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VOLUNTARY ANNOUNCEMENT
“CULMERCICLIB CAPSULE” APPROVED FOR MARKETING

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company”, together with 
its subsidiaries, the “Group”) announces that the culmerciclib capsule (brand name: 賽坦欣®), a national 
Category 1 innovative drug self-developed by the Group, has been approved by the China National 
Medical Products Administration (NMPA) for marketing. It is indicated for use in combination with 
fulvestrant for the treatment of patients with hormone receptor (HR) positive, human epidermal growth 
factor receptor 2 (HER2) negative locally advanced or metastatic breast cancer who have progressed 
following prior endocrine therapy.

Culmerciclib is a global First-in-Class triple inhibitor targeting CDK2/4/6 at the same time with varying 
degrees of inhibitory effects on CDK2, CDK4, and CDK6 kinases, and has particularly strong selective 
inhibition of CDK4 kinase. Due to its unique mechanism of action, culmerciclib not only helps delay 
the development of resistance to CDK4/6 inhibitors in clinical practice, but also reduces the risk of 
myelosuppression[1].

In the pivotal Phase III clinical trial (TQB3616-III-01), the combination therapy of culmerciclib and 
fulvestrant demonstrated promising efficacy. The results showed that the culmerciclib plus fulvestrant 
group achieved a median progression-free survival (mPFS) of 16.62 months as the primary endpoint, 
which was significantly prolonged by 9.16 months compared to the fulvestrant alone group (7.46 
months), with a 64% reduction in the risk of disease progression or death (HR = 0.36, p<0.0001). The 
objective response rate (ORR) was also significantly improved (40.21% vs 12.12%, p<0.0001). In 
terms of safety, the most common treatment-related adverse events (TRAEs) were mostly grade 1-2 
and manageable; hematological toxicities such as grade ≥3 myelosuppression were minimal; no TRAEs 
leading to treatment discontinuation or death were reported, indicating an overall tolerable safety 
profile[2].
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Breast cancer is one of the most common malignant tumors in the world, with more than 2.3 million 
new cases worldwide in 2022[3]. HR+/HER2-breast cancer accounts for approximately 65%-70% of all 
breast cancer cases, making it the most common subtype[4]. Around 4%-6% of breast cancer patients 
are diagnosed at an advanced stage, and even among early-stage patients who receive standard adjuvant 
therapy, 30%-40% of them still progress to an advanced stage[5], indicating a significant unmet clinical 
need.

Following its approval for second-line treatment, the new drug application for culmerciclib plus 
fulvestrant in first-line HR+/HER2-breast cancer was submitted to the NMPA in July 2025, while the 
Phase III trial for adjuvant use has completed patients enrollment. These new indications are expected to 
be approved within the next two years.

Focusing on the field of breast cancer, the Group has built a pipeline covering all subtypes of breast 
cancer, including HR-positive, HER2-positive, HER2-low and triple negative breast cancer. This 
pipeline spans the entire treatment cycle, from (neo) adjuvant, first-line to subsequent lines of treatment. 
The Group will accelerate innovative research and development and strive to provide patients with a 
broader range of more effective and safer treatment options.
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