B 7 R A TR

Coagulation Reagent Inspection Report

B D-—%{k (D-Dimer) PERFE (BRI FRL LI
Product Name D-Dimer Assay Reagent Kit (Latex—Enhanced Tmmunoturbidimetric)
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%AA % R1: 9mLX3 }LL.HFIE’:—':T /
Specification R2: 3mLX3 Product Model
# 5 BRI
20250407 2026. 04. 06
Batch No. Expiration date
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2025. 04. 07 2025. 04. 15
Production Date Inspection Date
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Inspection Items Inspection Standard Inspection Results Judgment
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1 R1 1s'color1ess,'transparent and'cle?r liquid Meet with the
Appearance without foreign matters; R2 is milky, . Pass
3 3 4 . requirement
semitransparent liquid without foreign matters.
HKE ARRF 15 & BNA D Than{E- e G
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Net vol The net information of liquid reagents should Meet with the Pass
et volume not be less than the indicated value. requirement
1% 3N E1E
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Test Result of /
Normal control
TR AR ZE AT £ 15%. a1
4 2. 39%
Accuracy the relative deviation should be less than 15% Pass
HEM 25 53 RHUCV<10%. v
) 3. 73%
Repeatability Coefficient of Variation (CV) < 10% Pass
e B
Conclusion Pass
LA A
i [97459
Inspector Reviewer
H & H#
2025. 04. 15
Date Date
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Note:If there is no information, please fill with”/”

FHYS /Form Number: RT-RFM-Q8502

REV: A.2/ 1747HARR: 104 /Storage Life: 10 years




