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Jongkwan Ko

Quality Management Representative

QA Division Issue date: 2023-07-19

Apperance Inspection
  • Expiration date of package of kit

  • LOT No. of package of test kit

  • Check the text number of the labeling material

  • Quantity of each product per one box : 10ea

According to SD Biosensor's quality assurance system, the above QC tests have been completed and passed

the specification. We hereby approve this product release.

Performance Inspection

Lot No. 8R547K1AJ1
2023.07.19.

2024.01.18.

Testing categories Specification

Pass

  • Repeatability: Results are within ± 2 Ct of target concentration

  • Check that there is no problem in detecting our products or applicable products

  • Specificity: No fluorescence signal detected in negative control

Product Name STANDARD™ M10 Sputum pretreatment Kit

Ref No.

Headoffice: C-4th&5th, 16, Deogyeong-daero 1556beon-gil,

Yeongtong-gu,  Suwon-si, Gyeonggi-do, 16690, REPUBLIC OF KOREA

Manufacturing site: 14, Jeungpyeongsandan-ro, Jeungpyeong-eup, Jeungpyeong-gun,

Chungcheongbuk-do, 27915, REPUBLIC OF KOREA

TEL : +82-31-300-0400 / FAX : +82-31-300-0499

http://www sdbiosensor.com

Certificate of Analysis

11PRT10AM10-SPTP-01

C-BD100-17 SD Biosensor, Inc.


	(11COV10A)(8C848B2AJ1)STANDARD™ M10 SARS-CoV-2 Certificate of Analysis R3 2023.02.21.
	(11MTB10A)(8C447C3AJ1) STANDARD™ M10 MDR-TB Certificate of Analysis
	(11PRT10A) STANDARD™ M10 Sputum Pretreatment Kit Certificate of Analysis R1 -8R547K1AJ1
	(60848H1AC) STANDARD™ F C.difficile Toxin AB FIA(10CDT10D)
	(64248N2AC)STANDARD™ F C.difficile GDH FIA(10CDG10D)
	(65044D1AC) STANDARD™ F Rota,Adeno Ag FIA(10ROT10D)
	(65647S1AC)STANDARD F COVID-19 Ag FIA(10COV30D)
	(68345G1AC) STANDARD™ F Norovirus Ag plus FIA (10NOR20D)
	(6024871AC)STANDARD™ F S.pneumoniae Ag FIA(10SPN10D)

