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Chemistry Reagent Inspection Report
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Product Name

C-Reactive Protein Assay Reagent Kit
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(Latex—Enhanced ITmmunoturbidimetric)

J0 I Rl: 60ml X1, R R
R2: 15ml X1, /
Specificatio e g HE 1 Mode
pecification FiiE/CAL: Ll X 1 Product Model
= 1200
! 20250401 o0t 2026/3/31
Batch No. Expiration Date
A7 H fia e 0]
, 2025. 04. 01 o 2025. 04. 14
Production Date Inspection Date
WAHLS A 2OH
20250401 Expiration date of 2026/3/31
Reagent batch number ,
Reagent
Bt/ st FEHEE ZOn
Calibrator/Control 20250401 Expiration date of 2026/9/30
batch number Calibrator
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Inspection Items Inspection Standard Inspection Results | Judgment
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l Rl is colorless, clear liquid and R2 is wilky, .
) . . . Meet with the
Appearance semitransparent liquid, without sediments or . Pass
requirement
floccules.
i BRI RS b wa s
2 The net content of liquid reagents should not Meet with the
Net volume ) S : Pass
be less than the indicated value. requirement
HIROHIES AR ZE AN T 4 15% ik
3 curacy : O . —=0. 79%
Aezuracs The relative deviation should not exceed -+ [15%. ' Pass
g AL L5 RHCV<5% 1 &
Repeatability Coefficient of Variation (CV) <5% e Pass
iyt fElmg/L~100 mg/L. (37°C) FEEP, HFEHE ) W ,,
20 >0. 39() i ¢ e L
5 Within the range of lmg/l. =~ 100 mg/l. (37°C). 0. 9999
Linearity range [the correlation coefficient (1) should be = e
0. 990. A, N\
=h 7N
Con( luslon Pass %,&L %
o386 01 g n e A 1
TR . 7 V4
Inspector Reviewer =3 V4
L B =1/
2025.04. 14 ) .
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Note: It there is no information,

PGS /Form Number:
REV: A. 2/ [R{FHHIR:

please fill with”/”.

RT=RI'M-Q8503
104F/Storage Life:

10 years



