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Cc.Ef X12 Pro REBE mEYEIEF GG

ADMINISTRATION

"4 7Y U.S. FOOD & DRUG

May 9, 2025

Bonraybio Co.. LTD.

Clare Huang

Manager

4F.. No. 118. Gongye 9th Rd.. Dali Dist.
Taichung, 41280

Taiwan

Re: K242388
Trade/Device Name: LensHooke X12 PRO Semen Analysis System
Regulation Number: 21 CFR 864.5220
Regulation Name: Automated Differential Cell Counter
Regulatory Class: Class IT
Product Code: POV
Dated: August 9. 2024
Received: August 12. 2024
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