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50% Acetic Acid 25mL per 24hr, Boric Acid 10gr per 24hr, 6M
Hydrochloric Acid 30mL per 24hr, 6M Nitric Acid 15mL per 24hr,

Diazolidinyl Urea (250 g/L) 5 mL per 24-hour, Thymol 10mL per
24hr.
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Imidazol buffer pH 6.8 100 mmol/L
Arsenazo iii 0.2 mmol/L
Detergent 1 %
Preservative 1 %
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Additive Serum with additive
Name Final Calcium concentration | Interference%
concentration (gr/dL)
TG None 9.10
400 (mg/dL) 9.10 0.00
600 9.12 0.22
800 9.20 1.10
1000 9.25 1.65
1200 9.29 2.09
Hb None 9.10
2 (g/L) 9.12 0.22
4 9.23 1.43
6 9.31 2.31
B.T None 9.10
1 (mg/dL) 9.10 0.00
5 9.10 0.00
10 9.15 0.55
15 9.19 0.99
20 9.27 1.87
Ascorbic | None 9.10
acid 1000 (mg/dL) 9.12 0.22
2000 9.25 1.65
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3. https://www.mayocliniclabs.com
4.  Tietz, N.W,, Clinical guide to laboratory tests, 4rd Ed. (W.B. Saunders
eds. Philadelphia USA), (2006), 202.
5. Protocols for Determination of Limits of Detection and Limits of
Quantitation; Approved Guideline. CLSI EP17A (2004).
6. Evaluation of Linearity of Quantitative Measurement Procedures, 2nd
Edition, CLSI EP06-A (2003).
7. Evaluation of precision performance of quantitative measurement
methods; approved guideline—. Evaluation, CLSI EP5-A2 (2004).
8.  Method comparison and bias estimation using patient samples; Approved
guideline. CLSI EP9-A2, (2002).
9. Interference Testing in Clinical Chemistry; approved guideline. CLSI

EP07-A2, 2005.
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In vitro diagnostic medical device Reagent 1

Consult instruction for use
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Measuring Range: 0.37 — 20 mg/dL
Limit Of Blank (LOB): 0.0 mg/dL
Limit Of Detection (LOD): 0.02 mg/dL
Limit Of Quantification (LOQ): 5.0 mg/dL
:)|).>| digos

Measuring Range: 1.25 — 20 mg/dL

Limit Of Blank (LOB): 0.0 mg/dL

Limit Of Detection (LOD): 0.02 mg/dL
Limit Of Quantification (LOQ): 1.25 mg/dL
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Mean .
n | (mg/ Within Run Total CV%
CV%
dL)
Low 80 8.4 3.0 2.8
Normal | 80 | 10.2 1.3 1.4
High 80 | 13.8 1.1 1.1
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Correlation Coefficient: (r)= 0.9993
Linear regression: Y=1.0013 (x) — 0.04 mg/dL

2
Revised (2022/07)
Version I11

02177182731 : pils liaSe cbo S 5,8 335 S olin bl 35 led oMbl




3
Revised (2022/07)
Version I11

02177182731 : pils liaSe cbo S 5,8 335 S olin bl 35 led oMbl




