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Prodict Name CRIER G IR PR - —28920)
HEK293 Host Cell Protein (HCP) ELISA Kit £ H A 20260310
production date
] PR A A ks 20270309
Test Item Finished Product Full Inspection expiration date
o 36 1 4 AR HE 5 H
Test Basis Enterprise Standard Report Date 2026002
FE 96 Tests/& TRA7 %1 Box 1: 205 °C
Specification/Model 96 Tests/Kit Storage conditions Box 2: 2-8 °C
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Test Item Enterprise Standard Test results
1. FRIRRLEMT, 5iR5);
2. BHERNEFASRFLE. T8, WELER. TERY:
P 3. MERNTHERIFETIER. FFEbRiE
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
HEK293 HCPHR#EAR1E, HEK293 HCPHRMFLIKL, WAEWM (20X) 1R, BEARBRUE, 2
RN AR G, bR, $IHEK293 HOPHUAELBEEFRIR 15, HHRME2K, HYH1H
I — vial of HEK293 HCP concentrated standard,one bottle of anti-HEK293 HCP detection FFETrifE
andg ugantities antibody, one bottle of concentrated washing buffer(20x), one bottle of sample diluent, one Qualified
q bottle of TMB substrate, one bottle of stop solution, 96-well plate coated with anti-HEK293
HCP, two sheets of sealing film, and one instruction manual
\ BB EMA, AR AR KA D TR E. po Ay
e . ; fil FFEIRHE
—— In the composition of the kit, the volume of the liquid reagent components should be no less Qualified
than the indicated value
T il 2R A O R B
Cf?.".e'att'of”th P05 544 £R2>0. 99 H T
c;);nlg:rzg c?Jrvee Linear fitting,R2>0.99 Qualified
BEWRETL AR Bl A Bk AL (200 ng/mL) , 0D450-630nmfE S =>1.5 e
Maximum The highest concentration of the detection standard curve (200 ng/mL) had an average OD Qu:lified
concentration value of 450-630nm > 1.5
FTHA 2 (7L, 0D450-630nmfE SHIE <0. 15 & bRt
Blank Test the blank wells, and the average signal of 0D450-630nm should be < 0.15 Qualified
PR R ARIREFLEE 10K, HEME, EREEIT70-130% o
SEEIR . : ) FrEPRiE
. .. | Repeat the blank wells for 10 times, and the mean value was calculated, with a recovery rate e
Limit of Quantitation ) Qualified
not exceeding 70-130%
y FRER, 34NFAT, BIREECVRIAKTF10. 0% A
HEEH . . : ik - FrabriE
e Precision on triplicate sample should yield the coefficient of variation (CV) for each oo
Repetition ) Qualified
concentration less than 10.0%
AR IE AR RS,
IR This product has been tested in accordance with the enterp, are in compliance with the
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