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VOLUNTARY ANNOUNCEMENT

DRUG REGISTRATION APPROVAL OF THE FIFTH INDICATION OF 
AMEILE (AUMOLERTINIB MESYLATE TABLETS) WAS GRANTED BY 

THE NATIONAL MEDICAL PRODUCTS ADMINISTRATION

The board of directors (the “Board”) of Hansoh Pharmaceutical Group Company Limited (the 
“Company” and together with its subsidiaries, the “Group”) is pleased to announce that, the 
Group’s innovative drug Ameile (阿美樂®) (Aumolertinib Mesylate Tablets) has been granted 
drug registration approval by the National Medical Products Administration (“NMPA”) of China, 
approving the addition of an indication: Ameile in combination with pemetrexed and platinum-
based chemotherapy to be used as the first-line treatment of adult patients with locally advanced 
or metastatic non-small cell lung cancer (“NSCLC”) whose tumors have epidermal growth factor 
receptor (“EGFR”) exon 19 deletions or exon 21 (L858R) mutations. This is the fifth indication of 
Ameile which has been approved.

ABOUT AMEILE

Ameile (阿美樂®) (Aumolertinib Mesylate Tablets) is the first original third-generation EGFR-
TKI innovative drug in China. It has been approved for four indications in China, namely: it was 
approved for the treatment of patients with locally advanced or metastatic NSCLC with T790M 
mutation, who have progressed on or after EGFR-TKI therapy in 2020; it was approved as the 
first-line treatment for adult patients with locally advanced or metastatic NSCLC whose tumors 
have EGFR exon 19 deletions or exon 21 (L858R) substitute mutation positive in 2021; it was 
approved for the treatment of patients with locally advanced, unresectable NSCLC whose disease 
has not progressed following definitive platinum-based chemoradiotherapy whose tumors have 



2

EGFR exon 19 deletions or exon 21 (L858R) substitute mutations in 2025; it was approved for 
the adjuvant treatment of adult patients with stage II to IIIB NSCLC whose tumors have EGFR 
exon 19 deletions or exon 21 L858R mutations, and who have undergone tumor resection with 
or without prior adjuvant chemotherapy as determined by their physician in 2025. Additionally, 
Aumolertinib Mesylate Tablets (trade name in the United Kingdom: Aumseqa®) was approved by 
the Medicines and Healthcare Products Regulatory Agency in the United Kingdom (MHRA) for 
marketing in 2025.
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