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7.1.2.1. AN3N30M5IINATIEMLUALEIIULUY Random access Wag Stat ¢

A a ) wa W o v | )
7122, ipsewmsaiaseisnluii dennusqlidesnia 1,300 wandetalu

= aa o 1

7123, ilwuunsadeugnimiieteilizenin Serum index nadifiiietening
Sidnunizidiu Lipemia, Icterus wag Hemolysis Ineuansraliufay uie
grading

7.1.24.  Sample probe Uay Reagent probe °UENLﬂ%‘mﬁsxuum’mﬂauﬂ%u'\miaa
denTrauaziinen Insannsaveniiteuldlunsdifidsdansaavieel
e

7125 nsdifidnainganin linearity ves standard curve 3@ limit Y84S5
aT9TRth LATasesdBsEnusaThinsiienNdedn e uasn el h
Tnsilalnadnluia

7126, p3swnainreivsdesiilusunsunisdaiudeyaves Control wisy
syuuUssdiuna 19U Mean, SD,% CV, Levey-Jennings Wusu

7127 pFewmianesaluli aunsaldvasaitufizen (cuvette) wuuwi
Y30 Quartz w38 Semi Quartz 3o plastic MAumun wazilenyns
Tamannnd 3 e Weannsemstissinueadwmihfifufofa

7.2. \pansradinzinegiduiuinenadiin
721 Wurtewmsnainesalutaf anunsansaainsieiléne Hormone, Tumor marker,
cardiac marker Wa infectious fimsmunuisszuulslasTusieaises annsadenis
Tneasenuiufsivazeedudals danautissieluil

7211, @WNI0NTINIATIEILALENILLUY Random access way Stat |

7212, sewmmedeswiianuds lisnd 200 wad/Aalua

7213, \atesanunsniesieiiissuunsvdeuntsudefivesdedingae (Clot

detection) leinsosanmanusyuuUUAN1SAIUAN

7214, \nieaiivesdmiuldinen snaulidesnda 25 desalaies uaziiszuy
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7.22. weansrndinsnziasdeaiilusunsunisdafiudeyaves Control wieusyuy
Useiliuwa U Mean, SD,% CV, Levey-Jennings tusu

723, infammaiinssidesiisruudestu mafiansuniousswinededemse ielaily
\im Carry over UBIHANNIATITIATIZR

7.2.4. dwdumas high sense troponin @115 hemolysis l¢itnngs 500 me/dL ifte

anlon1ansufiasdedinsin

7.3. AaiauURve1e1nI9TATIE

731, Wutdhemslimaesidniagunfenldaiu (Ready to use) lnvlidesiing
lyophilized
'.;‘,' = €=l = = g ot st

7.3.2. 1hee9Rdnseiiieainsyyteviiniien Lot Number uaziuvuneny Iaiu
H a ° < a ¢

7.3.3. 1e105993e5eiJunuu RFID wise Barcode cassette d41A3090152934A5 1M
fEN1581UME RFID %38 Barcode reader

7.3.4. EIMTINIATIEARBILATUNTTUTEINNNINATEINAINA 1IN TIUR M TLALE TSN
ny wazlduinsgrunudedinualusviloudededuaruninsgiu
ninAaigaaImnssuvesannInglsy (CE Mark) wasniesu1nsgu The United
States Food and Drug Administration (USFDA)
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7.3.5. gligdesdanidiginsaidinseiiiludvelfeafuiuinisnsandngsii

Tiu3n3 (Original) eghailesnesiensniaiesie Wunan 3 U lnslisneaziden
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59 3 1
U 2569 | U 2570 | U 2571
i Glucose Report 16,000 | 70,000 | 95,000 181,000
2 BUN Report 22,000 | 100,000 | 130,000 252,000
3 Creatinine Report 31,000 | 142,000 | 184,000 357,000 &l
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V2569 [V 2570 | U 2571 3w 3 Y

4 Uric acid Report 3,800 17,000 | 22,000 42,800

5 Cholesterol Report 15,000 | 65,000 | 90,000 170,000

6 Triglyceride Report | 15,000 | 70,000 | 92,000 177,000

7 HDL Report | 15,000 | 70,000 | 90,000 175,000

8 LOL Report | 16,000 | 72,000 | 94,000 182,000

9 Total protein Report 7,000 | 35,000 | 46,000 88,000

10 | Albumin Report 8,500 | 39,000 | 50,000 97,500

11 Direct bilirubin Report 7,000 32,000 | 45,000 84,000

12 | Total bilirubin Report 7,000 | 30,000 | 42,000 79,000

13 | ALP Report | 10,000 | 47,000 | 62,000 119,000

14 | AST Report | 16,000 | 75,000 | 98,000 189,000

15 ALT Report 16,000 | 76,000 | 100,000 192,000

16 Electrolyte (Na,K,Cl) Report | 20,000 | 86,000 | 110,000 216,000

17 Cco2 Report | 20,000 | 86,000 | 110,000 216,000

18 | Calcium Report 3,000 15,000 | 20,000 38,000

19 Magnesium Report 3,000 15,000 19,000 37,000

20 Phosphorus Report 3,000 15,000 | 20,000 38,000

21 Lipase Report 400 2,000 2,500 4,900

22 Amylase Report 500 2,500 3,500 6,500

23 Lactate Report 2,000 10,000 | 13,000 25,000

24 LDH Report 250 1,200 1,500 2,950

25 | CPK Report 400 1,600 2,200 4,200

26 FT% Report 3,200 | 14,000 | 18,000 35,200

27 FT4 Report 3,400 15,000 | 20,000 38,400

28 | TSH Report /3,?00 16,000 | 21,000 40,700 /
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Y2569 |U 2570 | U 2571 3w 3 Y

29 HIV (Ag/Ab) Report 2,300 10,350 2,000 14,650

30 HBsAg Report 1,700 8,000 10,000 19,700

31 Anti HBs Report 800 3,000 7,000 10,800

32 Anti HCV Report 1,000 4,000 6,000 11,000

33 Syphilis Report 1,000 5,000 7,000 13,000

34 CEA Report 700 3,000 4,000 7,700

35 AFP Report 600 2,500 3,000 6,100

36 PSA Report 990 4,500 6,000 11,490

37 PTH Report 800 3,500 4,700 9,000

38 | Transferin Report 200 600 800 1,600

39 Ferritin Report 800 4,000 5,500 10,300

40 TIBC/UIBC Report 600 3,000 5,000 8,600

41 Serum iron Report 700 3,000 4,000 7,700

42 | Troponin T/I (High Report 1,600 7,500 10,000 19,100

sensitivity)

a3 Vitamin D total Report 1,700 8,000 10,000 19,700

a4 CK-MB Report 50 200 300 550

45 Microalbumin in Urine Report 1,800 8,000 10,000 19,800

46 Total protein in Urine,CSF Report 300 1,300 1,700 3,300

a7 B-HCG Report 90 400 500 990

a8 Cortisol Report 260 1,100 1,600 2,960

49 CRP Report 1,000 4,500 6,000 11,500

50 Lithium Report 50 200 300 550

51 Prolactin Report 300 1,400 1,800 3,500 N

52 | CA19-9 Report | 400 | 1,900 | 2,500 4,800/ (f\
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V2569 | U 2570 | U 2571 31

53 NT-proBNP Report 700 3,200 4,300 8,200

54 | GGT Report 50 220 350 620

55 | Total T3 Report 50 150 180 380

56 | Total T4 Report 30 150 180 360

57 LH Report 90 450 550 1,090

58 Estradiol Report 130 600 800 1,530

59 FSH Report 150 600 800 1,550

60 Rubella IgG Report 60 300 400 760

61 Anti TPO Report 70 300 400 770

62 Anti Thyroglobulin Ab Report 80 400 500 980

63 Testosterone Report 60 300 400 760

64 | TSH Receptor Ab Report 50 250 300 600

73.6. 1MemsIwiasIEn T 64 18013 ﬁﬂmﬂuﬁ'ﬁmwwﬁwia'lﬂﬁ'
1287 IUNI59
19U | $IENTVAEY nanns Y29MINIdn | UHA3819UAT

Jasziiase
Taifiu (un#l)

1 Glucose Hexokinase 20-600 mg/dL 10

2 BUN Urease / Kinetic / photometric 5-100 mg/dl 10

%30 Urease with GLDH
3 Creatinine Enzymatic 0.5-30 me/dl 10
4 Uric acid Uricase/ Uricase Peroxidase %3@ 1-20 mg/dL 10
Enzymatic colormetric /”)/\\
s
aa%a“ﬂ{"‘(m%) ....... 554N aq%a....‘?ﬂ ....... ﬁd ?f"‘)/ ....... n3FUMS




1287 tuN99
a1au | 3I8NINAEaU naNNT P29m3n379990 | UfA3e19uns79
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L (u#)
5 Cholesterol Enzymatic 50-600 meg/dL 10
6 Triglyceride Glycerol Phosphate Oxidate 10-500 mg/dL 10
/Glycerol -en- phosphate
/Enzymatic Colorimetric
7 HDL-Cholesterol Accelerator 20-129 meg/dL 10
SelectiveDetergent/Homogeneous
enzymatic colorimetric VD)
Elimination/Catalase
8 LDL-Cholesterol Liguid selective Detergent 10-500 mg/dL 10
/Homogeneous enzymatic
colorimetric #3®
Elimination/Catalase
9 | Total Protein Colorimetric assay %@ Biuret 2-12 g/dL 10
10 | Albumin Bromcresolgreen Bromcresol 1.5-6.0 g/dL 10
purple / BCG dye binding %38
Colorimetric
11 | Direct Bilirubin Diazo method %38 Vanadate 0.1-14 meg/dL 10
oxidation
12 | Total Bilirubin Diazonium Salt / Vanadate 0.3-25 mg/dL 10
oxidation ¥38 Colorimetric Diazo
13 | ALP IFCC Standardization #3© 20-1000 U/L 10
Colorimetric
14 | AST IFCC /Modified IFCC %39 10-700 U/L 10
Enzymatic NADH (with or without
P-5-P) /)
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15 | ALT IFCC / Modified IFCC 30 10-700 U/L 10
Enzymatic NADH (with or without
P-5'-P)
16 | Electrolyte ICTChip Technology/Indirect Na=100-180 10
(Na,K,Cl) IntetratedMultisensor Technology | mmol/L
(IMT) %39 Indirect lon-selective K=1.5-10
electrode mmol/L
Cl=60-140
mmol/L
17 | CO2 Absorbance (PEP) / PEP 10-40 mmol/L 10
Carboxylase 38 Enzymatic
(NADH )
18 | Calcium Arsenazo lll / & nitro-&’-methyl- 5-15 mg/dL 10
BAPTA (NM-BAPTAM3® o -
cresolphthaleincomplexone
19 | Magnesium Enzymatic/ Colorimetric 1-4.5 meg/dL 10
Endpoint Method %39 Xylidyl
Blue
20 | Phosphorus Phosphomolybdate / Molybdate 1-20 mg/dL 10
/Molybdate UV
21 | lipase Photmometric #38 Enzymatic 3-300 U/L 10
colorimetric
22 | Amylase CNPG3 Substrate to IFCC %38 10-1,500 U/L 10
Enzymatic colorimetric w39
ethylidene-blocked p-
nitrophenyl-maltoheptaoside
23 | Lactate Lactic Acid to Pyruvate/ 2-100 mg/dL 10
Colorimetric —
oy
¢ &\ﬂm(ﬂ( Jnl ) dm othond
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24 | LDH UV assay / IFCC #%® Lactate / 30-500 U/L 10
NAD
25 | CK NAC (N-acetyl-L-cysteine) / 20-1,000 U/L 10
adaptation of IFCC (NADPH) %3®
uv
26 | FreeT3 Chemiluminescence 1.5-20 pg/mL 30
Electrochemiluminescence %3 )
CMIA 0.6-50 pmol/L
27 | FreeTd Chemiluminescence 0.5-5 ng/dL 30
Electrochemiluminescence %38 %39
CMIA 0.5-100 pmol/L
28 | TSH CMIA / Chemiluminescence %39 0.1-100 ulu/mL 30
Electrochemiluminescence
29 | Anti HIV (Ag/Ab) CMIA / Chemiluminescence %38 - 30
Electrochemiluminescence
30 | HBS Ag CMIA / Chemiluminescence %39 . 30
Electrochemiluminescence
31 | Anti HBS CMIA / Chemiluminescence %#3® 4-1,000 IU/L 30
Electrochemiluminescence
32 | Anti HCV CMIA / Chemiluminescence %3 . 30
Electrochemiluminescence
33 | T.pallidum Ab CMIA / Chemiluminescence %39 - 30
(Syphilis) Electrochemiluminescence
34 | CEA CMIA / Chemiluminescence %38 1.73-1,000 30
Electrochemiluminescence ng/mL
35 | AFP CMIA / Chemiluminescence #3© 2-1,000 ng/mL 30
Electrochemiluminescence /)7 |
. r - g /
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36 | PSA CMIA / Chemiluminescence 50 0.1-100 ng/mL 30
Electrochemiluminescence
37 | Parathyroid Chemiluminescence 4-500 pg/mL 30
Electrochemiluminescence %39
CMIA
38 | Transferrin Immunoturbidimetric 19-520 mg/dL 10
39 | Ferritin Chemiluminescence 10-1,000 ng/mL 30
Electrochemiluminescence %38
CMIA
40 | TIBC or UIBC Ferene/Sequential release 40-500 ug/dL 10
anduptake of iron 40 Direct
determination with FerroZine %39
Chromazurol B
41 | Serum Iron Ferene %38 Colorimetric #3® 10-600 ug/dL 10
Ferrozine
42 | Troponin high sen | CMIA / Chemiluminescence %30 10-10,000 20
Electrochemiluminescence pg/mL
43 | Vitamin D total Chemiluminescence 4-100 ng/mL 30
Electrochemiluminescence %30
CMIA
44 | CK-MB Immunological UV/IFCC 6-1,000 U/L 10
45 | Microalbumin Immunoturbidimetric3a PEG - 5-350 meg/L 10
enhanced Immunoturbidimetric
46 | Total protein Benzethonium Chloride / Dry 7-100 mg/dL 10
Urine,CSF binding #%8 Immunoturbidimetric
th
L method /L//\
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A9V | 51ENIAERY nannIs P29MIN590 | UHA3819URT9
Asziede
laifiu (un#l)
47 | Beta HCG CMIA / Chemiluminescence #3® 2.5-10,000 20
Electrochemiluminescence miU/mL
48 | Cortisol Chemiluminescence 5-50 ug/dL 30
Electrochemiluminescence %38
CMIA
49 | CRP Turbidimetric 0.3-10 me/L 10
/Immunoturbidimetric/Partical
enhanced immunoturbidimetric
50 | Lithium Colorimetric 0.2-3.00 mmol/L 10
51 | Prolactin Chemiluminescence 0.82-200 ng/mL 30
Electrochemiluminescence %38
CMIA
52 CA19-9 Chemiluminescence 2.5-1,000 u/mL 30
Electrochemiluminescence %18
CMIA
53 | NT pro BNP Chemiluminescence 10-35,000 18
Electrochemiluminescence %38 pg/mL
CMIA
54 | GGT L-gamma-glutamyl-3-carboxy-4- 10-7,700 U/L 10
nitroanilide substrate
55 | Total T3 Chemiluminescence 0.4-6 ng/mL 30
Electrochemiluminescence %39
CMIA
56 | Total T4 Chemiluminescence 3-24 ug/dL 30
Electrochemiluminescence %38
CMIA : #/&
............. o USEEUNTIINS aa%a....ﬂ\ﬂ@ﬂ.{ﬁ{..}ﬁ‘.’.‘..;S........ni'ium'i aﬁa....f%’.‘.’....dygfﬂ{
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57 | LH L-gamma-glutamyl-3-carboxy-4- 0.12-250 30
nitroanilide substrate mlU/mL
58 | Estradiol Chemiluminescence 24-1,000 pg/mL 30
Electrochemiluminescence #3®
CMIA
59 | FSH Chemiluminescence 0-150 miU/mL 30
Electrochemiluminescence %o
CMIA
60 | Rubella lgG Chemiluminescence - 30
Electrochemiluminescence %38
CMIA
61 | Anti TPO Chemiluminescence 0.12-250 30
Electrochemiluminescence #3® miU/mL
CMIA
62 | Anti Thyroglobulin | Chemiluminescence 3 - 1,000 U/ml 30
Ab Electrochemiluminescence #38
CMIA
63 | Testosterone Chemiluminescence 3.82 - 1,862.27 30
Electrochemiluminescence %18 ng/dL
CMIA
64 | TSH Receptor Ab Chemiluminescence 1.26-50 1U/L 30
Electrochemiluminescence %38
CMIA
/vo\
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810U | SIUNNINAEDU | 516D | WUae UsguInunng Usganad | 57181923
e % N9 Uszununis
593 3 1
U 2569 |U 2570 | U 2571
1 Glucose 3.33 Report 16,000 70,000 | 95,000 181,000 602,730.00
2 BUN 3.33 Report 22,000 100,000 | 130,000 | 252,000 839,160.00
3 Creatinine 4.44 Report 31,000 142,000 | 184,000 | 357,000 | 1,585,080.00
4 Uric acid 4.44 Report 3,800 17,000 | 22,000 42,800 190,032.00
5 Cholesterol 4.44 Report 15,000 65,000 | 90,000 | 170,000 754,800.00
6 Trielyceride 4.44 Report 15,000 70,000 | 92,000 177,000 785,880.00
7 HDL 18.44 Report 15,000 70,000 | 90,000 175,000 | 3,227,000.00
8 LDL 18.44 Report 16,000 72,000 94,000 182,000 | 3,356,080.00
9 Total protein 5.43 Report 7,000 35,000 | 46,000 88,000 477,840.00
10 | Albumin 5.43 Report 8,500 39,000 | 50,000 97,500 529,425.00
11 Direct bilirubin 5.43 Report 7,000 32,000 | 45,000 84,000 456,120.00
12 | Total bilirubin 5.55 Report 7,000 30,000 | 42,000 79,000 438,450.00
13 | ALP 5 Report 10,000 47,000 | 62,000 119,000 595,000.00
14 | AST 4.88 Report 16,000 75,000 | 98,000 189,000 922,320.00
15 | ALT 4.88 Report 16,000 76,000 | 100,000 | 192,000 936,960.00
16 | Electrolyte 9.22 Report 20,000 86,000 | 110,000 | 216,000 | 1,991,520.00
(Na,K,Cl)
17 | CO2 6.66 Report 20,000 86,000 | 110,000 [ 216,000 | 1,438,560.00
18 | Calcium 777 Report 3,000 15,000 | 20,000 38,000 295,260.00
19 | Magnesium 777 Report 3,000 15,000 19,000 37,000 287,490.00
20 | Phosphorus T7.77 Report 3,000 15,000 | 20,000 38,000 295,2/68{)0
oA { / l ( 4 .,/}— o
......... WE e USZEUNTIUNT as%a...Q.'.‘.m.(@.........—.{..ff'ﬁlf.........niiumi 49 ol Q/‘/ﬁs"............nﬁmws



19

ARV | S19N1IVIAEU | $1AWe | wiae Ussuainng Uszaal | 59A1598
Y U U 2569 |U 2570 | U 2571 N3 Uszanung
59 3 Y
21 Lipase 33.33 Report 400 2,000 2,500 4,900 163,317.00
22 | Amylase 26.67 Report 500 2,500 3,500 6,500 173,355.00
23 | Lactate 41.41 | Report | 2,000 10,000 | 13,000 | 25,000 | 1,035,250.00
24 | LDH 12.34 Report 250 1,200 1,500 2,950 36,403.00
25 | CPK 22,22 Report 400 1,600 2,200 4,200 93,324.00
26 | FT3 54.54 Report 3,200 14,000 18,000 35,200 1,919,808.00
27 | FTd 54.54 Report 3,400 15,000 20,000 38,400 | 2,094,336.00
28 | TSH 54.54 Report 3,700 16,000 | 21,000 40,700 | 2,219,778.00
29 HIV (Ag/Ab) 53.53 Report 2,300 10,350 2,000 14,650 784,214.50
30 | HBsAg 53.53 Report 1,700 8,000 10,000 19,700 1,054,541.00
31 | Anti HBs 68.68 Report 800 3,000 7,000 10,800 741,744.00
32 | Anti HCV 110.11 Report 1,000 4,000 6,000 11,000 1,211,210.00
33 | Syphilis 33.33 Report 1,000 5,000 7,000 13,000 433,290.00
34 | CEA 100 Report 700 3,000 4,000 7,700 770,000.00
35 | AFP 100 Report 600 2,500 3,000 6,100 610,000.00
36 PSA 100 Report 990 4,500 6,000 11,490 1,149,000.00
37 PTH 133.33 | Report 800 3,500 4,700 9,000 1,199,970.00
38 | Transferin 95.95 Report 200 600 800 1,600 153,520.00
39 | Ferritin 95.95 Report 800 4,000 5,500 10,300 988,285.00
40 | TIBC/UIBC 33 Report 600 3,000 5,000 8,600 283,800.00
41 Serum iron 33 Report 700 3,000 4,000 7,700 254,100.00
42 | Troponin T/I 119.19 | Report | 1,600 7,500 | 10,000 | 19,100 | 2,276,529.00
(High sensitivity)

43 | Vitamin D total | 241.41 Report 1,700 8,000 10,000 19,700 4,?55,77/7%)
7
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a10U | 18N1INAdRY | 91AT0e | e Usganeunig Uszuad | 51157
VATl Wy U 2569 |U 2570 | U 2571 N3 UszUnTs
5931
44 | CK-MB 35.35 Report 50 200 300 550 19,442.50
45 | Microalbumin 41.41 Report 1,800 8,000 10,000 19,800 819,918.00
in Urine
46 | Total protein 23.23 Report 300 1,300 1,700 3,300 76,659.00
in Urine,CSF
a7 | B-HCG 102 Report 90 400 500 990 100,980.00
48 | Cortisol 130.3 Report 260 1,100 1,600 2,960 385,688.00
49 | CRP 48.48 Report 1,000 4,500 6,000 11,500 557,520.00
50 | Lithium 199 Report 50 200 300 550 109,450.00
52 | Prolactin 119.36 | Report 300 1,400 1,800 3,500 417,760.00
51 | CA19-9 264 Report 400 1,900 2,500 4,800 1,267,200.00
53 | NT-proBNP 350 Report 700 3,200 4,300 8,200 2,870,000.00
54 | GGT 115 Report 50 220 350 620 71,300.00
55 | Total T3 130 Report 50 150 180 380 49,400.00
56 | Total T4 130 Report 30 150 180 360 46,800.00
57 | LH 285 Report 90 450 550 1,090 310,650.00
58 | Estradiol 153 Report 130 600 800 1,530 234,090.00
59 | FSH 121 Report 150 600 800 1,550 187,550.00
60 | Rubella IgG 175 Report 60 300 400 760 133,000.00
61 | Anti TPO 355 Report 70 300 400 770 273,350.00
62 | Anti 355 Report 80 400 500 980 347,900.00
Thyroglobulin
Ab
63 | Testosterone 170 Report 60 300 400 760 129,20020
V.o
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w3 1y U 2569 |U 2570 | U 2571 n19 Uszuneunng
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64 | TSH Receptor 355 Report 50 250 300 600 213,000.00
Ab
5211 (FrBuanudusemiudanusuiesidadunnuingow) 53,027,376.00
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