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Certificate of Analysis

e FEE B ENERNE GREZ
Product Name Fibrinogen Assay Reagent Kit (Coagulation Method)
. R1: 4mL X5
P RS AL e
Product Model / Package Size R2: 100mL X1
ragueh HOAs & R3: 1mLX1
#t = A
Lot No. 2025112001 Bepiry Dobs 2027.11.19
HrEH 56 H
Manufacture Date 2025.11.20 Tnspection Date 2025. 12.16
o= Fe Do AR RS gERFE
Subjects Inspection Standards Results Conclusion
a) RFIESIREER, SCFE RS AR
a) Appearance of reagent pack is clean and tidy, symbols
are easy to recognize
b) R1:FIBIRAIAIRS : s LML VTR, B EEE Ggiis
e 1k, EIEERBEINIER a ]
1 A i b) R1:FIB reagent and R3:Calibrator is dry powder, which Meet with the [T
pRearance is white or light yellow loose body and is transparent requirement e
homogeneous liquid after dissolving
) R2: BRIl T 3% W 3 S0 A
¢) R2:Imidazole buffer is a colorless transparent
homogeneous liquid
oy RTINS RRAD FAUNE e R
2 5 Liquid reagent load volume should be more than labeled Meet with the &
Volume - Pass
value requirement
1EH 3R EfE
3 Normal plasma / / /
measurement
value
T S RNE, AXMRZER AR £ 15% N
4 A o Use control plasma to test, the relative deviation 5. 28% ;“
CEULacy should be less than 15% ass
T , N ERfE
MR E RS ROER RN (O, EHENE | Normal  |3.52
. = . .
a5 L5, 0%, S {EBIA LS. 0% Control "
5 Repeatabilit Use control plasma to test repeatability CV%:Less than - gﬂ
4 Y 15.0% for normal control, less than 8.0% for abnormal RHEHE ass
control Abnormal 1. 81%
Control
B A%
Inspection Conclusion Pass )
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Approved by =H RS Date
(Quality Engineer)
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Remarks If there is no information, please fill with”/”.

H %42 /Form Number: RT-RFM-Q8506
REV: A. 0/ {R7FHAFR: 10%E/Storage Life: 10 years



