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‘ ayto Chemiluminescence Reagent Inspection Report

FERR BT 25-FFYEERD (25-0H VD) MERFE (L ECRBEHTE)
Product Name 25-Hydroxy Vitamin D (25-OH VD) Reagent Kit (Chemiluminescent Immunoassay)
G -2 500t/ & Famis /
Specification 50Tests/Kit Product Model
# 5 AR
62 . 06.
Batch No. 20250626 Expiration Date 2026.06. 25
ErEEHB s HE
Production Date 2025, 96,20 Inspection Date 2020407, U
R H R RBLER i
Inspection Items Inspection Standard Inspection Results | Judgment
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@. The reagent M is a brown brown
suspension, after a long time, the brown brown
1 magentic beads are deposited on the

bottom, and the supernatant liquid should be
clear liquid;

©. The reagent Rl a is colorless and clear Meet with the

Appearance liquid; requirement Pass

®. The reagent R2 a is colorless and clear

liquid;

@. The calibration and the quality control
product for yellowish clear liquid

HEE BARRFN A & BN FhonE e %
2 N 1 The net volume of liquid reagents should not Meet with the P
e Vel be less than the indicated value. requirement ass
T N SE B RZEAED +15%; Bz MEcTHRZE Ql: ~2.01% o
AL+ 20% Q2: ~6. 20%
3 The relative deviation of enterprise HERYERE AL -5.01%
Accur reference standards should not exceed * Accuracyl: Pass
ceuracy 15%; number of quality control product HETfatERE A2 5. 79% h
relative deviation less than +20%. Accuracy2: :
18 .
R Low-level: 3. 06% ok
4 CV=<8% —
Repeatability i 1. 33% Pass
High-level: '
BV 4-150 ng/mLP, r=0.990 o
&
5 Within the range of 4-150 ng/mL, the AR | 0.9977
Linearity range correlation coefficient (r) should be = Result: r= Pass
0. 990.
g ST
Conclusion Pass
K5 A e qBA
Rt ;
Inspector Reviewer
SR 2025. 07. 02 B
Date Date

E: HLARRENA /7 .

Note:If there is no information, please fill with”/”

RH4m5 /Form Number: RT-RFM-Q8504
REV: A.2/ fR7FHIIR: 104 /Storage Life: 10 years



