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Coagulation Reagent Inspection Report
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Product Name Prothrombin Time Assay Reagent Kit (Coagulation Method)
Mmoo R1:4mLX 10 ) y
Specification R2:50mL X1 Product Model
it 5 A
2025060702 2027. 06. 06
Batch No. Expiration date
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2025. 06. 07 2025. 07. 29
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)R1: PT Dry Powder is loose body. After Meet with the
Appearance . T s : Pass
dissolved, it is Homogeneous suspension. requirement
¢)R2: PT Buffer is colorless transparent
homogeneous liquid
R R2: PTHE WS B FURE N A K TR ER%. #Ha ok
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Nk it R2: Net volume deviation of PT buffer should be Meet with the P
oume less than 5% of Labeled volume requirement ass
1E % i3 B FIE% MR, Fras RIENAKT 14s &%
3 Test Result of Use control plasma to test, the result should 15,38 P
Normal control be less than 14s ass
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Accuracy
FR I 2 ENRFTAERNERRE (V) FA EHE P
5 BRI 5. 0% Normal Control 2.06% A
. Use Control plasma to test repeatability CVh: BEE
Repeatability Less than 5.0% pbnormal Control O (b | Pass
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Conclusion Pass
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Inspector Reviewer .
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Note:If there is no information, please £ill with”/”.

FH4 S /Form Number: RT-RFM-Q8502

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




