has accepted the new drug application (NDA) submission for orelabrutinib, a Bruton 
Tyrosine Kinase (BTK) inhibitor, for the treatment of patients with primary immune 
thrombocytopenia (ITP) in China.

ITP represents an important expansion of orelabrutinib beyond hematologic malignancies 
into the field of autoimmune diseases. With its high target selectivity and a favorable 
safety profile, orelabrutinib is well positioned to become a preferred BTK inhibitor for the 
treatment of ITP. As of the date of this announcement, no BTK inhibitor has been approved 
in China for ITP.
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ITP, also referred to as immune thrombocytopenic purpura, is an acquired immune mediated 
disorder characterized by a decrease in peripheral blood platelet counts, resulting in an 
increased risk of bruising and bleeding. Global data indicate that there are over 200,000 new 
cases of ITP annually, with approximately 60,000 new cases occurring in China each year, 
representing significant unmet medical needs.

Orelabrutinib has demonstrated favorable efficacy and safety in the field of autoimmune 
diseases. In addition to ITP, Phase III registrational trials for orelabrutinib in systemic 
lupus erythematosus (SLE), primary progressive multiple sclerosis (PPMS), and secondary 
progressive multiple sclerosis (SPMS) are currently underway in China and globally.

Cautionary Statement as required by Rule 18A.08(3) of the Rules Governing the 
Listing of Securities on The Stock Exchange of Hong Kong Limited: There is no 
assurance that the Company will ultimately develop, market and/or commercialize 
orelabrutinib for the treatment of ITP successfully. Shareholders and potential investors are 
advised to exercise caution when dealing in the shares of the Company.
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