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VOLUNTARY ANNOUNCEMENT
ZONGERTINIB, A HER2 TYROSINE KINASE INHIBITOR, APPROVED FOR FIRST-
LINE TREATMENT OF HER2-MUTANT NON-SMALL CELL LUNG CANCER

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company,” together
with its subsidiaries, the “Group”) announces that B H#R® (Chinese generic name: R, English
generic name: zongertinib), which the Group co-promotes with Boehringer Ingelheim in mainland China,
has received approval from the National Medical Products Administration (NMPA) of China for use as a
monotherapy in the first-line treatment of adult patients with unresectable locally advanced or metastatic
non-small cell lung cancer (NSCLC) harboring HER2 (ERBB2) tyrosine kinase domain activating
mutations. The approval marks another significant milestone following the Center for Drug Evaluation
(CDE) of the NMPA granting Breakthrough Therapy designation to 22 #5%&® for its first-line indication
and NMPA’s approval in August 2025 for the treatment of previously treated patients.

As the world’s first approved oral HER2 tyrosine kinase inhibitor, the approval of ZE/5#E® for first-line
treatment marks a new era of precision-targeted first-line therapy for HER2-mutant advanced NSCLC in
China. This approval addresses a long-unmet clinical need for an effective targeted first-line treatment
in this patient population, while also offering greater convenience through oral administration.

The conditional approval of BEjf%® for first-line treatment in China was based on the results from
Cohort 2 of the Phase 1b Beamion-LUNG 1 clinical trial "', which evaluated the efficacy and safety
of zongertinib in treatment-naive patients with advanced NSCLC harboring HER2 (ERBB2)-activating
mutations. Data showed that among treatment-naive patients in Cohort 1 (N=74), the confirmed
objective response rate (ORR) reached 76%, with 11% of patients achieving complete response and
65% achieving partial response. The median duration of response (mDoR) was 15.2 months, and the
median progression-free survival (mPFS) was 14.4 months. These data were presented at the European
Lung Cancer Conference (ELCC) 2026, with study results simultaneously published in the New England
Journal of Medicine (NEJM). Additionally, the NEJM manuscript reported findings from 30 patients



with HER2-mutant advanced NSCLC with active brain metastases, of which, 47% experienced a
confirmed intracranial objective response (1I0RR) by Response Assessment in Neuro-Oncology Brain
Metastases (RANO-BM).

About HER2 (ERBB2)-mutant non-small cell lung cancer (NSCLC)

Lung cancer is one of the most lethal types of malignant tumors worldwide "*!, with NSCLC being the
most common type . HER2 (ERBB2) mutations account for approximately 2-4% of NSCLC cases and
are typically associated with poor prognosis and a higher incidence of brain metastasis **. Abnormal
alterations in HER2 (ERBB2), including mutations, amplification, and overexpression, which can in
turn result in uncontrolled cell production, inhibition of cell death and promotion of tumor growth
and spread '**. Traditional chemotherapy and immunotherapy have shown limited efficacy in patients
with HER2 mutations !, Antibody-drug conjugates (ADCs) have demonstrated some efficacy in this
setting, but they require intravenous administration and carry the risks of potential adverse events such
as myelosuppression and interstitial lung disease ”*°. Therefore, patients with HER2-mutant advanced
NSCLC still face significant unmet clinical needs, and there is an urgent demand for a highly effective,
safe, and convenient oral precision targeted therapy.

About E#fR® (Zongertinib Tablets)

BB & ® (Zongertinib Tablets) is an irreversible tyrosine kinase inhibitor (TKI) that selectively
inhibits HER2 (ERBB2) while sparing wild-type EGFR, thereby helping to reduce related toxicities
571 Comprehensive biomarker testing determines a patient’s eligibility for treatment with Z#5%&® by
identifying HER2 (ERBB2)-mutant advanced NSCLC P7,

About the BEAMION Clinical Trial

BEAMION LUNG-1 (NCT04886804) is an open-label, Phase I dose-escalation clinical trial of
zongertinib monotherapy in patients with unresectable or metastatic solid tumors harboring HER2
mutations, including dose confirmation and expansion. The study consists of two parts: Part 1 enrolls
adult patients with various types of advanced cancer carrying HER2 gene alterations (including
mutations, amplifications, overexpression, and fusions) who have progressed on prior therapy. Part 2
enrolls patients with HER2-mutant NSCLC. BEAMION LUNG-2 is a Phase III, open-label, randomized,
active-controlled study designed to enroll 270 patients with unresectable or metastatic non-squamous
NSCLC harboring HER?2 tyrosine kinase domain mutations, with the aim of evaluating the efficacy of
zongertinib compared to the standard of care.

About the Strategic Partnership Between Boehringer Ingelheim and SBP Group

Boehringer Ingelheim and SBP Group have established a strategic partnership dedicated to bringing
innovative oncology therapies to the mainland Chinese market. The collaboration will leverage the
complementary strengths of both parties to provide more and better treatment options for cancer patients
in China. The two companies will collaborate on several of Boehringer Ingelheim’s innovative oncology
products currently in late-stage clinical development. Zongertinib is one of the strategic collaboration
products between Boehringer Ingelheim and SBP Group in mainland China.
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