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Coagulation Reagent Inspection Report
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Product Name Thrombin Time Assay Reagent Kit(Coagulation Method)
mo RL: 4nLX 10 LESE] ,
Specification R2: 50mL.X1 Product Model
#t 5 BEA
2025070202 2027.07.01
Batch No. Expiration date
AErFEHH (oL A=E ]
2025. 07. 02 2025. 07. 15
Production Date Inspection Date
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Inspection Items Inspection Standard Inspection Results | Judgment
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1 a) Appearance of Reagent Pack is clean and tidy
symbols are easy to recognize
b)R1l: TT Dry Powder is loose body. After Meet with the
Appearance ; s & 2 . Pass
dissolved, it is Homogeneous suspension. requirement
¢)R2: TT Buffer is colorless transparent
homogeneous liquid
®E
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Net volume
IE# R NEE FIE® iR, FrfsRIEMA KT 16s. N
3 Test Result of Use control plasma to test, the result should 1. 28 p
Normal control be less than 16s ass
e
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Accuracy
AREh#ETNRFTEERNERRR (CV) A N
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5 #EIL5. 0% 1.01%

R tabilit Use Control plasma to test repeatability CV%: ’ P
SRS Less than 5. 0% A8
it

Conclusion
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Inspector
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2025. 07. 15
Date
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Note:If there is no information, please fill with”/”

FHYS /Form Number: RT-RFM-Q8502

REV: A.2/ {R7f7HAFR: 104E/Storage Life: 10 years



