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Product Name Thrombin Time Assay Reagent Kit (Coagulation Method)
FEREE / ALEEH R1: 4mLX 10
Product Model Package Size R2: 50mL X1
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Lot No. 2025101602 Expiry Date 2027.10. 15
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Manufacture Date 2025 10, 16 Inspection Date 2025, 12. 05
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Subjects Tnspection Standards Results Conclusion
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a) Appearance of reagent pack is clean and tidy, symbols
are easy to recognize
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1 b)R1:TT dry powder is loose body,after dissolved, it is Meet with the =
Appearance h . : Pass
omogeneous suspension requirement
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¢)R2:TT buffer is colorless transparent homogeneous
liquid
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2 = Liquid reagent load volume should be more than labeled Meet with the =
Volume . Pass
value requirement
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3 rmal plasma |y o o ormal control plasma to test, the result should be 14. 4s =
measurement Pass
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value
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Accuracy
B PR 42 0 0 B A BB 45 0485 REL (CV) RLANERES. 0% &
5 . Use control plasma to test repeatability CV%: Less than 2.07% =
Repeatability Pass
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Inspection Conclusion Pass
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(Quality Engineer)
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F k%S /Form Number: RT-RFM-Q8506
REV: A.0/ 1R#7EHAFR: 104E/Storage Life: 10 years




