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Certificate of Analysis
1EF: 5 : R-QC-SMP-0013-03 /it A5: 00
i 4 LB EA(GARMAFE (GA-I)
Product Name Glycated albumin assay kit (GA-J)
HZ = 14{. ]
Ie HH20220819 e HOEM1004-01
Batch Number Catalog Number
A= 3 SRiE T E
_ 2022.08.19 e 2023.08.18
Production Date Expiry Date
x -
Ttﬁﬁu\ﬁ” 2.8
Storage Condition
For s 1 H T e 45
Test Items Specification Result
S R1 N GBERITOEFRAE, R2 NI OB HRAE Gl
Appearance R1 is colorless to light yellow clear liquid, R2 is yellow clear liquid | PASS
2 R
e - 7125 2 6 B 50,020 ath
Reagent blank
Reagent blank absorbance<0.020 PASS
absorbance
. For I v P I AEL B % i & =0k, AE SR AE i 2 <25% s
R : , : : 1%
Test high, middle and low control each three times, Relative
Accuracy o PASS
deviation=+5%
HEM% 7€ Fl— iz 10 IR, CVs<5% CLi
Repeat-ability Test one control 10 times, CV=5% PASS
flkla) 2 HEE =A% R<5% GLi
Lot-to-lot variation Range of three lots R<5% PASS
} FEAUREZ Y 1.000g/dl i, R 6 22 7E 0.03-0.05 2 ]
W7 R - gl TR | o
. o When the sample concentration is 1.000g/dl, absorbance is
Analytical sensitivity PASS
0.03-0.05
— 2-8°CEHIRENAETE, AIARSE —F ChERSEE) N
“Tt , Stored unopended at 2-8°C and protected from light, stale 1 year -
Stability . . PASS
(accelerated simulating test )
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