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Coagulation Reagent Inspection Report
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Product Name Fibrinogen Assay Reagent Kit(Liquid) (Coagulation Method)
# B’ R1: 2mLX5 PR RE
R2: 100mLX 1 /
Specification R3: 1mLX1 Product Model
#H 5 B
20250403 2026. 04. 02
Batch No. Expiration date
ErEH# 58 H
2025. 04. 03 2025. 04. 18
Production Date Inspection Date
Rz Lok g At DL EE ] HE
Inspection Items Inspection Standard Inspection Results | Judgment
a) BIBIMIRIE, LTS ARIRERNT,
e b) R3: EEMBAET M, NEGRME TR, PN .
R Y=y Sh sl b # " "
¢) R2: BRMEZEMOTATE (35 B 4 50 .
1 a) Appearance of Reagent Pack is clean and
tidy, symbols are easy to recognize.
b) RBE Calibrator is dry powder,.whlch is white Meet with the
Appearance or light yellow loose body and is transparent . Pass
i, . . requirement
homogeneous liquid after dissolving
¢) R2:Imidazole buffer is a colorless
transparent homogeneous liquid
£y BAERF S S BN D TARRE. #aE i
2 N 1 Liquid Reagent Load volume should be more than Meet with the P
EL yolume labeled value. requirement e
IEH 3R EE
3 Test Result of / / /
Normal control
1EWE REEYRNE, HXHRZER BT +15% a8
1. 30%
4 A Use control plasma to test, the relative " Pass
ceuracy deviation should be less than 15%
; N N EHE
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HAEBMEITE. 0% 5 A ERAAILS. 0% oy :
5
Use Control plasma to test repeatability CV%: REE
Repeatability Less than 5.0% for Normal control, less than | Abnormal 1. 64% Pass
8.0% for Abnormal Control. Control
i G
Conclusion
K38 51
R
Inspector
H#
2025. 04. 18
Date
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Note:If there is no information, please fill with”/”.
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