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‘@ayto Chemiluminescence Reagent Inspection Report

PR AR BRESFIAHEL (BNP) B RFI& (bR GREI T
Product Name B-Type Natriuretic Peptide (BNP) Reagent Kit (Chemiluminescent Immunoassay)
P - 504/ & L y
Specification 50Tests/Kit Product Model
# 5 HREA
20250703 . 07.
Batch No. Expiration Date 2020 0103
TS
EF.E’@ 2025.07. 03 KIELL_E & 2025. 07. 07
Production Date Inspection Date
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Inspection Items Inspection Standard Inspection Results Judgment
Q. RAMAFHEERN, ABE, FHEAMERITT
JEER, E T SRR,
A @. RFUIRA T 76 LA & HH&
@. Bl SR RPCAG T B, BB ERARAE
S EHTCUTE
@. The reagent M is a brown brown
suspension, after a long time, the brown brown
magentic beads are deposited on the
bottom, and the supernatant liquid should be
clear liquid;
A Meet with the P
ppearance (@. Reagent R is colorless clear liquid; requirement ass
®). Calibrators and quality control materials
should be lyophilized loose bodies, and the
liquid components should be clear without
precipitation after reconstitution.
HEE WARIRFN A5 A B RA D T AR E & &
Net 1 The net volume of liquid reagents should not Meet with the P
heb Vo ume be less than the indicated value. requirement ass
; Sl B BARRHRZ A + 10%: A 2 8l LR ) .
{Eﬁﬁfg Z:E‘TJ"FZO‘V D%
LLTeVn Q2: 2. 45%
The relative deviation of enterprise WERfTEREAS L 9 69%
reference standards should not exceed =+ Accuracyl:

Accuracy 5 . | Pass
10;number of quality control product relative | HERtEREA2 L. 05%
deviation less than +20%. Accuracy?2: Ehi

, & " 2
BRI Low-1level: L 49 L
CV=38% -
Repeatability High-level: 2. 20% Pass
Ve 5-5000pg/mLPY, r=0.990 LFE
Within the range of 5-5000pg/uL, the SR | 9996
Linearity range correlation coefficient (r) should be = Result: r= | ssmsmmnnl_ Pass
0. 99. /\‘T\é
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Conclusion Pass
Hidk 5 — TN = P =
Inspector A Reviewer “ =
B 2025. 07. 07 e E&
Date Date
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Note:If there is no information, please fill with”/”.
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