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Product Name Immunoglobulin M (lgM) Assay Reagent Kit (lmmunoturbidimetric)
N % R1: 45ml X1, IR TEIERE
o R2: 15mlX1, 2 /
Specification We: Lml X1 Product Model
. il HRAN
20250427 2026/4/26
Batch No. ’ Expiration Date FA72
A H I RETARE
! 2025. 04. 27 SR 2025. 04. 30
Production Date Inspection Date
AT A 2
20250427 Expiration date of 2026/4/26
Reagent batch number
Reagent
KU/ st v FEHEA U0
Calibrator/Control 20250427 Expiration date of 2026/10/26

batch number

Calibrator

Fax B 1 H Far B b it Fe 56 25 FE
Inspection Items Inspection Standard Inspection Results| Judgment
AR RITGEA . R2GUFH (A, VETHIRIR, JoUTUE X 20IRY) (S i
1 Rl is colorless, RZ2 is slightly yellowish, . A
.. . . Meet with the
Appearance clear liquid, without sediments or . Pass
. requirement
floccules.
i RS 7 LA > T (i i &k
2 The net content of liquid reagents should Meet with the
Net volume i S ) . Pass
not be less than the indicated value. requirement
AL R R 22 AN £ 15% e
3 Accuracy The relative deviation shou]d not exceed =+ 1. 19%
0 Pass
15%.
q B RHCV<4% &k
4 ] . o . 0.61%
Repeatability Coefficient of Variation (CV) <4% Pass
o FE0. 03g/L~5. 2g/L (37°C) WK, FHHE \
25 MY AN
St (r) Ri=0.990 it
5 Within the range of 0.03g/L~5.2g/L. (37C), 0. 9995
Linearity range [the correlation coefficient () should be = Pass
0. 990. -
G B
Pass

Conclusion

Tl 51 - FTVNE

Inspector I Reviewer |
- 3 SR
H 2025. 04. 30 H
Date Date
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Fs 45 /Form Number:
REV: A. 2/ {R#A7WIK:
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Note:If there is no information
RT-RFM-Q8503
104)/Storage

o

please fill with”/”.

Life: 10 years




