Product Category Control Solution

~ CertificateofAnalysis =

Level Normal

Product Part Number 705-2GC550-050

Lot Number 2YDO1A

ftems Specification

Analysis Data

Accuracy testing

(Glucose level test by YSI1[96 mg/dL £ 4 mg/dL Test mean : 95.8 mg/dL
2300)
Within Lot Precision (CV OV %< 4% oV % = 0.7 %

%)

Final Product Evaluation : PASS [ V 1 FalL [ ]

Storage Condition : Store at 2-30°C

Shelf-Life : 24 months

Complying Standards ® I1SO 13485:2016 and 98/79/EC and 1SO 15197:2013

Dates of Manufacturing: 2025.02.05
Date Issued: 2025.04.29

Expiration Date: 2027.02.04
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QA Supervisor

No.:FT-82-03-0024-0007E
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QA Manager

BIONIME CORPORATION

No. 100, Sec. 2, Daging St., South Dist.,
Taichung City 40242, Taiwan
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