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Inspection Report of Rapid Test Uncut Sheet
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Treponema Pallidum(TP)Antibody Rapid Test Uncut Sheet( Colloidal Gold )——cassette
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Inspection standards

Quality standard for Treponema Pallidum antibody rapid test uncut sheet
(Colloidal Gold)
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e appearance of the uncut sheet is intact, no e 8
Exterior : PP ) OARE OAEHE
stains, no wrinkles, the components are glued :
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neatly, and the order of sticking is correct and firm.
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2 Physical Length 300mm=3, width 60mm=0.6, the liquid ORGL ORaks
inspection moving speed of the test strip is not less than ; : :
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mm/min.
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The minimum (L1. L2. L3) of Hepatitis C virus were tested 3 OAF S OARE#
limit of detection times each, the L1 test results should all be Nonconformity Unqualified
positive, the L2 test results should be negative or
positive, and the L3 test results should all be
negative.
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) Test 10 positive reference materials (P1-P10), the | Coincidence rate OAE#
consistency rate o i
results should all be positive. Unqualified
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: = Test 20 negative reference materials (N1-N20), the | Coincidence rate OAGHE
consistency rate :
results should all be negative. Unqualified
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o Take out 10 test reagents from the same batch and b :
Repeatability test : g Coincidence rate OARE#
test the reference materials of repeatability (R). ;
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The test result should be consistently positive, and

the color rendering should be uniform as well.
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