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VOLUNTARY ANNOUNCEMENT
ACCEPTANCE OF NEW INDICATION APPLICATION FOR MARKETING OF
CULMERCICLIB CAPSULE FOR FIRST-LINE TREATMENT OF BREAST CANCER

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company”, together with
its subsidiaries, the “Group”) announces that it has submitted a new indication application for marketing
of the Group’s self-developed CDK?2/4/6 inhibitor “Culmerciclib Capsule (TQB3616)” in combination
with fulvestrant injection for the treatment of previously untreated HR-positive, HER2-negative (HR+/
HER?2-) locally advanced or metastatic breast cancer to the Centre for Drug Evaluation (“CDE”) of the
National Medical Products Administration of the PRC, which has been accepted.

TQB3616-111-02 (NCT04523272) was a randomized, double-blind, parallel-controlled, multicenter
Phase III clinical study designed to evaluate the efficacy and safety of TQB3616 in combination with
fulvestrant versus placebo in combination with fulvestrant in previously untreated patients with HR+/
HER2- advanced breast cancer. The study has met its primary endpoint, with its details to be presented
at an upcoming international academic conference.

Breast cancer is one of the most common malignant tumours in women, with HR+/HER?2- breast cancer
accounting for approximately 65%-70% of all breast cancers, making it the most common subtype of
breast cancer''!. Approximately 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 progress
to an advanced stage'”. Authoritative guidelines including the “Chinese Society of Clinical Oncology
(CSCO) Breast Cancer Guidelines (2025 Edition)” unanimously recommend the use of CDK4/6
inhibitors combined with endocrine therapy for the first-line treatment of HR+/HER2- advanced breast

cancer®>*,



In July 2024, the Group submitted a new drug application for Culmerciclib in combination with
fulvestrant for the treatment of HR+/HER2- locally advanced or metastatic breast cancer following
endocrine treatment, which was accepted by CDE. The acceptance of the marketing application for the
first-line indication for the drug has further confirmed the huge potential of the combination therapy in
different treatment stages of advanced breast cancer.
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