UMA CO,, LTD.

MEASURE HUMAN LYO L-1

MEASURE Human Lyo L-1

for MESURE Reagent Lot. 112BAD (White Cap)
2°c~8°C EXP. 2022.10.
Component Analytical value 1SD Acceptable range Method/Instrument Traceability
Albumin 40.0 glL 1.33 360 - 440 BCG / Hitachi-7180 JCCRMB13
4.00 g/dL 0.133 360 - 4.40 +38D range by MEASURE Reagent (ERM DA470)
ALT 36.0 uiL 1.20 324 - 39.6 JSCC at 37°C (IFCC wlo PalP) / Hitachi-7180 JCCRMO001d
0.60 pkat/L 0.020 054 - 0.66 | =+3SD range by MEASURE Reagent
ALP 103 UiL 5.2 876 - 118 IFCC at 37°C / Hitachi-7180 JCCRMO001d (IFCC)
1.72 pkat/L 0.086 146 - 1.98 | +3SD range by MEASURE Reagent
ALPIFCC 92.5 UL 4.6 786 - 106 IFCC at 37°C / Hitachi-7160 JCCRM001d (IFCC)
1.54 pkat/L 0.077 131 - 1.78 | +3SD range by MEASURE Reagent
Amylase, total 91.4 UiL 457 mr - 105 IFCC at 37°C | Hitachi-7180 JCCRMO001d
1.53 pkat/L 0.076 130 - 1.76 | +3SD range by MEASURE Reagent
AST 38.2 UiL 1.27 344 - 42,0 JSCC at 37°C (IFCC wlo PalP) / Hitachi-7180 JCCRMO001d
0.64 pkat/L 0.021 057 - 0.70 | +3SD range by MEASURE Reagent
Bile Acid 17.3 pmoliL 1.73 121 - 22.5 Enzymatic (3-a-HDS) / Hitachi-7180 Gravimetry
6.72 mg/L 0.672 470 - 8.74 | +3SD range by MEASURE Reagent
Bilirubin, direct 7.35 pmol/L 0.613 551 - 9.19 | Enzymatic/ Hitachi-7180 NIST
043 mg/dL 0.036 032 - 0.54 | =+3SD range by MEASURE Reagent
Bilirubin, total 15.4 pmol/L 0.51 139 - 16.9 | Enzymatic/ Hitachi-7180 NIST
0.90 mg/dL 0.030 081 - 0.99 | +3SD range by MEASURE Reagent
Cholesterol, total 3.89 mmol/L 0.130 350 - 4.27 CHOD-PAP | Hitachi-7180 JCCRM223
150 mg/dL 5.0 135 - 165 +3SD range by MEASURE Reagent (SRM1951a)
HDL Cholesterol 1.26 mmollL | 0.084 1.01 - 1.51 | Direct enzymatic colorimetry / Hitachi-7180 JCCRM223
48.6 mg/dL 3.24 389 - 58.3 | +3SD range by MEASURE Reagent (SRM1951a)
LDL Cholesterol 2.31 mmoliL | 0.115 196 - 2.65 | Direct enzymatic colorimetry / Hitachi7180 JCCRM223
89.0 mg/dL 4.45 75.7 - 1024 | +3SD range by MEASURE Reagent (SRM1951a)
CK 69.0 uiL 3.45 58.7 - 794 JSCC at 37°C | Hitachi-7180 JCCRM001d
1.15 pkat/L 0.058 098 - 1.33 | +3SD range by MEASURE Reagent
CK-MB 222 uiL 2,96 133 - 3141 Immunological UV / Hitachi-7180 Internal SOP
0.37 pkat/L 0.049 022 - 0.52 +3SD range by MEASURE Reagent
Creatinine 80.4 pmol/L 4,02 684 - 92.5 | Enzymatic/ Hitachi-7180 JCCRM521
0.91 mg/dL 0.046 077 - 1.05 | +3SD range by MEASURE Reagent (ID-MS)
CRP mg/L Immunoturbidimetry / Hitachi-7180 ERM-DA474
ma/dL +3SD range by MEASURE Reagent
GGT 39.2 UL 1.57 345 - 43.9 JSCC at 37°C | Hitachi-7180 JCCRM001d
0.65 pkat/L 0.026 058 - 0.73 | +3SD range by MEASURE Reagent
Glucose 4.38 mmol/L 0.146 395 - 482 HDAQS-POD / Hitachi-7180 JCCRMS521
79.0 mg/dL 2.63 711 - 86.9 | +3SD range by MEASURE Reagent (ID-MS/SRM917)
LDH 140 UL 47 126 - 154 JSCC at 37°C ] Hitachi-7180 JCCRMO001d
2.34 pkat/L. 0.078 210 - 2.57 +3SD range by MEASURE Reagent
LDH IFCC 144 uiL 4.8 130 - 158 IFCC at 37°C ] Hitachi-7180 JCCRMO001d
240 pkat/L 0.080 216 - 2.65 | +3SD range by MEASURE Reagent
Protein,total 63.0 giL 210 56.7 - 69.3 Modified Biuret / Hitachi-7180 JCCRM613
6.30 g/dL 0.210 567 - 6.93 +38D range by MEASURE Reagent (srm927)
Trglyceride 0.7 mmoliL | 0.024 0.64 - 0.78 | GPO/PAP JCCRM223
62.5 ma/dL 2.08 563 - 68.8 | +3SD range by MEASURE Reagent (ID-MS)
(TG-T) 112 mmol/L 0.037 1.01 - 1.24 GPOIPAP JCCRM223
98.6 mg/dL 3.29 887 - 108.5 | +3SD range by MEASURE Reagent (ID-MS)
Urea Nitrogen 4.51 mmol/L | 0.150 406 - 4.96 | Urease-UV/ Hitachi-7180 JCCRM521
12.6 mg/dL 042 113 - 13.9 | +3SD range by MEASURE Reagent (id-ms/srm912)
Uric acid 288 pmol/L 9.6 259 - 317 Uricase-POD / Hitachi-7180 JCCRM521
4.84 mg/dL 0.161 436 - 5.32 | +3SD range by MEASURE Reagent (ID-MS)

Acceptable range : = 3SD
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UMA CO., LTD.

MEASURE HUMAN LYO L-1

MEASURE Human Lyo L-1 ( Other Method )
2°C~ 8°C EXP. 2022.10. Lot. 112BAD (White Cap)
Component Analytical value U* | Acceptable range | Method/Instrument Traceability
Albumin 414 glL 3.8 362 - 466 | BCG CRM470
414 g/dL 038 | 3.62 4.66
ALT 35 uiL 2 IFCC-Reference Procedure at 37°C
0.58 pkat/L 0.03
37 uiL 4 33 41 IFCC 37°C with pyridoxal- 5-phoshate | IFCC
0.62 pkat/L 0.07 | 055 0.69
38 uiL 4 34 42 IFCC 37°C without p- 5-p IFCC
0.63 pkat/L 007 | 0.56 0.7
ALP 91 uiL 10 79 - 103 IFCC at 37°C
1.52 ukat/L 017 | 1.32 1.72
Amylase, pancreas | 48 uiL 3 42 - 54 Enzymatic colorimetry Roche reagent
0.80 pkat/L 0.05 07 - 09 manual measurement
Amylase, total 89 UL 7 75 - 103 IFCC at 37°C IFCC
1.49 ukat/L 012 | 126 - 172
Apolipoprotein A1 1.4 glL 014 | 113 - 1.69 | Immunonepherometry WHO IRP SP1-01/4
141 mg/dL 14 113 - 169
Apolipoprotein B 0.66 gL 006 | 054 - 0.78 | Immunonepherometry WHO IRP SP3-07
66 mg/dL 6 54 - 78
AST 42 uiL 3 IFCC-Reference Procedure at 37°C
0.7 pkat/L 0.05
43 UL 4 38 48 IFCC 37°C with pyridoxal- 5-phoshate | IFCC
0.72 pkat/L 007 | 0.64 0.8
39 uiL 5 35 - 43 IFCC 37°C without p- 5-p IFCC
0.65 ukat/L 008 | 058 - 0.72
Bile Acid 16.4 pmol/L 36 11.0 21.8 | Enzymatic, 3-a-HDS
6.4 mg/L 14 43 8.5
Bilirubin, direct 6.9 pmol/L 07 5.5 8.3 Jendrassik -grof Roche reagent
0.4 mg/dL 0.04 0.32 0.48 manual measurement
Bilirubin, total 15.0 umol/L 20 11.07 18.3 | DPD Doumas method
0.88 mg/dL 0.12 | 0.69 1.07
Calucium 243 mmol/L 0.06 Atomic Absorption Spectrometry
97 mg/dL 0.2
2.35 mmol/L 0.15 221 249 | Arsenazo I SRM909b
94 mg/dL 0.6 8 10.0
2.35 mmol/L 014 | 221 - 249 | CPC SRM909b
94 mg/dL 0.6 8.8 - 100
Chloride 110 mmol/L 3 Coulometry
109 mmoliL 4 104 114 Direct ISE
108 mmol/L 5 103 113 Indirect ISE Gravimetry
Cholesterol, total 3.85 mmol/L 0.24 GC-IDMS
149 mg/dL 9
413 mmol/L 0.33 384 - 442 CHOD/PAP ID-MS
160 mg/dL 13 149 - 171
HDL Cholesterol 1.18 mmol/L 0.12 0.94 1.42 | Direct enzymatic colorimetry SRM1951a
46 mg/dL 5 37 55
LDL Cholesterol 2.35 mmol/L 0.20 1.95 2.75 | Direct enzymatic colorimetry SRM1951a
91 mg/dL 8 76 106
Cholinesterrase 7432 UiL 668 6096 - 8768 | Butyrylthiocholin 37°C Roche reagent
124 pkat/L 11 102 146 manual measurement
CK 71 uiL 5 IFCC-Reference Procedure at 37°C
119 pkat/L 0.08
68 uiL 8 61 - 75 IFCCIDGKC 37°C IFCC
1.14 pkat/L 0.13 102 - 126
CK-MB 17 UL 3 11 - 23 Immunological UV ERM-AD455/IFCC
0.28 pkat/L 005 | 018 - 0.38
Copper 15.6 pmol/L 1.2 13.2 18.0 | ICP-MS SRM 3114
99 pg/dL 8 84 - 114
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UMA CO., LTD.

MEASURE HUMAN LYO L-1

MEASURE Human Lyo L-1 ( Other Method )
2°C~ 8°C EXP. 2022.10. Lot. 112BAD (White Cap)
Component Analytical value U* | Acceptable range | Method/Instrument Traceability
Creatinine 82 pmol/L 5 GC-IDMS
0.93 mg/dL 0.06
81 pmoliL 6 12 90 Enzymatic colorimetry ID-MS
0.92 mg/dL 0.07 | 0.82 1.02
78 umol/L 7 69 87 Modified Jaffé with rate blanking HPLC
0.88 mg/dL 008 [ 0.78 0.98
CRP 6.9 mgiL 0.5 6 7.8 Immunoturbidimetry ERM-DA470
0.69 mg/dL 005 | 0.60 0.78
Digoxin 1.0 nmol/L Added amount
0.8 ng/mL
Estoradiol 202 pmol/L 40 158 246 Tosoh AlA-600 I Gravimetry
55 ng/L 11 43 67
Ferritin 28 g/l 4 24 32 Tosoh AlA-600 IT WHO 1st IS 80/602
63 pmol/L 9 54 72
Folate 8.5 nmol/L 11 6.3 40.7 | Tosoh AlA-600 IT Gravimetry
3.7 ng/mL 0.5 2.7 47
GGT 42 UL 3 IFCC-Reference Procedure at 37°C
0.70 pkat/L 0.05
41 UiL 3 36 46 IFCC 37°C
0.68 jkat/L 005 | 0.60 0.76
GLDH 47 uiL 04 39 5.5 DGKC 37°C
0.08 pkat/L 0,01 0.07 0.09
Glucose 4.51 mmol/L 0.3 GC-IDMS
81 mg/dL 5
4.86 mmol/L 0.36 | 4.33 5.39 | HKIG6P-DH ID-MS
88 mg/dL 6 78 98
HBDH 135 UiL 11 113 157 DGKC 37°C Roche reagent
2.25 ukat/L 0.18 1.88 2.62 manual measurement
hCG, total 10 U/L 1 8 12 Tosoh AlA-600 I WHO 3rd IS 75/537
Homocysteine 19.2 pmoliL 33 12,6 25.8 | Enzymatic, Roche Modular P SRM 1955
2.59 mg/L 0.45 1.70 3.48
IgA 22 glL 0.22 | 181 246 | Immunonephelometry ERM-DA470
0.22 g/dL 0.02 1.81 0.25
IgG 9.7 glL 0.9 8.7 10.7 | Immunonephelometry ERM-DA470
1.00 gldL 0.1 0.9 1.1
IigM 1.04 glt 0.08 | 09 1.18 | Immunonephelometry ERM-DA470
041 g/dL 0.01 0.09 0.1
Iron 17.8 pmol/L 14 15 20.6 | Ascorbate/FerroZine SRM937
100 pg/dL 8 84 116
Lactate 21 mmol/L 0.2 19 2.3 LOD/POD Primery reference
18.9 mg/dL 1.8 17 20.7 material
LDH 143 UL 10 IFCC-Reference Procedure at 37°C
2.39 pkat/L 0.17
153 UiL 19 139 167 IFCC 37°C IFCC
2.56 pkat/L 032 | 233 2.79
Lipase 46 UiL 5 40 52 Enzymatic colorimetry 37°C Roche reagent
0.77 pkat/L 0.08 0.67 0.87 manual measurement
Lithium 0.77 mmol/L 0.02 Atomic Absorption Spectrometry
0.53 mg/dL 0.01
0.74 mmol/L 0.05 | 0.70 0.78 | Becman Coulter AU680
0.51 mg/dL 0.03 | 048 0.54
Magnesium 0.91 mmol/L 0.03 Atomic Absorption Spectrometry
2.21 mg/dL 0.07
0.93 mmol/L 0.1 0.86 1.00 | Xylidyl-blue Gravimetry
2.26 mg/dL 0.27 | 2.09 243
NEFA 0.72 mmol/L 0.06 0.60 0.84 | Enzymatic colorimetry NEFA standard from
Wako
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UMA CO,, LTD.

MEASURE HUMAN LYO L-1

MEASURE Human Lyo L-1 ( Other Method )
2°C~ 8°C EXP. 2022.10. Lot. 112BAD (White Cap)
Component Analytical value U* | Acceptable range | Method/Instrument Traceability
Osmolality 284 mOsm/ 19 246 - 322 Freezing point depression SRM 919
kg
Phosophlipidds 247 mmol/L 0.17 213 - 2.81 | Enzymatic colorimetry Gravimetry
191 mg/dL 13 165 - 217
Phosphorus 1.08 mmol/L 0.06 098 - 1.18 | Ammonium phosphomoplybdate Primary reference
3.34 mg/dL 0.19 303 - 365 material
Potassium 3.96 mmol/L 0.14 Flame Emision Specrometry
15.5 mg/dL 04
4,0 mmol/L 0.2 3.8 - 42 Direct ISE
15.6 mg/dL 08 148 - 164
4.10 mmol/L 015 | 392 - 428 | IndirectISE Gravimetry
16.0 mg/dL 0.6 153 - 167
Progesterone 46 nmol/L 0.6 3.6 - 5.6 Tosoh AlA-600 I Gravimetry
14 ng/mL 0.2 11 - 17
Protein,total 62.0 gL 39 Mdified Biuret
6.2 g/dL 0.39 -
63.6 glL 5.1 598 - 674 | Biuret SRM 927¢
6.36 g/dL 0.51 598 - 6.74
Sodium 136 mmol/L 3 Flame Emision Specrometry
138 mmoliL 4 134 - 142 Direct ISE
139 mmol/L 5 135 - 143 Indirect ISE Gravimetry
T3, free 46 pmol/L 0.7 3.9 - 53 Tosoh AlA-600 I Gravimetry
3.0 ng/lL 0.5 2.5 - 35
T3, total 2.0 nmol/L 0.3 1.7 - 23 Tosoh AlA-600 I Gravimetry
1.3 pa/L 0.2 1.1 - 15
T4, free 25.5 pmoliL 43 21.7 - 29.3 | Tosoh AlA-600 II Gravimetry
19.8 ng/L 3.3 168 - 228
T4, total 125 nmol/L 17 109 - 293 | Tosoh AlA-600 IL Gravimetry
97 ug/L 13 85 - 228
Testosteron 11.9 nmol/L 1.8 9.5 - 14 Tosoh AlA-600 IT Gravimetry
34 ug/L 05 2.7 - 109
Theophyline 70 umol/L Added amount Gravimetry
Transferrin 2.45 glL 0.27 222 - 268 | Immunoneferometry ERM-DA470
0.25 g/dL 003 | 023 - 027
Trglyceride 1.21 mmoliL 0.08 GC-IDMS
107 mg/dL 7
1.22 mmol/L 0.1 111 - 133 | GPOIPAP ID-MS
108 mg/dL 9 98 - 118
TSH 6.0 mU/L 0.5 5.2 - 6.8 Tosoh AlA-600 I WHO 2nd IRP 80//558
uiBC 395 umol/t 5.5 285 - 50.5 | DirectFeroZine® Primary reference
22 ug/dL 31 160 - 282 material
Urea 47 mmol/L 0.3 GC-IDMS
28 mg/dL 1.8
43 mmol/L 04 43 - 53 Urease/GLDH SRM 909b
29 mg/dL 2 26 - 32
Uric acid 299 umoliL 19 GC-IDMS
5.02 mg/dL 0.32
290 pmol/L 23 210 - 310 Uricase/POD ID-MS
487 mg/dL 039 | 453 - 521
Vitamin B12 287 pmol/L 31 255 - 349 Tosoh AlA-600 I Gravimetry
390 ng/L 42 306 - 474
Zinc 241 pmol/L 2.6 189 - 293 | ICP-MS SRM 3168a
158 ug/dL 17 124 - 192

*(u): uncertainty

Acceptable range : + 3SD
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