UMA CO., LTD.

MEASURE Human Lyo L-2

MEASURE HUMAN LYO L-2

for MESURE Reagent Lot. 212BAD (Blue Cap)
2°C~8°C EXP. 2022.10.
Component Analytical value 18D Acceptable range Method/Instrument Traceability
Albumin 65.0 glL 217 585 - 71.5 | BCG/Hitachi-7180 JCCRM613
6.50 g/dL 0.217 585 - 7.45 | 38D range by MEASURE Reagent (ERM DA470)
ALT 138 UL 4.60 124 - 152 JSCC at 37°C (IFCC wio PalP) / Hitachi-7180 JCCRM001d
2.30 pkat/L 0.077 207 - 2.54 | +3SD range by MEASURE Reagent
ALP 353 UL 17.7 300 - 406 IFCC at 37°C / Hitachi-7180 JCCRMO001d (IFCC)
5.90 pkat/L 0.295 501 - 6.78 | +3SD range by MEASURE Reagent
ALP IFCC 298 UL 14.9 2533 - 343 | IFCC at37°C/ Hitachi-7180 JCCRM001d (IFCC)
4.98 ukat/L 0.249 423 - 5.72 | =+38D range by MEASURE Reagent
Amylase, total 334 UL 16.70 284 - 384 IFCC at 37°C | Hitachi-7180 JCCRMO001d
5.58 ukat/L 0.279 474 - 6.41 | +3SD range by MEASURE Reagent
AST 175 uiL 5.83 158 - 193 JSCC at 37°C (IFCC wlo PalP) / Hitachi-7180 JCCRMO001d
2.92 pkat/L 0.097 2863 - 3.21 | +3SD range by MEASURE Reagent
Bile Acid 112 pmol/L 11.20 % - 146 Enzymatic (3-a-HDS) / Hitachi-7180 Gravimetry
435 mg/L 4.351 305 - 56.6 | =+3SD range by MEASURE Reagent
Bilirubin, direct 30.6 umoliL 2,041 245 - 36.7 | Enzymatic/ Hitachi-7180 NIST
1.79 mg/dL 0.119 143 - 2.15 | =+3SD range by MEASURE Reagent
Bilirubin, total 70.1 pmoliL 2.34 631 - 771 | Enzymatic / Hitachi-7180 NIST
410 mg/dL 0.137 369 - 451 +3SD range by MEASURE Reagent
Cholesterol, total 5.96 mmol/L 0.199 536 - 6.55 CHOD-PAP ! Hitachi-7180 JCCRM223
230 mg/dL 7.7 207 - 253 +3SD range by MEASURE Reagent (SRM1951a)
LDL Cholesterol 3.76 mmol/L | 0.188 319 - 4.32 | Direct enzymatic colorimetry / Hitachi7180 JCCRM223
145 mg/dL 7.25 123 - 167 +3SD range by MEASURE Reagent {SRM1951a)
CK 312 UL 15.60 265 - 359 | JSCC at37°C [ Hitachi-7180 JCCRMO001d
5.21 pkat/L 0.261 443 - 599 | =+3SD range by MEASURE Reagent
CK-MB 70.4 UiL 9.39 422 - 98.6 | Immunological UV / Hitachi-7180 Intemal SOP
1.18 pkat/L 0.157 071 - 1.65 | +38D range by MEASURE Reagent
Creatinine 261 pmol/L 10.43 229 - 292 Enzymatic / Hitachi-7180 JCCRM521
2.95 mg/dL 0.118 260 - 3.30 | =+3SD range by MEASURE Reagent (ID-MS)
CRP mg/L Immunoturbidimetry / Hitachi-7180 ERM-DA474
mg/dL +3SD range by MEASURE Reagent
GGT 148 UL 5.92 130 - 166 JSCC at 37°C / Hitachi-7180 JCCRMO01d
247 ukat/L 0.297 218 - 2.77 | +3SD range by MEASURE Reagent
Glucose 10.4 mmol/L 0.346 93 - 114 HDAOS-POD / Hitachi-7180 JCCRM521
187 mg/dL 6.23 168 - 206 +3SD range by MEASURE Reagent (ID-MS/SRM917)
LDH 308 UL 10.3 2171 - 339 JSCC at 37°C | Hitachi-7180 JCCRMO001d
5.14 pkat/L 0.171 463 - 5.66 | +3SD range by MEASURE Reagent
LDH IFCC 316 UL 105 284 - 348 IFCC at 37°C [ Hitachi-7180 JCCRM001d
5.28 ukat/L 0.176 475 - 5.80 +3SD range by MEASURE Reagent
Protein,total 103 gL 343 93 - 113 Modified Biuret / Hitachi-7180 JCCRM613
10.3 g/dL 0.343 93 - 11.3 | +3SD range by MEASURE Reagent (sm927)
Trglyceride 1.22 mmol/L | 0.041 110 - 1.34 | GPO/PAP JCCRM223
107 mg/dL 3.57 % - 118 +3SD range by MEASURE Reagent (ID-MS)
(TG-T) 4.74 mmol/L | 0.158 4271 - 522 | GPOIPAP JCCRM223
416 mo/dL 13.87 374 - 458 +3SD range by MEASURE Reagent (ID-MS)
Urea Nitrogen 12.3 mmol/L 0.409 111 - 135 Urease-UV | Hitachi-7180 JCCRM521
34.3 ma/dL 1.14 309 - 37.7 +3SD range by MEASURE Reagent (id-ms/srm912)
Uric acid 643 pmoliL 214 5718 - 707 Uricase-POD / Hitachi-7180 JCCRM521
10.8 mg/dL 0.360 97 - 11.9 +3SD range by MEASURE Reagent (ID-MS)

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

MEASURE HUMAN LYO L-2

MEASURE Human Lyo L-2 ( Other Method )
°C~ 8C EXP. 2022.10. Lot. 212BAD (Blue Cap)
Component Analytical value U Acceptable range | Method/Instrument Traceability
Albumin 65.5 glL 48 573 - T73.7 | BCG CRM470
6.55 g/dL 048 | 573 - 737
ALT 140 uiL 9 IFCC-Reference Procedure at 37°C
2.34 pkat/L 0.15
148 uiL 17 131 - 165 IFCC 37°C with pyrldoxal- 5-phoshate | IFCC
247 ukat/L 029 | 218 - 275
143 uiL 15 127 - 159 IFCC 37°C without p- 5-p IFCC
2.39 pkat/L 025 [ 211 - 266
ALP 273 UL 27 238 - 309 IFCC at 37°C
456 pkatiL 046 | 397 - 515
Amylase, pancreas | 222 UL 15 192 - 253 Enzymatic colorimetry Roche reagent -
3N pkat/L 0.26 320 - 422 manual measurement
Amylase, total 34 uiL 25 294 - 394 IFCC at 37°C IFCC
5.74 pkat/L 042 | 491 - 658
Apolipoprotein A1 214 glL 0.25 | 1.64 - 265 | Immunonepherometry BCR 393
214 mg/dL 25 164 - 265
Apolipoprotein B 1.14 gL 0.11 092 - 136 | Immunonepherometry WHO IRP SP3-07
114 mg/dL 1 92 - 136
AST 196 uiL 12 |IFCC-Reference Procedure at 37°C
3.27 pkat/L 0.2
211 UiL 20 187 - 235 IFCC 37°C with pyridoxal- 5-phoshate | IFCC
3.52 pkat/L 033 | 311 - 392
176 UL 22 156 - 198 IFCC 37°C without p- 5-p IFCC
2.94 pkat/L 036 | 258 - 33
Bile Acid 121 pmoliL 21 790 - 162 Enzymatic, 3-a-HDS
47 mg/L 8 31 - 64
Bilirubin, direct 14.5 pmoliL 16 113 - 17.6 | Jendrassik -grof Roche reagent -
0.85 mg/dL 0.09 066 - 103 manual measurement
Bilirubin, total 64.6 pmoliL 8.1 562 - 73 DPD Doumas method
3.78 mg/dL 048 | 329 - 427
Calucium 3.35 mmol/L 0.10 Acomic Absorption Spectrometry
134 mg/dL 04
3.3 mmoliL 0.15 311 - 351 | Arsenazo I SRM909b
13.3 mg/dL 06 125 - 144
3.29 mmoliL 015 | 310 - 349 | CPC SRM309b
13.2 mg/dL 0.6 124 - 140
Chloride 137 mmol/L 4 Coulometry
139 mmol/L 5 133 - 146 Direct ISE
132 mmol/L 6 126 - 138 Indirect ISE Gravimetry
Cholesterol, total 5.95 mmol/L 0.36 GC-IDMS
230 mg/dL 14
5.99 mmol/L 047 | 552 - 6.47 | CHODIPAP ID-MS
232 mg/dL 18 213 - 250
LDL Cholesterol 403 mmol/L 0.34 | 334 - 4.72 | Direct enzymatic colorimetry SRM1951a
156 mg/dL 13 129 - 182
Cholinesterrase 9.65 kUIL 087 | 792 - 11.39 | Butyrylthiocholin 37°C Roche reagent -
161 pkat/L 14 132 - 190 manual measurement
CK 323 UL 20 IFCC-Reference Procedure at 37°C
5.39 pkat/L 0.33
293 UL 44 264 - 353 IFCC/IDGKC 37°C IFCC
5.15 pkat/L 074 | 441 - 589
CK-MB 64 uiL 13 38 - 89 Immunological UV ERM-ADA455/IFCC
1.07 pkat/L 0.21 064 - 149
Copper 343 pmol/L 3 284 - 403 | ICP-MS SRM 3114
218 pg/dL 19 180 - 256
Creatinine 262 pmoliL 16 GC-IDMS
2.96 mg/dL 0.18

2/4



UMA CO., LTD.

MEASURE HUMAN LYO L-2

MEASURE Human Lyo L-2 ( Other Method )
°C~ 8C EXP. 2022.10. Lot. 212BAD (Blue Cap)
Component Analytical value 1] Acceptable range | Method/Instrument Traceability
271 umoliL 20 240 - 302 Enzymatic colorimetry ID-MS
3.06 mg/dL 023 | 2711 - 341
CRP 1.5 mgiL 0.1 1.3 - 17 Immunoturbidimetry ERM-DA470
0.15 mg/dL 0.01 0.13 0.17
Digoxin 25 nmol/L Added amount
2 ng/mL
Estoradiol 1156 pmol/L 209 902 1411 | Tosoh AlA-1800 CRM 577
315 ng/L 57 245 384
Ferritin 84 uglL 8 73 95 Tosoh AIA-1800 WHO 1st 1S 80/602
188 pmol/L 17 163 214
Folate 20.8 nmol/L 34 141 - 21.5 | Tosoh AlA-600 I WHO [S 03/178
9.2 ng/mL 15 6.2 12.1
GGT 149 uiL 10 IFCC-Reference Procedure at 37°C
249 pkat/L 0.17
175 uiL 14 155 - 195 IFCC 37°C IFCC
2.93 pkat/L 023 | 259 - 326
GLDH 10.1 UL 1.0 8.2 - 121 | DGKC 37°C
0.17 pkat/L 002 | 014 - 0.20
Glucose 109 mmol/L 0.7 GC-IDMS
196 mg/dL 13
11.6 mmoliL 0.9 104 - 129 | HKI/G6P-DH ID-MS
210 mg/dL 16 187 - 233
HBDH 310 UL 26 258 - 362 DGKC 37°C Roche reagent
518 pkat/L 044 | 431 - 6.05 manual measurement
B - hCG, total 235 UiL 22 202 - 268 Tosoh AIA-600 I WHO 3rd IS 75/537
Homocysteine 21 pmol/L 25 161 - 26.0 | Enzymatic SRM 1955
2.84 mg/L 033 | 218 - 351
IgA 5.03 alL 0.51 443 5.63 | Immunonephelometry ERM-DA470
0.503 g/dL 0.051 | 0443 - 0563
IgG 201 gL 1.7 18.1 221 | Immunonephelometry ERM-DA470
2.01 g/dL 0.17 1.81 2.21
IgM 2.73 glL 0.08 237 3.08 | Immunonephelometry ERM-DA470
0.273 g/dL 0.01 0.237 0.308
Iron 414 pmoliL 27 36.1 46.7 | Ascorbate/FerroZine SRM937
231 ug/dL 15 201 261
Lactate 6.0 mmol/L 0.4 53 - 6.7 LOD/POD Primery reference
54 mg/dL 4 48 - 60 material
LDH 310 UL 21 IFCC-Reference Procedure at 37°C
518 pkat/L 0.35
323 uiL 40 283 363 IFCC 37°C IFCC
5.39 pkat/L 067 | 472 - 6.06
Lipase 105 UL 1 92 - 118 Enzymatic colorimetry 37°C Roche reagent
1.75 pkat/L 0.18 154 - 197 manual measurement
Lithium 1.95 mmol/L 0.05 Atomic Absorption Spectrometry
1.35 mg/dL 0.03
2.04 mmol/L 0.12 192 - 217 | Becman Coulter AU680 Gravimetry
1.42 mg/dL 0.08 1.33 1.50
Magnesium 1.51 mmol/L 0.03 Atomic Absorption Spectrometry
3.7 mg/dL 0.07
1.54 mmol/L 0.11 143 - 166 | Xylidyl-blue Gravimetry
3.7 mg/dL 027 | 35 - 4
NEFFA 0.97 mmoliL 0.11 074 - 1.2 Enzymatic colorimetry NEFA standard from
Wako
Osmolality 391 mOsm/ 27 338 - 445 Freezing point depression SRM 919
kg
Phosophlipidds 4.04 mmoliL 0.32 339 - 4.69 | Enzymatic colorimetry Gravimetry
313 mg/dL 25 262 - 363
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UMA CO. LTD.

MEASURE HUMAN LYO L-2

MEASURE Human LHO L-2 ( Other Method )
2C~ 8C  EXP. 2022.10. Lot. 212BAD (Blue Cap)
Component Analytical value U Acceptable range | Method/Instrument Traceability
Phosphorus 3.05 mmol/L 017 | 277 - 3.32 | Ammonium phosphomoplybdate Primary reference
945 mg/dL 052 | 86 - 103 material
Potassium 5.99 mmoliL 0.16 Flame Emision Specrometry
6.2 mmol/L 0.3 5.9 - 6.5 Direct ISE
6.12 mmoliL 0.34 579 - 6.46 | IndirectISE Gravimetry
Progesterone 27.3 nmol/L 3.7 227 - 320 | Tosoh AlA-600 II Gravimetry
8.59 ng/mL 116 | 713 - 10.04
Protein,total 103.0 giL 7 - Mdified Biuret
10.30 g/dL 07 -
104.0 giL 8 96 - 112 Biuret SRM 927¢
10.4 g/dL 0.8 9.6 - 1.2
Sodium 167 mmol/L 4 Flame Emision Specrometry
172 mmoliL 5 167 - 177 Direct ISE
172 mmol/L 6 165 - 178 Indirect ISE Gravimetry
T3, free 9.3 pmol/L 13 8.0 - 10.7 | Tosoh AlA-600 IT Gravimetry
6.1 ng/L 0.8 5.2 - 6.9
T3, total 3.43 nmol/L 049 | 291 - 3.94 | TosohAlA-600 I Gravimetry
222 ug/L 032 | 189 - 256
T4, free 53.7 pmol/L 5.4 46.2 - 612 | Tosoh AlA-600 II Gravimetry
4.7 ng/L 4.2 359 - 475
T4, total 19 nmol/L 21 167 - 215 Tosoh AlA-600 I Gravimetry
148 pg/L 16 130 - 167
Testosteron 218 nmol/L 2.2 174 - 26.3 | Tosoh AlA-600 I Gravimetry
629 g/l 63 500 - 758
Theophyline 130 pmol/L Added amount Gravimetry
Transferrin 4.44 giL 0.48 396 - 493 | Immunoneferometry ERM-DA470
0.444 g/dL 0048 | 0396 - 0493
Trglyceride 4.88 mmol/L 0.3 GC-IDMS
432 mg/dL 27
5.08 mmoliL 040 | 462 - 553 | GPO/PAP ID-MS
449 mg/dL 35 409 - 490
TSH 8.4 mUIL 0.8 7.3 - 96 Tosoh AlA-600 IL WHO 2nd IRP 80//558
uUiBC 41.2 umoliL 5.8 29.7 - 527 | Direct FeroZine® Primary reference
230 pg/dL 32 166 - 295 material
Urea 12.6 mmol/L 0.8 GC-IDMS
76 mg/dL 5
12.8 mmol/L 1.2 114 - 141 Urease/GLDH SRM 909b
77 mg/dL 7 69 - 85
Uric acid 648 pmoliL 41 GC-IDMS
10.9 mg/dL 0.7
662 pmol/L 62 601 - 724 Uricase/POD ID-MS
11.1 mg/dL 1 101 - 122
Vitamin B12 706 pmoliL 104 498 - 914 Tosoh AlA-600 II Gravimetry
960 ng/L 141 677 - 1243
Zinc 256 pmol/L 21 213 - 299 | ICP-MS SRM 3168a
167 ug/dL 14 140 - 195

W

(u): uncertainty

Acceptable range : + 38D
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