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Coagulation Reagent Inspection Report
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Product Name Prothrombin Time Assay Reagent Kit(Liquid) (Coagulation Method)
Mo Fmis
5.0mL X 10 /
Specification Product Model
#t = BRHA
20250713 2026. 07. 12
Batch No. Expiration date
AFEM 5 H A
2025. 07. 13 2025. 07. 22
Production Date Inspection Date
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Inspection Items Inspection Standard Inspection Results Judgment
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a) Appearance of Reagent Pack is clegn and tidy, Meet with the
Appearance symbols are easy to recognize. requirement Pass
b)R1: PT reagent is Homogeneous suspension P
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Liquid Reagent Load volume should be more than Meet with the
Net volume . Pass
labeled value. requirement
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Test Result of Use control plasma to test, the result should ale P
Normal control be less than 14s ass
R
4 / / /
Accuracy
N B3 i 3 B B MR PR S 4 RN R R ¥ (CV) A IEHE 0. 63% o
5 #Bit5. 0% Normal Control : =
o Use Control plasma to test repeatability CV%: SEE
Repeatability Less than 5. 0% Abnormal Control 0. 54% Pass
it EH
Conclusion Pass
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Inspector Reviewer ekﬁ\ =7
HH#A H#
2025. 07. 22
Date Date
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Note:If there is no information, please fill with”/”
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