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VOLUNTARY ANNOUNCEMENT
ZHONGHE HEADWAY’S 50mg UREA 13C BREATH TEST KIT HAS OBTAINED

THE DRUG REGISTRATION CERTIFICATE

This announcement is made by China Isotope & Radiation Corporation (“CIRC” or the 
“Company”) on a voluntary basis to keep the shareholders and potential investors informed of the 
latest business development of the Company.

The Board of the Company is pleased to announce that, recently, the 50mg Urea 13C powder 
breath test kit (the “Product”) independently developed by Shenzhen Zhonghe Headway Bio-Sci 
& Tech Co., Ltd. (深圳市中核海得威生物科技有限公司) (“Zhonghe Headway”), a subsidiary 
of CIRC, has obtained the Drug Registration Certificate issued by the National Medical Products 
Administration. The Product is used for the diagnosis of gastric Helicobacter pylori infection, and 
is the first generic drug of the same variety approved in the PRC since the implementation of the 
new drug registration regulations in 2017.

Upon approval, the Product forms a product matrix featuring two dosage forms and two 
specifications together with Zhonghe Headway’s existing 75mg Urea 13C breath test kit. The two 
products complement each other in terms of dosage form and specification, providing more flexible 
medication choices for clinical application. Currently, Zhonghe Headway is making every effort to 
advance the GMP compliance inspection. It is expected that the Product will be put into production 
and launched on the market in December 2026.
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