BIOHIT COLONVIEW

quick test

Product name BIOHIT ColonView quick test

Cat. N:o 602 250.02

Kit Size 30 tests

Kit Contents 30 test cassettes, 30 sample collection tubes, 1 Instruction for Use, 30 Instructions for
sample collection, 30 Sample collection papers

Intended Use The Biohit ColonView quick test detects human Hb and Hb/Hp complex from faeces.
For in vitro diagnostic use

Method Immunochromatographic Lateral Flow device

Sample type Faeces

Reading of the result Visual or instrument (Quick Test Reader) read

Time to result 15 minutes (Strongly positive results may be evaluated visually sooner. NOTE: The con-

trol line must be visible. Reader evaluation must be done exactly at 15 minutes.)

Test Performance For adenoma and carcinoma (Vasilyev, Table 2):
Sensitivity 97.3% (93.9-99.1), Specificity 85.1% (77.2-91.1)
PPV 91.4% (86.6.2-94.9), NPV 95.1% (88.9-98.4)
AUC=0.912 (0.877-0.947)

Cut off (detection limit): Hb 15 ng/ml, Hb/Hp: 4 ng/ml

Kit Storage 2-30°C
Sample Storage 11 days in refrigerator (2-8 °C), 5 days at room temperature (max. 25 °C)
Quality CEIVD

This product has been manufactured according to 1ISO 9001/ 1SO 13485 quality manage-
ment protocols.

Registered trademark  ColonView Hb and Hb/Hp Test is a registered trademark of Biohit Oyj.
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