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7.1.1.  Wwedeafiawnsansiwsiansiaad viesmnamnuiunaanstauadludsy
sewanasi vieanmheiniameld Tnefinuauiia deiel]
7.12. aunsanseilasEiiadssuuuy Random access uae Stat 1A
713, itewmeinTeisnlui frndilidesndt 1,300 warredlus
714, fsvuunTndeunmnmiieEnsfizendn Serum index nsdifidreg1msfidnuay
wu Lipemia, Icterus Wag Hemolysis Tneuansalufiay vie grading
7.1.5. Sample probe uay Reagent probe veunTesisvUuATITdR LY INATAdmTIIuaL
shen Teeaunsnvenidauldlunsdifddwmmoiedeldifome
7.1.6. m:‘f’aﬁﬁwmw’i’ﬂqan'h linearity 984 standard curve %38 limit ¥aan15AsI9Tn
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717, wiewmaiaseiededliusunsumsiaiiudieyaues Control wivuszuy
Usuidlua 1t Mean, SD,% CV, Levey-Jennings (usiu
7.18. dpwmadnTeisaluii awselivasain/fiten (cuvette) Luuia wie
Quartz w38 Semi Quartz fifimammuniu waxfiegmstdennands 1 8 Taglifesimmvaouiteld
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7.2.6. NIMAWINTININGINTI linearity Y83 standard curve ¥38 limit U99A1TRTINIAUY
‘4 - -] ! [ ] 3
e TiiasERdeEnsaYin1sdeandidine waseaiiasedlnilalas
GEIRT
= a Py 37 Pl o o2 7]
7.27. w3aeasrdiaseasdesdilusunsunisiaiiuteyaves Control WIBuTsUY

Uszifiusa 1y Mean, SD,% CV, Levey-Jennings lusiu

728, whsmmatianeidadhsuuiey msdamsudeusswivddmne dielild

(fin Carry over TaWANIATINNATIN
7.3, anausRveniemnaiiae

731, Hutdhemsraiiasieidnieguniouldaru (Ready to use) Insliidsaiinig
lyophilized

732, thewmeieseiiinanseyeuiiaben Lot Number uasfumineny daieu

733. dheasieiiaseiiiuluy RFID vie Barcode cassette tifuelsansieliasu
fEnMsaUY RFID w3 Barcode reader |

7.34. thewseieneiieslifunmsiusemumasgiunndnineemisuavessme
Ine wasldurnsgrumindedivualussidsudadeduaruninsgiu
wanfnsignamnIsuvasavnmeglsy (CE Mark) uasvseannigu The United States
Food and Drug Administration (USFDA)

735, fiiddessmmbemneiessilifuiveimiiusdomndieneiiliing
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(Original) agatRgswarensnmsiaset Wuar 3 U Inellswazidoasiems
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= \ o A Y
asvies et wardwaunsTenuwafiauysal Al

druu
a D Ussaaums

vl FTIUNSVINEDY wiaeiu - ‘ Uszununig

U 2567 | U 2568 | U 2569 sm 31

1 | Glucose Report | 17,300 | 20,700 | 24,900 62,900

2 | BUN Report 20,800 | 24,900 | 29,900 75,600

3 | Creatinine Report 29,200 | 35,100 | 42,100 106,400

4 | Uric acid Report 5,900 7,100 8,500 21,500

5 | Cholesterol Report 16,000 | 19,300 | 23,100 58,400
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Uszaums dw
i fEANALRY Wiy Uszaunng
U 2567 | U 2568 |9 2569 31
6 | Triglyceride Report | 16,100 | 19,200 | 23,100 58,400
7 | HDL Report | 15,800 | 19,100 | 22,800 57,700
8 |LDL Report | 17,500 | 21,100 | 25,200 63,800
9 | Total protein Report 6,200 | 7,400 | 8,900 22,500
10 | Albumin Report | 6,800 | 8,100 | 9,800 24,700
11 | Direct bilirubin Report | 6,200 | 7,400 | 8900 22,500
12 | Total bflirubin Report - | 6,210 | 7,452 | 8943 22,605
13 | ALP Report | 11,500 | 13,800 | 16,500 41,800
14 | AST Report | 15,100 | 18,200 | 21,800 55,100
15 AT Report | 15,300 | 18,400 | 22,100 55,800
16 | Electrolyte (Na,K,Cl) Report | 16,800 | 20,200 | 24,300 61,300
17 | Co2 Report | 16,600 | 19,900 | 23,900 60,400
18 | Calcium Report 2400 | 2,900 | 3,500 8,800
19 | Magnesium Report 3,202 | 3,842 | 4,611 11,655
20 | Phosphorus Report | 3,000 | 3,700 | 4,400 11,100
21 | Lipase Report 250 320 380 950
22 | Amylase Report 500 600 750 1,850
23 | Lactate Report | 1,700 | 2,000 | 2,500 6,200
24 | LDH Report 300 400 .| 500 1,200
25 | cpK Report | 300 100 500 1,200
26 | FT3 Report | 2,800 | 3,400 | 4,000 10,200
27 | FT4 Report | 3,300 | 3,900 | 4,800 12,000
28 | TSH Report | 3,400 | 4,000 | 4,900 12,300
29 | HV (Ag/Ab) Report | 1,600 | 2,000 | 2,400 6,000
30 | HBsAg Report | 1,900 | 2,300 | 2,800 7,000
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U 2567 | U 2568 | U 2569 s 3 1

31 { Anti HBs Report 1,000 1,200 1,500 3,700
32 | Anti HCV Report 800 900 1,000 2,700
33 | Syphilis Report 900 1,000 | 1,300 3,200
34 | CEA Report 2,000 2,500 3,000 7,500
35 AFP Report 2,000 2,500 3,000 7,500
36 | PSA Report | 1,700 | 2,100 | 2,500 6,300
37 | PTH Report 100 150 200 450
38 | Transferrin Report 250 300 400 950
39 | Ferritin Report 500 600 800 1,900
40 | TIRC/UIBC Report | 500 | 600 | 700 1,800
41 | Serum iron Report 500 600 700 1,800
42 | Troponin T/ (High sensitivity) Report 1,400 | 1,600 1,900 4,900
43 | Vitamin D tQtal . Report 700 800 1,000 2,500
44 | Ck-MB Report 30 50 70 150
45 | Microalbumin in Urine Report | 1,500 | 1,800 | 2,200 5,500
46 | Total protein in Urine,CSF Report 300 395 400 1,095
47 | B-HCG : Report 70 100 120 290
48 | Cortisol Report 180 220 260 660
49 | CRP Report 900 1,100 1,300 3,300
50 | Lithium Report 50 70 100 220
51 | Prolactin Report | 250 300 400 950
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7.3.6. eaneiaTedt i 51 18013 dpndiewsdialuil

ralumin
adiu | TemImedeu WANN"S 42901595739 UfjienaunIe
Jiasneviaae laitfiu
(ui)

1 | Glucose Hexokinase 20-600 me/dL 10

2 | BUN Urease / Kinetic / photometric 5-100 mg/dl 10
950 Urease with GLOH

3 | Creatinine Enzymatic 0.5-30 mg/dl 10

4 | Uric acid Uricase/ Uricase Peroxidase %38 1-20 mg/dL 10
Enzymatic colormetric

5 | Cholesterol Enzymatic 50-600 meg/dL 10

6 | Triglyceride Glycerol Phosphate Oxidate 10-500 meg/dL 10
/Glycerol -m- phosphate
/Enzymatic Colorimetric

7 | HDL-Cholesterol | Accelerator 20-129 meg/dL 10
SelectiveDetergent/Homogeneous
enzymatic colorimetric w38
Elimination/Catalase

8 | lDL-Cholesterol | Liguid selective Detergent 10-500 mg/dL 10
/Homogeneous enzymatic
colorimetric 3
Elimination/Catalase

9 | Total Protein Colorimetric assay W38 Biuret 2-12 g/dL 10
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a1fiu | TenTIMAdaY VANATI F2MINTINIA Uifidenaunsie
Fiaseriaie hiifiu
(i)
- 10 | Albumin Bromcresolgreen Bromcresol 1.5-6.0 ¢/dL 10

purple / BCG dye binding w36
Colorimetric

11 | Direct Bilirubin | Diazo method 38 Vanadate 0.1-14 mg/dL 10
oxidation

12 | Total Bilirubin Diazonium Salt / Vanadate 0.3-25 mg/dL 10
oxidation %3 Colorimetric Diazo

13 |ALP IFCC Standardization w3e 20-1000 U/L 10
Colorimetric

14 | AST IFCC /Modified IFCC W38 Enzymatic 10-700 U/L 10
NADH (with or without P-5’-P)

15 | ALT IFCC / Modified IFCC 3o 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) %38 Indirect lon-selective K=1.5-10 mmol/L
electrode Cl=60-140
mmol/L

17 | Co2 Absorbance (PEP) / PEP 10-40 mmol/L 10
Carboxylase %38 Enzymatic (NADH
)

18 | Calcium Arsenazo [l / & nitro-&’-methyl- 5-15 meg/dL 10
BAPTA (NM-BAPTAWSa o -
cresolphthaleincomplexone
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@tUNTHN
adu | SEnIMRgaY waNN1g FN1IATIVIN Ufjfizenauniang
Tiagzviade Taiifiu
(uWi)

19 | Magnesium Enzymatic/ Colorimetric Endpoint 1-4.5 mg/dL 10
Method #38 Xylidyl Blue

20 | Phosphorus Phosphomolybdate / Molybdate 1-20 mg/dL 10
/Molybdate UV

21 | lipase Photmométri_c %38 Enzymatic 3-300 UAL 10
colorimetric

22 | Amylase CNPG3 Substrate to IFCC w38 10-1,500 U/L 10

| Enzymatic colorimetric #38a

ethytidene-blocked p-nitrophenyl-
maltoheptaoside

23 | Lactate Lactic Acid to Pyruvate/ 2-100 meg/dL 10
Colorimetric

24 |LbH UV assay / IFCC w58 Lactate / 30-500 U/L 10
NAD

25 | CK NAC (N-acetyl-L-cysteine} / 20-1,000 U/L 10
adaptation of IFCC (NADPH) %38
uv

26 | FreeT3 Chemiluminescence 1.5-20 pg/mL 30

- Electrochemiluminescence #39 3D

CMIA 0.6-50 pmol/L

27 | FreeTd Chemiluminescence 0.5-5 ng/dL 30
Electrochemituminescence #39 %38
CMIA 0.5-100 pmol/L

28 | TSH CMIA / Chemiluminescence %38 0.1-100 ulU/mL 30
Electrochemiluminescence

mgw
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walunin -
a1y | snemInedeu UANMNS F2ImM TN Ufifitenaunsa
Anseiiade Ly
(b
29 | Anti HIV (Ag/Ab) | CMIA / Chemiluminescence %38 - 30
| Electrochemiluminescence
30 | HBS Ag CMIA / Chemiluminescence w38 - 30
Electrochemiluminescence
31 | Anti HBS CMIA / Chemiluminescence %38 4-1,000 IU/L 30
Electrochemiluminescence
32 | Anti HCV CMIA / Chemiluminescence %38 - 30
Electrochemiluminescence
33 | T.pallidum Ab CMIA / Chemiluminescence %38 - 30
(Syphilis) Electrochemiluminescence
34 |} CEA CMIA / Chemiluminescence #39 1.73-1,000 ng/mL 30
Electrochemiluminescence
35 | AFP CMIA / Chemituminescence #3© 2-1,000 ng/mL. 30
Electrochemiluminescence
36 | PSA CMIA / Chemiluminescence %39 0.1-100 ng/mi. 30
Electrochemiluminescence
37 | Parathyroid Chemiluminescence 4-500 pg/mL 30
Electrochemiluminescence %38
CMIA
38 | Transferrin Immunocturbidimetric 19-520 mg/dL 10
39 Ferritin Chemiluminescence 10-1,000 ng/ml 30
Electrochemiluminescence %38
CMIA
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40 | TiBC or UIBC Ferene/Sequential release 40-500 ug/dL 10
anduptake of iron 38 Direct
determination with FerroZine w38
Chromazurol B

41 | Serum Iron Ferene 7i3a Colorimetric %38 10-600 ug/dL 10
Ferrozine

42 | Tropenin high CMIA / Chemiluminescence #3® 10-10,000 pg/mL 20

sen Electrochemiluminescence

43 | Vitamin D total | Chemiluminescence 4-100 ng/mL 30
Electrochemiluminescence #38
CMIA

44 | CK-MB immunological UWIFCC 6-1,000 U/L 10

45 | Microalbumin immunoturbidimetricu3s PEG ~ 5-350 mg/L 10
enhanced Immunoturbidimetric

46 | Total protein Benzethonium Chloride / Dry 7-100 mg/dL 10

Urine,CSF binding 38 Immunoturbidimetric

method

47 | Beta HCG CMIA / Chfemi{uminescence EL 2.5-10,000 20
Electrochemiluminescence miu/mL

48 | Cortisol Chemiluminescence 5-50 ug/dL 30
Electrochemiluminescence %50
CMIA

49 | CRP Turbidimetric 0.3-10 mg/L 10
/immunoturbidimetric/Particat
enhanced immunoturbidimetric

-
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50 | Lithium Colorimetric 0.2-3.00 mmol/L 10
51 | Prolactin Chemiluminescence 0.82-200 ng/mL 30

Electrochemiluminescence #38

CMIA
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ﬁ FWRTIVIRREY wiaeiy 31Aa1 3 2567 3 2568 5] 2569 Uszaeuns Uszuu
nang sm 31
1 | Glucose Report | 10.48 | 17,300 1 20,700 | 24900 62,900 659,192.00
2 | BUN Report | 11.00 | 20,800 | 24,900 | 29,900 75,600 831,600.00
3 | Creatinine Report | 13.00 | 29,200 | 35,100 '42,100 106,400 1,383,200.00
4 | Uric acid Report | 22.00 | 5,900 7,100 8,500 21,500 473,000.00
5 | Cholesterol Report | 14.00 | 16,000 | 19,300 | 23,100 58,400 817,600.00
6 | Triglyceride Report | 1400 | 16,100 | 19,200 | 23,100 58,400 817,600.00
7 | HDL Report | 33.00 | 15800 | 19,100 | 22,800 57,700 1,904,100.00
8 | DL Report | 3500 | 17,500 | 21,100 | 25,200 63,800 2,233,000.00
9 | Total protein Report | 1500 | 6,200 | 7,400 8,900 22,500 337,500.00
10 | Atbumin Report | 1500 | 6,800 [ 8,100 9,800 24,700 370,500.00
11 | Direct bitirubin | Report | 20.00 | 6,200 7,400 8,900 22,500 450,000.00
12 | Total bilirubin | Report | 2000 | 6,210 | 7,452 8,943 22,605 452,100.00
13 | ALP Report | 16.00 | 11,500 | 13,800 | 16,500 41,800 668,800.00
14 | AST Report | 16.00 | 15,100 | 18,200 { 21,800 55,100 881,600.00
15 | ALT Report | 16.00 | 15300 | 18,400 { 22,100 55,800 892,800.00
16 | Electrolyte Report | 28.00 | 16,800 | 20,200 | 24,300 61,300 1,716,400.00
(Na K,C)
17 | co2 Report | 14.00 | 16,600 | 19,900 | 23900 60,400 845,600.00
18 | Calcium Report | 22.00 2,400 | 2,900 3,500 8,800 193,600.00
19 | Magnesium Report | 2200 3,202 | 3,842 4,611 11,655 256,410.00
aq%a.l ....... /9“" ................... UsEFmunIsums asde..... Peoored Selsenl ATTUATS 9P 5"’""‘“‘/”““‘4'/ LATIUNTT
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819 U 2567 {U2568 | U 2569 o1 3%
20 | Phosphorus Report 22.00 3,000 3,700 4,400 11.,100 244,200.00
21 | Lipase Report 37.00 250 320 380 950 35,150.00
22 | Amylase Report 27.00 500 600 750 1,850 49,950.00
23 | Lactate Report 70.00 1,700 | 2,000 2,500 6,200 434,000.00
24 | LDH Report 20.00 300 400 500 1,200 24,000.00
25 | CPK Report 30.00 300 400 500 1,200 36,000.00
26 | FT3 Report 100.00 | . 2,800 | 3,400 4,000 10,200 1,020,000.00
27 Fré Report 100.00 3,300 { 3,900 4,800 12,000 1,200,000.00
28 | TSH Report 100.00 3,400 4,000 4,900 12,300 1,23(,000.00
29 | HIV (Ag/Ab) Report 80.00 1,600 | 2,000 2,400 6,000 480,000.00
30 | HBsAg Report 80.00 1,900 2,300 2,800 7,000 560,000.00
31 | AntiHBs Report 98.83 1,000 | 1,200 1,500 3,700 365,671.00
32 | Anti HCV Report 158.00 800 900 1,000 2,700 426,600.00
33 | Syphilis Report 39.00 900 1,000 1,300 3,200 124,800.00
34 | CEA Report 198.93 2,000 2500 3,000 1,500 1,491,975.00
35 | AFP Report 176.00 2,000 { 2500 3,000 7,500 1,320,000.00
36 | PSA Report 197.29 1,700 | 2,100 2,500 6,300 1,242,927.00
37 | PTH Report 166.12 100 150 200 450 74,754.00
38 | Transferrin Report 145.00 250 300 400 950 137,750.00
39 | Ferritin Report 167.00 500 600 800 1,900 317,300.00
40 | TIBC/UIBC Report 34.00 500 600 700 1,800 61,200.00
41 | Serum iron Report 34.00 500 600 700 1,800 61,200.00
42 | Troponin (High | Report 211.00 | 1,800 1,600 1,900 4,900 1,033,900.00
sensitivity)
43 | Vitamin D total | Report 496.90 | 700 800 1,000 2,500 1,242,250.00
; : Lokl foad
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44 CK-MB Report 55.44 30 50 70 150 8,316.00
45 | Microalbumin Repart 60.00 1,500 | 1,800 2,200 5,500 330,000.00

in Urine '
46 | Total proteinin | Report | 25.00 300 395 400 1,095 27,375.00

Urine,CSF
47 | B-HCG Report 102.00 T0 100 120 290 29,580.00
48 | Cortisol Report 155.00 180 220 260 660 102,300.00
49 CRP Report: 75.00 900 1,100 1,300 3,300 247,500.00
50 | Lithium Report | 200.00 50 70 100 220 44,000.00
51 | Prolactin Report 166.00 250 300 400 950 157,700.00

71 (@wdudussuauEviiuitiuumdou) 30,345,000.00

J y .
8480..... ... UTEEIINTINATS aode...Soomd. vl nssums o000 J”“‘! nTSUATS




