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A SRS 7= a9 =R w25 S5t gAte] vid xi]

AHREE RV I7E SA oR7|H B ddd FolA AREEIL Qith Hdde

gFst A HAE 75 $ POCT(Point-Of-Care-Testing) HENS] A&d|Ea=2 Rl

SAZI7F NEE A Yk AR FBAo|Y g4 wet vkd S et

WS o] &stal oy, FAMA deel AT wAe g debA S=
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o HEIIFEFAFIANAE POCT Foo AFARIENZH7|
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Q1 g AL AGPH shol=ekel S ATsuA Fhk

2 Jhol=glol A= FAA o= gHolE A<l CLSI(Clinical & Laboratory
Standards Institute)®] ©]57]7] A|@HHE WEFsIlth. T3 AZRGA 7=y 2
o577 N IHY FaAgE ARE F JEE A Fe fuet
98717 =4 AAY = A% 783 Hri=47F 2 Ao R 7|t
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A EaZRSA7E A48T TV 2 WE T AYS A8 o e Ae #AYE
A3 =5 P7IEA sEEEN % WS A, i AT s @A duk o Al
AT ok 0 AmEEa 34 NE ol8s] ofele B iz M Aue] Uad
Fel FE ARREIL e dFAARE A EIENSATE HS VY TR
FehAl WA a7 ste A Als o] &3k Al2~El YEje AFANE AEIERIEEY
=717 7R o] ARRE AL Utk

TRYEHE o83 A EamRISAHA LS o5y SA7](F=A)S d318 EvksE
nlo] A 27 (microcuvette) -2 Td% O] Atk FA A|FE AL = A EIE RS YA ERS
Aotel FHE vl ARFANL olGak AEN Aok o] A FHEE S
A RFERG S SAste WHoR FEEh d7|sshHe g ] 4849 AxukE
A & FE9 RFE U Fe'o} AAG wifA ko] wkg Al dAE AAE
A=g &3 A7IASE WSA7]aL o] w WY AFE S8V AdE A
o]-&3to] FRFEN FAE YER= el

AP A RZ2RSA 7= S4 719 vlo]| =27 W (microcuvette) == AR (stirp) 7F
i) Aladlom FAHO o, AbEdRarIAlA"e] e AdES vlolaR
T Es fJA = 25 d3]golrh Alefo] ek Q= mholA=Hlat HAMA =
HA s A O 25 STt R e qlom, Alefo]l xFFE QA &=
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nlo] AR 5479 ARFoR P FaL STt

A EIZIFH7](15H)
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AZAAHE(POCT) AFARIFZNZH7](153)
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1. @3ZHAKPoCT, Point-of-care Testing) A7

A HAKPoCT, Point-of-care Testing)= “SHA7} A= dFANA sy HAsh= A=

Belse], S5t Aot Fetel thFk ANAHe] A ghe B i ALH AnE
QoS Rl T2 ALBAR, o Hoke A2 A ANAT 24 Sr2 o
AgEel gAR, B oA x9 AFol AUSWA WA YFsu vt
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A RS ERISA 7= AFYFEPAA LA AR017-65 o577 FH R EH
Swol sk A4 o Wt A22100.01. As3l E=2R157 7] (Haemoglobin analyser) = U]
‘AL 71T 1A, TR OCA21000 Al SAE 7P E ERET AFsE RIS ERSA 7]
AbEEE Aok ARs sl e m=RSA7] Al 3] A %Al D04010.01. He st

=ne=

AJSKIVD reagents for clinical Immunochemistry) .2 Ulit{ ‘D. A Aok, FEF
‘D04000 H-5}8F HARE Alef ol &3l
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ARF %

R

= g
RN

A58l 2= | Haemoglobin ol F FEFZRIY S
A21000 | A22100.01 ) : 1
HI =27 analyser R

Total protein, Albumin,
Cholesterol, Lipid, Free fatty
acid, Fe, AST, ALT, LD,
Phosphatase, Amylase, Lipase,
LAP, Aldolase, Cholinesterase,
v-GTP, Glucose, Bilirubin,
BUN, Creatinine, Creatine, Uric
IVD reagents | acid, Hb Alc, Ammonia,

Ao s}s} for clinical | Fructosamine,  Apolipoproteins,
D04000") DO4010.01 oF Immuno 3-lipoprotein, Ferritin,
chemistry Transferrin, ALP  isoenzyme,
Amylase isoenzyme, Cystatin C,
TIBC, UIBC, Plasma
hemoglobin, ICD, HBD, PHI,
ADA, ACE, G6PD, &-ALA
dehydratase, 5-Nucleotidase,
Pyruvate kinase,
Lactate(-f- /g tiAFE 8 A £]),




Ketone body, Bilinogen, Bile
acid, AKBR, Lp(a), Folate,
Carotene, Carnitine = ZI&
HIE}Yl, CK, CK isoenzyme,
CRP, Homocysteine,
Haptoglobin, Ceruloplasmin,

al-microglobulin,
[32-microglobulin, al-antitrypsin,
Immunoglobulin assay

(immunoglobulin ~ °}& A}

Hb

immunoelectrophoresis,

S, electrophoresis,

anti-steptolysin
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2 lolmaile wAE w 4ugg olgele] B o) drIen ¥ FHse
AN 2EEH = 8 e A EaERSAg 7ol digh OJXd*é 2 A AP
lol=gleloz, ogv]vle]l Edueld =ge FuAl F0 A&d 87k Akt =ne)
w7 gl Bestant s

o2 A% A slelseele 1) WE QWS 9% oy Zue oeA gom,
2) FEEALHbAIC)'E Hrlehs AFAARE AT RIFENSA 70 e Hrlols 44
HA] gor, 3) HAMA A AR Y AEEEE2RS5A7] 2 AA ] e F7t
o= A8EA =tk

o] AHEHZ 0[&5}0] ohEbol st Yol X|e] EXE EAlsH| fls H2 E&V|E o|8sto Yoz L= T
M7|& EYsths W,

sl A (HbATC) HABHE 22 Y WolM MAE Subs| FE AHe ot HET W ML) ot HER
Sl ALIE E= HdAlo|n, Mepo g Y72t w2} 22 27371 HTo T HlE ghdsich HARIWME
Eois] T EO| EXSIEZ €A Uolls @M ol HE Y3iEof U=, DA Sl wEl AR Xto|7t ALt

tHoi 5.6% 7EXIZ7F & Ato|ct,
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L A7) 71AA ¢34 #48 4

AsS| R RRISA7 A8 7hed el A7 7IAA HdA TIETtAeme

ol ASFolofEetdA LAl X1]2015-115@ F127171 A7 71 A4 _bdel w3 &%
Zl1Etdy o Utk =9 4 = A A 7] 7]% 2191 8] (International ~ Electro-technical
Commission; IEC)2] TMEC 61010-1:2010, Safety requirements for electrical equipment for
measurement, Control and laboratory wuse - Part 1: General requirementsy , MEC
61010-2-101:2015, Safety requirements for electrical equipment for measurement, control and
laboratory use — Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical
equipment; , TEC 60601-1:2005, Medical electrical equipment - Part 1: General requirements for
basic safety and essential performance; 7} A7]-7|A4 QFAAd FASZ H-8-o] 7lzs).

(& 2] A7) - 71AH 88 28 4 4%

A% 2

oj7)7]e] A7) - 1A kel B BEN 2T

IEC 61010-1, Safety requirements for electrical equipment for

measurement, control, and laboratory use - Part 1: General requirements

IEC 61010-2-101, Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-101: Particular

requirements for in vitro diagnostic (IVD) medical equipment

IEC 60601-1, Medical electrical equipment - Part 1: General requirements

for basic safety and essential performance




2. AR AN #E 14

il

ARz SAg7d A48 7hed ol Axa A VlEtdeEs (% 3%
ol Aol Al LAl A2015-63 Fo]mr]7]e] Aokl ¥t FEIEtA; ol
At 7o FASREE A 7]7]E2 Y 8] (International  Electro-technical Commission; 1EC)<]
TEC 61326-1:2012, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 1: General requirements; , TEC 61326-2-6:2012, Electrical equipment for

measurement, control and laboratory use - EMC requirements - Part 2-6: Particular requirements -

In vitro diagnostic (IVD) medical equipmenty 7} AX}3} Qb FA0 2 A8 7153,

oz7)e] A el Be FENE T

[EC 61326-1, Electrical equipment for measurement, control and laboratory

use - EMC requirements - Part 1: General requirements

IEC 61326-2-6, Electrical equipment for measurement, control and
laboratory use - EMC requirements - Part 2-6: Particular requirements - In

vitro diagnostic (IVD) medical equipment
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AsnIENSgrle] A Bt distel [ 419} Lol TANGHAAEE R AR

%23 %|(Clinical and Laboratory Standards Institute, CLSI) Z|&]XIHE- o]=7]7] H7} #Y
AeB7HE Akl itk olol wet A& bt Ve Ao RE AuE Bkl v
'CLSI EP05-A3, Evaluation of Precision of Quantitative Measurement Procedures; Approved
Guideline; , 'CLSI H15-A3, Reference and Selected Procedures for the Quantitative Determination
of Hemoglobin in Blood, 3rd Edition; , 717] %} &5 H7tel| I TCLSI EP09-A3,
Method Comparison and Bias Estimation using Patient samples; Approved Guideline, 3rd Edition; |,
"H15-A3, Reference and Selected Procedures for the Quantitative Determination of Hemoglobin
in Blood, 3rd Editiony , 2|44 H7}e} #HH CLSI EP05-A3, Evaluation of Precision of
Quantitative Measurement Procedures; Approved Guideline; , ‘CLSI HI5-A3, Reference and
Selected Procedures for the Quantitative Determination of Hemoglobin in Blood, 3rd Editiong ,
AA 7+ s e dxef #HE CLSI EP05-A3, Evaluation of Precision of Quantitative Measurement

Procedures; Approved Guideling; , A4 M= FH7to] I ICLSI EP07-A2,

Interference Testing in Clinical Chemistry, 2nd Editiony & 387} w4 A4 A] g 4= glo

=<
oj9lell = AEAP} Fd AR S5 AE o e ATl dARE AR 5 ltk

CLSI EP05-A3, Evaluation of Precision of Quantitative Measurement

Procedures; Approved Guideline

CLSI EP09-A3, Method Comparison and Bias Estimation using Patient
Clinical and samples; Approved Guideline, 3rd Edition

Laboratory

Standards Institute

CLSI EP07-A2, Interference Testing in Clinical Chemistry, 2nd Edition

CLSI HI15-A3, Reference and Selected Procedures for the Quantitative

Determination of Hemoglobin in Blood, 3rd Edition
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AN 10.1 ~ 10.2
HE5A 9 2 Ao 10.52 ~ 10.5.3
FAR QA7 e el WA -t
dolA F 12.6
222 B QIE S X9 AlEA 15.3

2. AR B UL AT =

Axpal b HI7F AlE dHE2 [ 6]l A9} o] AlEelekESh XW JA] Te]57]7]¢]

(& 6] AR ARG 7 AIF F=

olg7]71e] FA} kel B3 FEIEFARIGA 1A)

Axpagel] (7)o 88 71+ 5%
=4 81 63
A& S4S Agk 5 114 (9kHz ~1GHz) 7%
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71719] A3 7} 117

Ak e AL 17g 474
AR o (W) A, BA B A 174 54

A 9 27 64

IEC (International Electro-technical Commission)

IEC 61326-1 Control %! Laboratory©l| A 24]-8-5]= =g} ebde gt &5 114

[EC 61326-2-6 A Agule] gl A3} gkAo] Bk AR
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CLSI EP05-A3

CLSI H15-A3

CLSI EP09-A3

CLSI H15-A3

G A (Hgb)o] A=A H7boll Qo] 1 a4l 54
H ool A ebg A o & vpEh =R ¢l

CLSI EP05-A3

CLSI H15-A3

A4 7 dEe s 37t

CLSI EP05-A3

EP07-A2
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2. A5} Qb

ARIENSHE THHE BE A/S AHgets Axge g5 Adst oA
=

5 ]
[e) (o]
of B3t FE7)E1E 2 IEC 61326-1, IEC 61326-2-6 o #&alojof str},

(& 9] AA} kg A WY

F7 1R LA 2A)

WA Nggln) S4Ee 15 2 2% o)), AR g -
e &g vz | oI SAEE 18 R 2E AR 717 718 S]]
Hae =x77] ZFud =A 1A
=3 oA e HD,“IO]],_T =70, -4-]137]7] 67
(EUT)®) WA, 9 A1@7]7]9) Fajza skl
AR SAE AR A9 aa e A 29, Fo5 89 9k
E -
st ~1GHz 2 30MHz~1GHz o] ©ie wA} A)@ia 7%
(OkHz~1GHz) | 178 &<
H} =z . _ - - -
PFSE g A, A ke, ARAe] Sl A, -

1GHz ~18GHz

AR AJEOM Al = gl 717190 thste]
Azt WM ARE SA Sl Al ol
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AR B S (A)
ol A A<Elo] ] x}al A3HA SJe)
RE AR, MEZ]7]0] theh ddag 24
A3 1 3L b v
A, I IME 7)7] e ME V)] RE el B4, V1&g 0
R A ZQl
AAREFEY | WAk i B 24 64

IEC (International Electro-technical Commission)

Control % Laboratoryoll A A &5+ Aztak ko

-

s

of

s

ry

IEC 61326-1

IEC 61326-2-6 ALl gn| o] A AR} obde w3k sfE
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52 83 A" ¥H
WAL opfol M AIA Bk Al W oleldle AlEA B e A S5 EE
158 = = A9l dAHS AREE 5 Atk
1. AA 4]
L1 AAE Al W
1) 7Rl =M AL o) TR Ape] (AN g Aol AF st HA=
AR (18717] AE el me sdeE d¥os dn)
w
dlz=z8 FHo| Yot =He 89, &, NYdF, e 5 20x109L =31, g 5
700x109L =1, &F 275, €7 Wl ML AT, JdECHE =2 U2 AE
Aol A &2l ofof Bhch
2) FHA AeHo] = FEaATE FEE] AL 7 I=F ALdBE FEGA EE50] Tk

AR £71% EDTA & AF85

A3 A T1Ee

3) A4

4) A
AA = AskshA] gt

<AJAII>EDTA &7]°] AHe g4 FA

3 ml 2] EDTA £7]o] HA 2 ml 2 ddo] FQ3FhH,

e}
T

A AH 5 24478 oY) AR,

_18_



2. AA & Ak
21 74;1] =i /\]o /\-]X

LIS

1) A1 deazA

7)5%H| 2 EDTA &7]° 33 @iﬂ—% SAste] HAAEE (alE—;LiHJ 9.0 g/dL ©]3}),
AsE (FAEZFEH 9.1~12.0 g/dL), % % (12.1~17.0 g/dL), 5% (17.0 g/dL ©]4H <]
AAE Frstt

| HICN(Cyanmethemoglobin) E&=&2 -2 tf&f 5007800 mg/L(50780 mg/dL)2| sllo|ZZulA|ctstE S
Ch &l MZo 2508 3|AMHZ ALBst= HICN SHEI0A| 1257200 g/L(12.5720 g/dL)el S7t sl =

sEE HZetch =M M skx F=3519] 2 Sl (International Council for Standardization in - Hematology,
2 2

3) dl222El EZ=AAL ghHol Aloth E| 22 2EI(Cyanmethemoglobin)2 540nmollA] =t S= TS LiER o], oFHMo| FHojut
AlSHH ES| 22 2EIE 0|8sts 2228 SYWHOZR HEZ=ZHl FH I8 7|22 AMSEHI Uch oo
potassium cyanide®t potassium ferricyanideS &715t01 sl 22 RIS ASIAIF| T A|CH| ES| 22 2HIS FAFICL Ao Ed|
DZ2HI2 540 nmollM Z|tf 2T E LIEHD, 0|& 2E&HZE ™5l 22 2elS SHsI= 2HAo|ct 7|=2H|= Alet
HES 222 WAS ALZSIALE AloHES| 222 EE 21} H|wsto] ASE J|7|& AFS Sk



2.2 FoALE

) FHE 54 ol 2 o) Eewel wgshth W7 A% Aot B Tl
EAY, A & AEFE Q] BAE F e TEHEY FUHE 349
SAHAAE A

3 AT A7 2 A 891 QARG olsar ENE AT F o)

4) Paraproteind©] UAY Ag Y AT FAoE dFhido] =5 A5, et
(potassium carbonate) 5 25% YEuUol &4 s WS HUIIoEM AN A
o)

AA

5) aAEFoR Q3 EEE WAl Al Aoy A HE diethyl ether FEI YAFE =
3l AAE 5 3

6) A 2] A d T (target cell) == HbS % Hb CE T3t A9 A9 A%
godol &EA B F doH, ol Qs TUFE TEHEE ARG AT =
=49 4 )

7) A3AQ A FoE AgEHol BEhdet £8& HY wjE gt

4) COHb(carbon monoxide poisoning) : Et27} ZEE X0 22 ALEHA wist= M 25 20| H|X=ZM JtAQl

U LS ERNO| BEE= A

5) paraprotein @ E&MZ I} %iFE' o M7= o|AEA 20 ofs MMEE HAIZEL CIUSEM] gHol2=2 §F &}
AN H2 majchl A2 (XtFxehs MolM TSt o E 8H =53 E A2 222839 o4t IgM 58 & &
AL,



TAT AP FdATE A3 A, TIPVEELo) 7 R B S9 AEAd Alde
Feslel SHATNE EFHAKSD) F2 WEAFCVR) = B AHEste] A3E stk

CLSI 7}e]=2}2] EP05-A3, HI15-A3
3.3 AAL H]

1) AsE, AAess, 1k 20w F e AedAgEdS FH|shol([E 10] ).

2) A= EHLS HIS-A3Y 7152 W5k XFEA S o] &3tAY, A ZRAA Al
- A

P &/ 574

H15-A30l Al HAlst= EZF=2Z 2l HICN(Cyanmethemoglobin) ZEEEM-2 Zs 71 Zol/UX| &&= 550~850
mg/L(55~88 mg/dL) ¢l el sloj=2elAletstE +EMolct o MEo 250Hf S|AMAHS ALESt=
HICN 2ol A 125~200 g/L(12.5~20 g/dL)el §7} sl22 =28l s & M 3shoh

(£ 10] BEE AEES AT 222D 5= 73t

ARIFZR FE g/dL

1I(As= 17.0 g/dL °]3}

2(B}EE) 120 ~ 14.0 g/dL

3(ALFE) 17.0 g/dL ©]7&
6) SD(standard deviation) : Xt=7} & % tf X2 & CHESt= otle| gtE HEUCE BAS Bo| ALSSich MEZ O stufel &
FHAL X2 BIS FAO= Yolt HH USAE UEHhs cEmel Axlolch FEEAS Hels Xzl oelot g

x| stC},

7) YiESAH S (coefficient of variation, CV) : &
HEg2 HEg=z sl maE _/I: 0I|:|. .
=]

€ (ISO 3534 -1) ; H|Z 1: 0]
UL 5 o2 ‘M mEHANZE &0} 0|8
X2t ol HFSHR| phECH; H|1 3 B2 E, 24 I—’T—Oil 1OOE =6t T WEER BB

BT AT



3.4 v 9 Aoke] )

1) X]'%'E]]E%EH] %xéxo],ﬁ]
A 3019 A= RFER=H 771 Aex]o]of s}

H 3% Loto SR FEH SAAAA(strip) 7} A= o]of shr}

1t R O O
P &4
7= = 22 2Y EXAA ol H|CN(Cyanmethemoglob|n) ‘%‘:1% Al23HE 7|7|2 CLSI H15-A3 2|
=HE UESs EFEEEZS 0/8510f 1 Mso| 5= FHE shoth,

ol Z7] 25 + 2T el oA

rr

08
o2
1o
T

S22 RS HA A o5t FH2 23 + 5T 2&L9
FX = ofok Bt .

3.5 Al

1) AFeslREER S574741] 3d], SIREEN A 3E Lot E AAE Fv]gh

U B AE AR RN S0 7o) s $UE ) wE Pl A9

wlojof Fitt.

o
N
MN
=
i
o
ofo
o
£
N
R
T
2
td
il
ftl
[-‘II',
o
||\
o
ot
u

5) Lot 2, Lot 3 FAAAE o]&&te] & 1) ~ 5) & WHsle] SAHANE Au, 7|40 2

Aol FreEnl s AT

6) ©HA 1) ~ 5) = 543 wkEgit)
XA
A S 1z 270702 SHZADE dooZ 527 135071e] SMANE AdA =l
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X ZF37

CLSI EP5-A3_1.5.4.1 Making sense of Statistical models “Comb” Diagrams
Single Site A&

- 202 x 23 F3(1¢) x 23| €5 (20 days x 2 runs/day x 2 replicantes)

- =M 2 HEE (Repeatability & within-lab precision)

Multi Site Al &/

- 3 AOJE x 59 x 53] Ht&E (3 sites x 5 days x 5 replicates)

- X34 (Reproducibility)
- ALO|E(site) : AlEA ZH AEX} ZH 717] 2 (lab to lab, operator to operator, instrument to instrument)

B e

3.6 A3} @l

D) 7 Al ER N, o 2k AUE ALt 7 AUE, B3 ADY ARS AN

2) CV% (WM&
o

I~

8) 0|= CLIA(Clinical Laboratory Improvement Amendments) M Z2t? o|=Uje] ZE AAAHAIAOA XxZHo =z Jfdtst Al

HAAE XEA Mg = JATE sh= MEZOolch &, FDAS| Solsio Yzr oz M=sto ml=l= AR 7|7|u £ k=
Soll thisiA= FDAIM QR MESZ VD2 sty AAARIo|A Jiesio] Maske AAIRI LDT(Laboratory Developed
Test)= sl & A4 HAMA S| Medical Directore| &2l stoll ol iz} JiErsto] MS == A AAF MH[AE ST

9) &IE8: "“Currrent databases on biolgoic variation: pros, cons and progress” Scand K Clin Lab Invest 1999; 59:491-500

]
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4. 7171 7+ A8 A8

=% P S8 AEguse de 77 2

CLSI 7}o]=2}¢l EP09-A3, H15-A3
43 AA L A|SF FH]

1) 71E4HE o83t 47 =] HAEDTA HE)E dAH3)

2) HAEE (9.0 gdL °ldh, AEE (9.1~12.0 gdl), AYEE (12.1~17.0 gdl), ILE=
(17.0 g/idL °]’h <] HAAE FHI k(R 1] ).

WE7

H15-A30I M HAlStE ZEE2RQ HCN EE=2d2 X6t b= 550~850 mg/L(55~88 mg/dL)
Hel el slo|ZZelActstE F=2Holch ol MEo 251 s|MA S ALESH= HICN(Cyanmethemoglobin)
gHeoll A, Ol= 125~200 g/L(125~20 g/dL)el S7t 2224l s & M Sshoh

1 6 15 < 9.1 gdL
2 10 25 9.1 - 12.0 g/dL
3 20 50 12.1 - 17.0 g/dL
4 4 10 > 17.0 g/dL
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44 40 L Aok

1) AFss L2 2R S774H]

H 2t)e] A EZFEZHZA 7] 7F AeEo]o} st}

H 3% Loto SR FEH SAAAA(strip) 7} A= o]of shr}

HAL s E=20 S5
XF T
7| Z=AAL g el HICN(Cyanmethemoglobin) &S AFEst= 7|7|2 CLSI H15-A3 2

v
AL
=2 g 0|8s5t0f O ds0| &BE FHHE MHECH

rlo
N
w
I+
(@3]
@
ro

el

08l
o2t
mjo

ol Z7] 2 + 2T el oA

Hu
rir

XP%@IE%EEéQ A|AElO| o8t =X
ch.

45 A By

1) 2the] AEa|2FEN S, 3% Lot AAMA 2 AAES F=v)3o
% H|AL . HAK = HAF AR 2oy §7]oll A wlg] AR et

b
i
H

2) 71=HE o] gsle] AA9 R==HS S
3) 2t19] AsFE=2H SN0 Lot 1| HAAE AYsta, 4 7 AEE gl
4) 174 2) A HAsH HAE o] &35ty RFEHS FA 3

5) Lot 2, Lot 3 AAMA|E o|&3lo] &7 3) ~ 4) & wHESTL

P 74

A 1) T 4) ™ Al F 12709 Aoyt EEECH

N

6) 7I=GHE ol&stol Al ER=ENS AP

7) YA 39702 AAE HA 1) ~ 6) & HbE =gt
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4.6 A7} 4

1) 7171 2t 554 A3 Passing & Bablok ™219] 3]3S AM8-5to] y& H(Intercept),
71-&71(Slope), o5 %k(Expected value)= -3+ & o|S¢ko] Aoz FQash
12.0g/dL#} 17.0g/dL oA &3k 7% o= st} wgk 7)o FrHr 289
Aok i slgeAd) = Ald o) B471F0e FHon e PARAA
A gEE AR I E=A7)0] §87]F0 % FDAS CLIAGIAE o]

2) AE BAUPHE Passing & Bablok 37| E-AlolA =&H 37WAAS S 27)e 2A
SollA dlSgke] ARkt skgkak Atololl Eol7hd 01‘9-7]%'% gtk & = 9l

T 587
Hgb 12.0 g/dL Accepatable performance® 7% oW
Hgb 17.0 g/dL Accepatable performance® 7% o]

5 C.[% 3% o] ®7lstaL, LM L Es

L =]
AA F%, atT ydHA(ntercept), b 7] 7]

<HA3>7)7] 78 E&5F AF EF 2=

Passing Bablok Regression Fit

inp Bablok Ragrensiontt (e
— 107 + 0.97 " XN-1000
dortit

Compelab TS

Poarson's r = 0.994

T
8 10 12 1" 16 18

XN-1000
The 0 85.confidence bounds are calculated with the baotstrap(quartile) methad

10) & E8: "“Currrent databases on biolgoic variation: pros, cons and progress” Scand K Clin Lab Invest 1999; 59:491-500
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5. 444 A9

A2 (Hgb) o] A F7tel glo] A
O 2, Passing & Bablok ™
ABAFRY) TS

sh7] gk A g
(Slope),

52 ZFauzts

CLSI 7}ol=

53 ZAe] +H]

SAA A

o}el EP05-A3, HI15-A3

X Ao

L ESN

| SAHSANA o=
I2o] 3] ARMS AFEsle] ydHA(Intercept), 7127
Talo] 3-8 2 ZHtotal allowable error)©l]

59 Hgb 18.0 g/dL ©]4te] HAA(EDTA AE)E 4]

=R < A

s 4

AE AzZFCH(E 13] Fa).

- 3A 5 0 AE]A 99 (Normal saline)
A 2 AA 1 HA 3S 12 E9EA e AA
-3 3 AA 17 AA SE 1R E3EA wHE 1A
- AA 4 AA 3 ZA SE 1R e wE H2A
= 1] A44 AFS A% AA Az o
A A4 = 5] A v
#1(1FE) 18.0 g/dL 4 AA
#2 13.5 g/dL AA 1 + AA 3
#3 9.0 g/dL AA 1 + AA 5
#4 4.5 g/dL AA 3 + AA 5
#5(AF %= 0.0 g/dL A 2] 2194 (Normal saline)
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1) AAssl =R S47]
2 3ue] AsIEE2RSA 77 AgEojof st
2) S RS=ZH SAHEAA
HA 3 Loty RS2 R SAHARA (strip) 7} A Bl & o oF
3) 7]
HYg eyl SAHAM
P &4
7|=3H| = sl22 2l EEZHAL gl H|CN(Cyanmethemoglob|n) *%‘:1% AL23HE 71712 CLSI H15-A3 2
xS oiscte EE2R2 o|8st0f 1 Mol YEE muls MM
A DI R EMA| A o3t M2 23 + 5C 259 HHES 0|2= xJ| 25 + 2T e Lo Al
x| = ofob BhC,
55 A1 W
) 3dle] AFEslEE2R S444], 3% Lot AAMK] 2 HAE Foehh(E 13] )
2) 71 E o] g3alo] A #1 9 EIFEHS S
3) 3dj9] AbsEEEER S Lot 1| HAAIE Adstal, SA 71 AHE )1t
4) T4 3) oA HFH HA #1 & o]l IRIF=EHS FAHITL
5) Lot 2, Lot 3 HAMAE o]&3te] &7 3) ~ 4) & RS
6) 7B E o]&slo] HAY d|E=ZEZRS AHS S
7) YA 4719 AAE GA 1) ~ 6) & BT s}
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5.6 A} &4

A9 A Wk 0 A Skl 59
Passing & Bablok 22| 3|4 S|
Frake] 3-8 Q2 Ao =X

< AI4>F

ao

-y —y [ 4] [ 1]
o = o = &

Hb (normalthigh-Observed

Lo

MY A EF 2=

=9 94 w29
(Intercept), 7]-=7](Slope), 73

Ranpe: 3.74-24 .92 gidL
B y=0.952x+0.509
Re= g9a7
i Pl 0001
i 'l i i B
0 g 10 15 20 25
Hb (normalthigh FExpeacted
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6. A 7t A5 HdE A

CLSI 7}o]=2}2] EP05-A3

6.3 HAAY FH

AA ArIEd FE
1A A=) Hgb 17.0 g/dL
HEE Hgb< 8.0 g/dL

2) ARF=R SAHAA

M EST
A 2HdEs 77| W TEStE M IFEE EEStE H2ZE Lot 2+ At0[E 113 SHX| glotx Eof ghef
Lot ZF AtOl & 14k 47 HA Al 2LHEA(ANOVA)INS & §hot,

11) 24H4(Analysis of variance, ANOVA)YE BAStIA - 71 ol thpe] Hehe wlwstad & o A9 vlol 24, %
At 2 deke] Gare] Apolol ols) A7) P 7F Bk vl Fal Wl FREE o §3te] FHNPRE s Wy

)
K
offl
o
>
)
B
o
2
Lo
)
ro
fetl
e
[
“
x
~
>
&3]
w
jm
D
>
=2
lo
S
=
<=}
[\)
S
rL
=
=2
>
—
[{o)
w
S
L
=
2
i)
B
=
il
2
32,
i
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ZH|= 222l EFHAL g2l HICN(Cyanmethemoglobin) 282 AL23SH= 717|2 CLSI H15-A3 2
x

_7I'_<_C> o
ZHg ESE EESEE 0/85t0d I 50| AEE FHIE dFECL

Al DI 2 EHA A 2fsF EE2 23 + 5T 22 HES o|fF= =7 2% + 2T #©2l WA
S| =|0job Bt}
6.5 Mg U
1) 3tfeo] A Ra=EnRl S840 15 Lot AAMKE FH|STH(E 14] D)
2) Lot 1 #AHAIE 3the] Abssiiaznl S7878u]dl sk, A9 dl2azile SARIT:
3) sk AAE 38 A% FAshaL 1 Ans V)Sdn
4) Ase AAE 33 A& SAsta 1 dys 71530

) 2% AL 33 A% A4S HI, H2, H3 o= 7|53}

2) AFx AA 38 A% SHES LI, L2, L3 o2 7|53

3) AA I AEQYEE (L1-L3) / (H3-L3) * 100 & F3tHE= C. [% 6] #A 1+ #%
Q¥ AIE AR
N

7171¢ 3{87|&2 FDA2} CLIA adAA e o222 2% 5| &7|&¢l 7% o|gte2 ME st

54 1) JA 3 AELAE B8

(Z1—13)/(H3— L3)*100

L1: A= A WA SA% L3 Ask A #HA SAH#
HI: aigm= 3 A S48 H3: ek Al WA S4%
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7. ZAAA DAHAER A4F AE

CLSI 7}o]=2}el EP7-A2

7.3 A

1) 7180 E ol&sto] arEist Ao HAE 247 £h|gith

2) 24 AAE 20 FeE vl Al Ale dRHAE Az

Aol 7|H HEE x435tskY| 2ls 2 HAME 242 5| MGt

(& 15] FAH 2D 9T AFE AA £v]9 A

FRIER T AA

8.0 g/dL, AN dAA

17-7F 8.0 g/dL
8.0 g/dL, =7 A

17.0 g/dL, A& A=A

273 17.0 g/dL
17.0 g/dL, Sz A
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BB

7.4 Zn]

3
“

b,

7|7} /deEofof

P 874

-
=2

Stdct M= AMolAf ZHY

£H71E o8

M iR S| Qs 1ohel

2 s

A=
= =

7

K0

= xf

Aoz 2l e

St

S

ot 2t 717" Xtolof CH

AAA

rvzel

Nr

p—

A

=H

iy

2) F=

Bk

2 3% Lot dRZFZH ZAAAA(strip) 7} A8 = o] of

2 Lot X0l E 1 stX| protz &

FH)

XO

N

3) 7]

717|2 CLSI H15-A3

—
[

HE ALEStH

=13=3]

g4 ol HICN(Cyanmethemoglobin) !

T8
o

S o)z 7)7] 7]

#12016-90

1=, 1 <AE

5]

e AZAbIA B

5]
.
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(X 16] FAH THHEZ 24F A

A 2

o} A| E o} 1 3l (3} e} A E})

(Acetaminophen(paracetamol))

4%

%

o] {-3Z 2 #l (Ibuprofen)

of~s12 B ALY (ks 2B AL

Ascorbate(ascorbic acid)

ofo]l el ~E ¢ (Icodextrin)

9 2] F11 (Bilirubin)

L—DOPA(L.—3,4—dihydroxyphe—nylalanine
)

= ¢ ~H| = (Cholesterol)

U E @ ~(Maltose)

A o] d (Creatinine)

W& (Methyl) —DOPA

=37 (Dopamine)

g =4 @ 9 =3lE (Pralidoxime
Iodide(PAM))

EDTA

2] 2293 (Salicylate)

Z2hE 9 ~(Galactose)

E X E}v] = (Tolbutamide)

ZE] A 2H(Gentisic acid)

Eg}x}tvuto] = (Tolazamide)

= FEHE] 2 (Glutathione)

E gl =g A gle] = (Triglycerides)

3| 2 291 (Haemoglobin)

QAR (84 Urate (uric acid)

&) 3} (Heparin)

2 2 @ ~(Xylose)

HF
AFAEIENEA79 s o] AMEHE HIEdo] Bajste], e Y SHAAE B} A
AREEE A A EE 24F T R EAS AAHSIA Al AS AFsh
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22

k([

1) A, 199 AssEa=28 S 9 35 Lot AAKE 4]

2) AEEl IR SAgE et Lot 1| HAAE

it

3) 1737+2] 8.0 g/dL Al A

4) 173+] 8.0 g/dL thxH A

Nr
r

3]

A= 3

ke

5) 2777F2] 17.0 g/dL A

A

=4

] 17.0 g/dL o

s

6) 27

514

7.6 A3}

28l @l

A

)
i
10

X
7

of

jant

kel 7 1%

=43kl

|
p

1871

5154

S

2)

ol

3 Fol--5% 7I'H (dose-response series)

o

a2

=

b A4 B AAY gz A

=4 &

A

3

[e)
He 5

|

7

o}
o H|

=
-

A GgH7te

sl
..AH
N

A

(& 17] FAH

3]-8 7]+ (Accepatable performance)® 7% ©]uj

3]-8 7]+ (Accepatable performance)® 7% ©|uf

ZR < 10.0 g/dL

A
=

3 %

FE==R > 10.0 g/dL
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[1] CLSI guideline EP05-A3: Evaluation of Precision of Quantitative Measurement Procedures,
3rd Edition

[2] CLSI guideline EP07-A2: Interference Testing in Clinical Chemistry, 2nd Edition
[3] CLSI guideline EP09-A3: Method Comparison and Bias Estimation using Patient samples;
Approved Guideline Third Edition
[4] CLSI guideline H15-A3: Reference and Selected Procedures for the Quantitative
Determination of Hemoglobin in Blood, 3rd Edition
] ASEeoRER A A A2015-65 Te]wr]7]e] HApsielel] w3t TE 714,
[6] 23]kt a] Al A|2016-90% o] 5 7]7] 7574,
] AEe ook Al AA] AR015-115% Tej=7]7]e] 7] 71A1 kel #3k & &7 T4,
]

ISO 15197:2013, In vitro diagonostic test systems-Requirements for blood-glucose

monitoring systems for self-testing in managing diabetes mellitus, 2013
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A. Cyanmethemoglobin (HiCN) Z A}t

\;

rlm

Cyanmethemoglobin(HiCN) HAFH -2 T}
o7 AAd

é[‘i
AQ-H

mloo,

rjg

—1>rﬁ
}UE&H

murﬂ;\g

&"

mBL

4) HiCN ¥
(1) hemoglobin, methemoglobin(MetHb), carboxyhemoglobin(COHb)=- cyanmethemoglobin(HiCN)
° 2 HZAZ|EZ sulfhemoglobin(SulfHb)S A3t & JMAS FAHTE 4= U}
(2) WHOS] =A] ol 9he HAE o =4d= g4 uA
(1] &)
(3) HICN< 540 nmollA %L
qeiel WA o33

A 5 Al (colorimeter) ol A 574

A o2 HA sk
| (filter photometer) =+

A= Aol

34 9ol

2~
T

5) HiCN a}ﬂﬂw
(1) MetHbo. 2 & 3}

ferricyanide S 3 7}

A eA] 7] 7] 93Fo] potassium cyanide$} potassium

S|
2 o
}E}
(2) dihydrogen potassium phosphate =

dEF 5 QA Aok

1]

~

o

A7kse] pHE 23T 9 F4E 3E ol we)
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1 SiXFZAAH(Point-of-care testing) = EHXI2 ™ Z A}

POCT, $42% Ex AAAN/L BAARE WaAY 5 A FaolA ) @A

g% EZ=EN w25 S5 %5]1 ?rEH'% SA7)9F Aloko] x3FFEO e FHl
(Cuvette) = HAMA(Strip)= T A2® & Ul SA7I9F Aol gl Fyoz
T4 Al2=H

3 XSSr=28 537

Td FEHS ol&ste SA8E @ v AV|A ASE AEIEN TEE Hdee
AGHAHPOCT) & A-sal R =HIA 28] A%

T4 Y5 T A7y Uy o)&dt dRIEY s 54 A AMgEHE
T 2EHoR AFHAAPOCT)E AEd|RIFENA| 2] FAE

5 HFESE

= A " N8} 37 =319 Y & (International Council for Standardization in Hematology, ICSH)7}
SR AP o dA| B 9“’"”}% T8 g Atk FFEAL tHE 500 mg/Lel A 800
mg/L(50~80 mg/dL)¢] 3 ] WA SEekeS Shpets do) AlEo 2508 A s AR
st A EFRZZR] Y % 125 g/LollA 200 g/L(12.5914] 20g/dL)] S7F ==

FTEE AE3
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eARE Belw W ¥ Agsivhal dsdd.
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35 AFEE A E oF Bt a8y A e Adee Awel #do] gt
3. A Wuz skl FAFe tig FAHghEc] dxshe ARE odHrh. [1S0

18113-1, Annex A]

8 7|BAE(type test)

AA B F27E AE A sty ol e aANRS SRS BolFr] fldl, 54
AAZ WS st o] Aol Au] AlZ o] A
% WAL IEC 61326004 &%
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7171 1 7171 2 7171 3
A
R
Lot 1| Lot 2| Lot 3|Lot 1|Lot 2|Lot 3|Lot 1|Lot 2|Lot 3
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#5 0.0
a0 -
=) Range: 3.74-24 92 gidL
2 st
=
= 15}
—=
fin]
E twof y=0.952x+0.509
= R=0 8997
E =
T P=0.0001
|:| i B [l i B
0 5 10 15 20 25
Hb {normalhigh -Expactad
(23 11 A8 AE 49
% H]aL . Passing & Bablok W29 3|74 & ARE3] yd¥H(Intercept), 7] 7I(Slope),
ABASERY e TFEte] &) l ==z 3olst}.
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