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Product Name Pichia Pastoris Host Cell Protein (HCP) A
ELISA Kit production date 20260207
K5 H A 46 A %0 20270206
Test Item Finished Product Full Inspection expiration date
B84 4 Al by Wit HY
Test Basis Enterprise Standard Report Date 20260306
BA 96 Tests/# TRAE AT 2.8°C
Specification/Model 96 Tests/Kit Storage conditions
5T H Ak brE Kt |
Test Item Enterprise Standard Test results
Lo FRUSETTONG, 51000
2. WA N SARIFFA ek, Wk LSRR, L2y,
SR 56 3. EHASN EHBR S Tty b
Appearance 1.Labels shall be clear and easy to identify; Qualified
2.All components in the kit shall be complete and intact, with no liquid leakage or floc;
3.Aluminum foil bags shall be free from damage and air leakage
Pichia pastoris HCP #RdES74, #i Pichia pastoris HCP kR4S &4 TARMIUM, WALk
W 20X 1, SBEBUK, LB UK, B Pichia pastoris HCP itk BiblebrtR 18, H
AN A S [BUB2gK, BB 1ok
Packaging contents (a set of Pichia pastoris HCP standards(7 vials) ,one bottle of anti-Pichia pastoris HCP Qulallifieci
and quantities detection antibody, one bottle of concentrated washing buffer(20x), one bottle of sample
diluent, one bottle of TMB substrate, one bottle of stop solution, 96-well plate coated with
anti-Pichia pastoris HCP, two sheets of sealing film, and one instruction manual.
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In the composition of the kit, the volume of the liquid reagent components should be no less o
volume L Qualified
than the indicated value
Bt i 2 AH G R $
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coefieient or.the Linear fitting,R2>0.99 Qualified
standard curve
AL R Wb B AL (200 ng/mL) . OD450-630nmf& S =>1. 5 e ki
Maximum The highest concentration of the detection standard curve (200 ng/mL) had an average OD S
. Qualified
concentration value of 450-630nm = 1.5
FHAL HWZE 9L, 0D450-630nmfs 5 B <0. 15 Ryt b
Blank Test the blank wells, and the average signal of 0D450-630nm should be < 0.15 Qualified
o g PR AR AL 10K, THECIME, IR ANt 70-130% Ak
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o - Repeat the blank wells for 10 times, and the mean value was calculated, with a recovery rate o
Limit of Quantitation ) Qualified
not exceeding 70-130%
. PRI, 34147, S IKIECVMAK 110 0% il
M . - ) - - P54 b
L Precision on triplicate sample should yield the coefficient of variation (CV) for each e
Repetition : Qualified-.
concentration less than 10.0%
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Test conclusion

This product has been tested in accordance with the enterprise
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