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A ZF3ho] AFEE F=RlolAlA thEde]l AAEA SISt FAlolH,
2014 oS AA o BAY 3 E AA AT 2yt A= 20041 E FE
IT7FEZ AMEE B8l 9 504 ol dydA 1d HACoE EHEHAL
(FOBT, Fecal Occult Blood Test)& AA|stal om, Z7]o ¢ WAse W=

A5E S A HEES Eol=d o8t

EHAE #HARA HIVD reagents for fecal occult blood)-2 AFEe] HEHoA S2HA
2 2AHEEA e A7 d9s HEst A3|d U 28 AFRE Elste
ARHE 57|72 A AES 9T Ak HAEA dg o8& Jth
= A7 AAol wFsta dem, Hl= FDA 2 e eFd(EMA, European

Medicines Agency)S 4243 TR EZS WEY] FAIS 7235t A= B35t

ool 4| Fo|oFEQAB AN AL A M go] ARSI HAAIZE] A&t

e AR ER e A8ET s dodaznE e oed B
2 A ko] W) Thole aw Awe g, =y olwr)7] AxAA 2@
NEAA B ARE AZstn, BE AAD o vs]y] 4ol J& 2 EFA

Bl Aol RA0s TAZHA A5 NS D ATAE AN BT

2 TbojeRlo = Aoz Fold A<l CLSI (Clinical & Laboratory
Standards Institute), FDA <] 9 57]17] A@WH-S dgetdh =3, A =PA <
ZledFd 2 BTV ANFAAMNESY FAARE AHEE F ARE A EH
o vt Ygur)7] 524 AAY FES A 783 HUl=7U 2 Ao=
o gt}

2

7]



M

1. A9 s

7} A 8 74

Bas AAHFecal Occult Blood Test, FOBD)+ 2% U &A43l= 489 &

HAEste] 23713 We 28 AFE Flste AAE, d3egs =7 sty
A ES A sl SHE Atk st HiFG A oln Blg-o]
A = A2 HALRA e o]8H A o, SAH Y
w2} A s8] Wy WA whHo s FR AT

slsbA W<l guaiac W2 guaiac ©] E3JHE Folrt 4kst wRg Al A o= MY
S FRlsle] B U EAsKs dAAe] 7P Ikl a Apseudoperoxidase) o] S-S
Z=43t= HAtolth o] v e 34kl E A(peroxidase) S E 3= 2o o) AT
Z8e 4 F e F= o7 A8 W T TAE A3, AAF A=
HEEAl Ao AgE B okE HFH Toll ek ZAL o] Fo Aok stEE 7k

Aredel ALgE T elE RARE Row deA Ak

olH T TS Hesty] fle| AtHe] Aol HolFl FAE ol &ste MR
s W9 (Fecal Immunochemical Test, FIT)o] 7= ¢lon, WY az2nlE T8
o, SHME ol &3 AAAA WA EESAN T v S o] 83 AFAAL
Wz FEET. Wosh WS o] &3 AAs Aol Alge] e i 354
HHEG 1=t Y AFETE sty HTole ol o8 2HAd A4t
Aok gl A 7E BRHstE Y g
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2. 5 &7 AA

T A= A FOFFAA A A2017-68 [Y57]7] F5 2 F54E 539
e AL ol wek ‘D03020.01. EHFEAA A o2 ERFHY, tEF ‘D.

(1

A ATE AF | ZRE D3000. & El Bw FAE Ak o zgHch

[E 1] 28 gApAeke] ) F5 25

FEEF U =578 Rt 5 A4
SRR B A A, B g
D03020.01 IVD reagents for 2 AEFAA To £ A HAF Al
A = 1lo
fecal occult blood s Ao

= FDAS] 9 57]7] EF+ vle A7 F<A CFR 21 (Code for Federal
Regulation) Parts 862-992 o] w2} Class I, Class II, Class lI¢] 3714 e 5°o.2 T&
Ho, BEHIE HARA ol s 3= Reagent, Occult Blood ¥ Guaiac, Reagent &
864 L= LHEO] Atk EHAE HARA sl w9 55 e [ 219

2T,

=
T

gh

[ 2] 2R3 A ete) o) T2

TR | E2EF WS 227 53 £2 4%

KHE / 864.6550 | Reagent, Occult Blood
FDA I Occult Blood Test

GGG / 864.6550 Guaiac, Reagent

GMDN | 54533 Fecal Oceult Blood | gjopy w), 599 7o
VD, reagent F9al7]l 99 49 VD 9
A AHgskeE EE B v
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WA AARAOFe B rt dete] [ 313 o] FAGAANZEE 2 A4
ArEZ=2A 3] (Clinical and Laboratory Standards Institute, CLSD A <] Zo-&
57171 H7F He AW rtE dasta Ut oo wel A& Jhed 7
TAC 2% [CLSI EP12-A2, User Protocol for Evaluation of Qualitative Test
Performance] , [CLSI EP07-A2, Interference Testing in Clinical Chemistry], [CLSI EP17-A2,
Evaluation of Detection Capabﬂity for Clinical Laboratory Measurement Procedures] &
AeB7F 4 AA A g —’F ATk 3 olf]o® A=At FEA AR

(¢}
F5FS BT 5 AE A9 GAPES A48T 5 Ao

==
QLN

[ 3 4597 48 4

[e) -1 O
el 7| THHS T4 174 23]
User Protocol for Evaluation of Qualitative Test
Performance
CLSI EP12-A2 2008

This document provides a consistent approach for protocol design
and data analysis when evaluating qualitative diagnostic tests.
Guidance is provided for both precision and method—comparison studies.

Interference Testing in Clinical Chemistry

This document provides background information, guidance, and
L. CLSI EP07-A2 experimental  procedures  for  investigating, identifying,  and 2005
Clinical and characterizing the effects of interfering substances on clinical
chemistry test results.

Laboratory — — R -
User Verification of Precision and Estimation of Bias
Standards
Institute CLSI EP15-A3 | This document describes the estimation of imprecision and of bias for 2014

clinical laboratory quantitative measurement procedures using a
protocol that can be completed within as few as five days.

Evaluation of Detection Capability for Clinical
Laboratory Measurement Procedures

CLSI EP17-A2 | This document provides guidance for evaluation and documentation of 2012
the detection capability of clinical laboratory measurement procedures
(ie, limits of blank, detection, and quantitation), for verification of
manufacturers’ detection capability claims, and for the proper use
and interpretation of different detection capability estimates.
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2 &Y &ol= oldlE w7 A8l AgEE Aolr=m @& Fagolt.

a9 (Antigen)

AA W A S FEstal e BolFlor Atds e =4

A (Antibody)
AA WellA Fde] Ap=ol ot Aol 2o BrEAX= &4

FAZAAHGRAA | o]z EX (Antigenic determinant / epitope)
I EA F AV AFE F e EE Y9 FAHeE BEY dATLS 2A

she 9l sery Tz

HYEAH (Immunoassay)
TAEHY A% 715 5ol ddoly A E ol &dte gt=-Aa% 4
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XA A} (Diagnostic test)
574 A% ek o, A5 e VRS SselAe] dAelv ARy &4 A

it

AA o] FdslE Ao B e FALA

tJ=E3 (Control / Control material)
AAGEGE AoFe] M EIsty] sl AxH EZ(substance), A = (material)

= 7(article)

%A A3} (True-positive result)
sh=o] AW/E A HAY FAAA o] dAEk= A
24 A3} (True-negative result)
=0 AW/E A A SA4BA o] dX|ske A

f
o

3

A3} (False-positive result)
oL} Ftol fle AdHIAA ol & AlAteke A A

i
ok

A3} (False-negative result)

918
) BFot g AANAY AN At

(0]
)
b
[‘ﬂ' oL



A+ A4 (Correlation coefficient)
=49 diol”d oigt T F2He] W]l FEAHcovariance)d 1E9] EF

Azke] F9] vi(ratio)

D) sl e 1 olge] BAgko] FE3 gUsty /1T A, AWl B}
= Z]

b) FFF=ZGRM)

%A (Limit of detection, LoD)

Az
Foldl 24 WMol o8 AEE + A= BAERYY HaFozA YR
910}

P& 71Zx] (Cut-off value)
AAAA A= AAA oS FHdoZ, AAA nirs 402 BRud F Q=
Ak, AFAANAE 4 A3 938 == B4 24 - Decision point)2]
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o7} (Titer)
FoAZ A 2" A AR A3E U=d 2R3 I E HAPst= T
FolR Zs)e WARER] B Ede] B wESo] Adsle A &

= A7be FE BHED FEd He)

HAA (Reproducibility)
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A& % (Accuracy)
SR & 3k Abolo] AR =
= B AAEC 9% g A4 A A BaE

(accepted reference value) Akele]l dX] 75 E(closeness of agreement)

of
(o]
i,
2
&

(Imprecision)

=
=3 27 oA Aozl @] YA AnSe| Bab

H] E-o] = (Nonspecificity)
243t E B4 9o b E4d3 o] ¥est= A=
= HEo|Es= BHE BEAEZo] ofd EHof Agsta, Hk-g3st= A, &4, ionophore,

Aekel ofa) WA E

A2 97+= (Clinical sensitivity)
EAAEE A A= AARE F A4 AR FHLE Yes HE

d37# Eo]x (Clinical specificity)

= b
S8AEE 7HA AL A 2 AHE T AA A LR Yes HlE
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gol A AE AAAke] AEHHE AT AW F2E AP Pl s
HAB) S Bk @, okglel Al AASHE AT W ol s A=Azt
F ATARL F2YS YFT 5 YE Al BATELS A48T & Ak

1. A 9 AJef £

D AA e &H

O EHAA : Ao 248 BES AAZ ARSS.

@ AqAA - FFHET F2 AUl He AAY 5L U1H 52 5%
He 7149 AAE AHest

Q@ A=#AYEZD 2 ZFEH - A8 S ARANA FFEE AE=HE
Ed 9 2FEHS ol g3y

[3£ 5] AAle] TH] oA
<EAHAD AzBYED

(2] ERAA A2 2D Fo A

O €7 == 39 dols AAE AFHHA ¥, A2 == dwrt s A9 A A8
A7 vepd F don, HAA 29 HAeEs A=Y 55 =5 olxd A 71:—_]—0 o= A&

astpe] 32U Y & omE Fofstelcl @k,
© AAE ofE W FA - ABAL A A = APHLS 29T £ Qom, Feol od nuw
AL HUE 29 SO RYAT LA HHY £ slonw 48 UL
© AW AAL AN FeolA] A&eA DA, UelA FAE 4CAN BBk

BAe AAR A}&om, B9 AT AWROE Bae] @S YRE FW)

@ Ao AAM3
zA2AY, de) 948 2 WA ANBe] BRE AH DT

2) Aoke] Zul
WY IZuET NS o] §F FYENE AN S FH BT
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2. 1% (BA7|EA], cut-off value)

DAY A

BN AgEE G

2) Ag 74

"CLSI EP12-A2, User Protocol for Evaluation of Qualitative Test

Performance, 2" Edition

3) AlE =4
O AA L F=9
=AY

SHET B2 54 dde] He AAe s85H= e AAE o8

BazE A 7ANE E0 T,

T

1) HAE ZAMol THSlol Zup7t QA OR HTE|L Zojnf Zalrt QAR HUEIL 7t /Al x|

=1} O[5k OfX| A x 9|
nn =0 ' 9I"£.’-8—°1’§I o
1) JAAOIM OISts SHOR, OIS YO SHASHE HALEZIEl ZOIE
cut—off () | NOTE: HAZAOIM ZQEL ooy 23 ZoIsolct, olgel gy i Yyl
(Point, | ZWH | oS | HOIZ SIMEL YHTAMIME HOEE MUY AE gt
value) =T 2) 22 B ofE M kg AWY W 50%E 4 50%E YHS Holk EAEY
55,

2) A22060.01 ¥3AIM7] [1] Haematology analyser, cell-quantifying, manual g L BHH & X WAL
A28 713, £FA, M7IA, HotalALol Qlct
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1

Ak 407) ol49] AAAGE o] §3tel DM UAE WEHIT
@W WANA F 403 F ¥ HF7h 14-2631(35%-65%)°1F FIF Csp
$57b AAY O BYsel YUE P FPBh

© G WANA PR3 138 olstol At 278 o3 BS EHF Cxo FES
DA AOE RS, A2 AE FHIF] -6W WA W

b
o

5 g Tefstel MAW AFE, 24 IS 403 o} B F Ak
@, 3% 05E 408 olatE AsWE FAY A9, old UF EAH AHNEE Grsop B

<HLZ(Cutoff)ell =43 &

I 1
il
off
b1
A4

- AzAE GAE RIZES Solko ZEtS Fo| #AARVIEA vEF FHIE AS dFH
AARE BA7IEAE AT HAE i

- A3 Aex TR HAE ol &t IO v WHE HUIE AAstE A5, T B
50%v 4, 50%E FAoE AEHT AT APAvitt HRHE FEIF Az AR5
O oE F JouR, B AdAE 7 AFA dF b4 bE J8HE FEE Co=E
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N7 s P2 98 A=3HA(Limit of Detection, LoD) T+
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2) A& A4
"CLSI EP17-A2, Evaluation of Detection Capability for Clinical

Laboratory Measurement Procedures, 2" Edition

3) N8 =7
D AA e Ful

Y2AY T wE 24 gao] HE A 585E 7" AAE o] gk
@ An] 8 Ajoke] Zu|

AN, ETFAR7IE FRI .

A

[32 7] AA, &l 5 AJefe] 0] oA
<A AL B> <ETFARZ

O 2Rz A, A 2 F4ge FHRH.

I wE AASh AlSke AF A% 308 el Aeo] ol AsK18-230) A7,
ARG Tl 2t M A7 LUk EE BAAS AREA Wtk

@ &v" AAE FAHS A4 A5 w5 #S £Fste] Ha SUA

o] 54 g},

_15_



@ HAAOFS o] &3l EHIE AAE AAEH
G AALE gulol ~E Axsy, HHPI Fo] Eut
F74< dol AR Hulolz=o] A

2 Bl 2~3 =yt
© AA s T AA & 3415011 AAd3) 2HE g ¥-He npXH7R] 4k
2 w7tA 7o

3~
*HIAL  AAF A 10R o]l F YEuE Ade B 2FATA e

[3F31] CLSI EP17-A2, Evaluation of Detection Capability for Clinical Laboratory Measurement
Procedures (2012)
ANY ZRED

2RSS 4 AAE AAste] B EA A7t 54, o B Y =29 #FE

Hdstr] fa AHEEI U
- 574 "Wl classical, precision profile ¥ probit HZHel o, HE A WHo A9 33
2 Hmgsist £ AAo el AHEH

A < HAEERA vE AY F A PR FriEE 54 HA el f&sit

o
- ZH|E SR AANE =A L= AHAZ=F -
- ]1_ OUXHE ‘l“oﬂu_ nEJ’ﬁ] 714}\]_%_1 EI_E‘ :ﬂi}: 715]/\]_/\]9_}: 2E %“éﬁﬂ]

[¢]
A5 BT e TP A 50
e o 3% 203] 2% 3%
ol BAstel, 2 HAF shTol 203
oY ME ZAHFE AL AFBTG
- AzAE FRE o) FH ARE ATH A A AGEA IR 22 D 35 5 FoY
2

5) A3} A Al

O = H7rE A& #FAR7EA il HLASIARE g F Aoy AF
A7 E Ao T}

@ BAASE AT AF FAXL BAH ALE HA FT/H, AA &, 5



2) 2§ F4
"CLSI EP12-A2, User Protocol for Evaluation of Qualitative Test

Performance, 2" Edition

3) AN =4
O AAe &#n
O &&3d e AxAdAM sEste A=dEEd 3 2FEd e o8-
© Cx” & Cso £20% 5= 74%1] Te THIRT
@ AW 9 Ak F)
2 PAA ek APANE Fld
[3£ 8] AAe] TH] oA

D Cs T= AAE FHIh
@) Cso AIA +20% o1 B -20% olat F=9 AAE 247 FHlF
F1A%E VISR A2 WeolnE Ao wet ¥ Thsdtth
Q) Y AANA Az 403 o) AAE FY37] A3 FET Fo FAE FAd
¥ EAA AHEE neete] AR S, 2 AFE 403 ostz P £ gl
, 54 3E 03] ol3tR AeHrkE 3T A oo dd FAY AHEE FusoF At

L

Al 50%L O 50%L SAL Ho

X BAEAS 552, WWIEA VG o M et gl
of 7K 35 ZH[SI0] HUE HIES AlA

r.‘.’! rir



O EHxd dAAeE 2D AA(Cs, Cso +20%, Cso —20%) 3E<S THI T
132 0 28 A Ak Al AlZF 308 ol Ao Fo] H23K18~23C) Al7|L
AAHE Hulo| s AR H7EA] SRbakeA] e ZAAE )8R et

@ Cso AAE AAHE THule] =9 F& Ffof 2~3 W2(oF 100u)e Eojdr)

Q@ A At & HAL o s 2 E thy ¥ wpA97tA] gikE
W72 71l 3~108% tH2A(0°] ¢A3s] WHstA =™ A =53k
*HA s HAF A 108 o] F YEUE At B EFAIVIA FeTh

@ Ha 407 o)) AR FS o] &8t D~OW TAE RHEZIH

©® F 403 F 14~263](35-65%)7F FAdolH FHIZ Cs HAZE Add Zo=
st Gy £20% A5 GAE dojit.

©® Cso =20% AZ DA HAl Cso £20% AA 242+-& 403 S A FH(S4A)
515771 363](90%) ©14Y 7% Cso -20% < C5-Cos T3 < Cs0 +20% Lol A=
H AeE add = Ao

@ ©H TAANA SZ(FAD) 37t 353 o]t AT Cs -20%(Cso +20%) HTF

O S$2(x2) 59 AAE SVt ZE=E Hrigd.

S+
s

¢
.

[ 3111 CLSI EP12-A2, User Protocol for Evaluation of Qualitative Test (2008)
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- 403] WHE HAL F 4ol A 26702 kA AIE5%~65%)7F BEEJTE, F=HlE Cyp & EMF
stttal AEA S ¢ ok

@ -20%A +20% &% T3k0] Cs-Cos TXHs AAZ 3t A7

- Y +20%9) AA FZolA FA At 36/40090%) ©)/delar, -20% A 2
36/40090%) o)oletd, +20%N A -20% 5% HY7}F C-Cos 7S ETIIT= AE E4HA
FEL F, Cp SZRE 20% 5% Ao|5 Hole ZHAEC] d3d AxE Jehes 2A& 7/Ug &
ATk

5) A3 A A
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Al 7HA AAE Ha 407 ool HAMA RS ol &t HIbekaL Zzte

AANA F4 B 4 A3 Hes 2EI

AN B AAE A3 dAES B = 7|A T

AAE EvlstAY A= Ald 2AA A, AENE SRR IR ¥

A& ste] olE Aol E2FAAC ATt o] HEHL LR
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=

(¢}
24 5, BAZA 9 A ot AF Fol ZF

it

+
z0
o

_19_



I O o
DAY &4
=451 sk BAT 245 44 Ul te 22 2454 2 Bae) 59

2) A8 74
"CLSI EP07-A2; Interference Testing in Clinical Chemistry, 2" Edition
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5= 714 AAE ol &7tk
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HEEE EFstAY d3A 5 HHEEY s57F 52 HAE o83t
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S D wANS B U EE 9% 29 & 3T YW me
gastne, Avt Y MY Ao SHE B U ST WS
aef gk

[¥ 37] Guidance for Industry and FDA Staff - Review Criteria for the Qualitative

Assessment of Fecal Occult Blood In Vitro Diagnostic Devices (2007)

- AxA s A9 o g AHE Fdo] AP HelshA dete Ae F o

- HAL #, o2, B, 24, 4, A T dEEEN S ol&F Bolx HIUF A ¥4
&, E QR Folgel AA A AT S4L A FER

e UEhd 7
Aag AL Ax

S AZRAE HA SolA £3 BAEE A A ARE B8] 98 A
$5% o] §% Bol= HrtE

©
F{]I
b
gN

A ke Feol

33 ANFA Lo, FU Jleldx, HE 5 Faste] B
Bas BAe AEsgon, (% 617 2o A4H B tid HHUrS



[3 9] TP RHE B wARkg =2 of A
7 &4 R T
g W ozx | 22w 2d od waNe on Bl

Ikt & 2(peroxidase) S E3sle 2o|E2 T 9w

2UL U F Yt okauY, WiHZo|=y 9
o), o
214 ZAS e oFEol oJF oy EE HEE C B8
oS oF 9184 WHe of 3 w7}
44 &5 | BPH 85 8 0B ThE HNES o W}

9 AF By
@ A Ak A4 2 Sedlat kg B mAe Bde EUn
A

*oRAL s BE Al A2 Al AEF 30E el A2l o

@ T AAE oz o] AJAAD B d2FAOE A=
G NAAAZ A=xs7] Y&, A EF LA AA o] H7IE)
© dzAAE Az A3, HHELS g5 8 AHEE S 29

S| & AAo H7He

filo

ol

(3 10] Al A 2 =334 &n)e) oA

[ARAEA] FAHA + A/ wAprs =4

A7 A
[HzAA] Fd-A + blank &2
(NEAA] SAAAA + P/t &2
A AA

[Nz A4] S44A + blank &2

°|= BHrte S1E AFAADMS H2FAOE BhE H4 33 o)y Wy

@ ANFAAM H=AAO 23S v
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[1] CLSI guideline EP12-A2: User Protocol for Evaluation of Qualitative Test
Performance; Approved guidelines, 2nd Edition, 2008

[2] CLSI guideline EP17-A2: Evaluation of Detection Capability for Clinical
Laboratory Measurement Procedures, 2nd Edition, 2004
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1. BHAS] A= H71 AA4

<C50 °{|:7'<]7]' 50ng/ml?l ‘frt_]‘ Lg 715]/‘]'/‘] Q‘F’] 75]‘:"‘51_—1— %7]'>

WA 28 Co AAS FEG0ngm7t RIS Asty] 8] AR S
By AAACke o] 8ate] FUT Gy AAE 408 WE A A A

50% 2 24 50% 7} e

G E5=2] +20% (60ng/mD) AAE 403] W5 24T Ax} FAHE©] 100%0]3, -20%
40ng/mD) AAE 408 W& S} A3 54E°] 100%5 HErRloh +20% AA
FEAIA 36/4090%) °1% ¥4 Adtet -20% AA wZ=olA 36/40090%) ©1%%
&4 A7t depdel whek -20%00 A +20% AA =& Co-Cos 7S T
k= A gol 7hssith

Y3 HUPEHE B & AUt #FHE S JHEEA Gy vEY
+20% (60 ng/ml) Z A7} 34/40(85%) ¥4 AH}E RHola, Cy F59 -20% (40 ng/ml)
AAZE 40/40100%) =48 AFE BAT. +20% HA sl A 36/40(90%) Ett
e kA AIH34/400E B WbH -20% AHA FEolA 36/40090%) ©1Xde] o4
A340/40)7F #=Ho wel FEFH o =T C-Cs 7-3F Wel Adta A&
HWE =+ Atk 40ng/ml ©l3t =9 A= £ JrPPHesE Jdud AHRE
ZItiE o Ao, 60ng/ml ©o]d =9 AAdAE 43" AA4E 7 +
Tk mWEkA, Gy S=HE O HE MY % v=F /I AACE S99
0%E ©l &3 Frir7t ST-H

5) TCs—Cgs 7k, OlZt? AR XI(cutoff) HZ2 EMEH & HQ

Tl ™A
- O] 37t HIO| X A= UMEA| SA(5E(Cs)OHLE UA(SE)Ces)Q HOIM, O 7t OHE ELOAQ] BEX|L HIYUEZ OlB

=
ntE| AWE 7|THY A Qe

- YoMl Cx sk (concentration)E LIEIHD, ORHXXK5, 50 E& 95) U4JQl Zato| uiHg

21 o|oj

&‘L,
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2. A& FA9 AFHFIT 4AHA

T L& 5% A= FIHE o3 2ol ARtHET

52 1D
[100% < (Q,— @)/ @Qy,100% < (Q, + @)/ Q]

A7 B Q, QH it okl T4 = AREste] AtdEn.

Q =2x(a+d)+1.96 =2x (a+d)+3.84
Q =1.96V1.96" + 4 (a+d) < (b+c)/n = 1.96V384+4x (atd) <X b+c)/n
Q, =2(n+1.96") =2n+7.68

Tty vty Adbo A IS SAYAE9 95% A F TS
gJom, 196 95% AFTo I TF AT

rit

FAHLAES 95% 23| A FIE2 (F2 2> Zo] ALtd

—
N

flo

Mr 1
15

it

<2 2>
[100 x (Ql,ppa - QZ,ppa) QS.,ppa’ 100 X (Ql,ppa + QQ,ppa)/ Q?),ppa]

AN B Qe Do @oppe = OFE TG AFEEA AR

Q1 ppa = 2Xa+1.96° =2 xa+3.84
Q2ppa 196\/1962+4><ac/(a—|—c)=1.96\/3.84+4><ac/(a+c)
Q3. ppa = 2(a+c+1.96°) =2(a+c)+7.68

—

LA T 5% 230 AT (233 2o ALtdn.

e
[100 X (Ql,npa - Q2,npa) Q3,npa’ 100 X <Ql,npa + QQ,npa)/ Q?),npa]

0:17] /H 7(6]%]: Ql,npa’ QQ,npa? QS,npa_t_ O]—EH %Z\_}% A}%g}oq ﬁ]ﬂ_%q

Ql,npu, =2Xd+ 1962 =2Xd+3.84
QQ,npa =1.96 \/1962 +4><bd/<b+d) =1.96 \/384+4><bd/(b+d>
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3. AAHAS] ZaAd HI7L AA4

AAEAE 28 AAASE A4S AFEAE BHEAT (R
AA) P vlaE B SAHF Ao s 48 g Ads A
hh T Zo] 2X2 BEERE o83t F YAE, 2 548 dAEE
AN A TH[E 12] 1)

[% 16] 2 X 2 #&%
F3 A
T B (B3 FFEAH) 3 7
*F A & A

H7t A *F A 285 15 300
GELE
A EHY) & A 14 222 236

& A 299 237 536

2o A&k 95% A FHIA = 92.3% oAl 97.4% o]t}
95% 3o AFEIAE 923% ANA 97.2% £, <F2] 2> 0] 83 95% 0]
A Z5A o] AL S-3 2

Q1 e =2 X 285+3.84 =537.84

Qs ppa = 1.961/3.84+ 4 285 < 14/299 = 14.826
Q3 ppa = 2 <299 +7.68 = 605.68

= Bk 100 X (@) e = @o.ppa)/ @s ppa = 100 X (537.84 —14.826)/605.68 = 92.3%
1 100X (@ o+ Qo ppa)/ @5y = 100 (537.84414.826)/605.68 = 97.2%
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S LA &2 HE3 95% A F A= 89.8% oA 96.4% °|TF

95% 2~Fo] 2AF3AE= 89.8% ANA 96.1% &, <52 3> 0] 83 95% 2T
A A o] Arre tre-3 7o)

QL npa — 2X222+3.84 =447.84

Qs npa = 1:96/3.84 4 4 < 15 X 222/237 = 15.187
Q3 ppa = 2 X 237+ 7.68 = 481.68

= & 1 100 < (Qpyp0— Do)/ oo = 100X (447.84— 15.187)/481.68 = 89.8%
= A7 100X (Q T @opa)/ @y pe = 100 X (447.84+15.187)/481.68 = 96.1%

T A= FET 95% AHJA = 92.3% ol A 96.4% 1 -

95% 2230 AFIAE 92.3% oA 96.2% =, <F2 1> o] &3 5% 22519
A=A o] ALt &3 2T

Q, =2%507+3.84 =1017.84

Q, =1.96/3.84+ 4 < 507 < 29/536 = 20.887
Q, =2 % 536+7.68 = 1079.68

- 3k 100 % (Q,— @)/ @, =100 (1017.84 —20.887)/1079.68 = 92.3%
- &% 0 100 % (Q + @)/ Q=100 % (1017.84 +20.887)/1079.68 = 96.2%

_30_



BUAE A Sol= e 1% S 9 mAug 2ho| B
AASA gkok, FUie) Tloldz, kS 5 Fustel 4EAsbl Bew 23
URE AESGor, [E 7% o HYH Bhel hd BN L wAurg
ARg WY 2g I T, ool AT BA R B o|slols Az}

[3% 7] 7P RS B wARkg =2 of A
=¥ 43 TE H 31
1 Hemoglobin from Beef 500 ug/ml
2 Hemoglobin from Horse 500 ug/ml
3 Hemoglobin from Chicken 500 ug/ml
4 Hemoglobin from Fish 500 ug/ml
5 Hemoglobin from Rabbit 500 ug/ml
6 Hemoglobin from Pork 500 ug/ml
7 Hemoglobin from Goat 500 ug/ml
8 Hemoglobin from Sheep 500 ug/ml
9 Bilirubin 500 ug/ml
10 Bovine Serum Albumin 2,000 ug/ml
11 Vitamin C (Ascorbic Acid) 500 ug/ml
12 Uric Acid 1 mg/ml
13 Horseradish Peroxidase 20 mg/ml
14 Fuf 500 ug/ml
15 T 500 ug/ml
16 T 500 ug/ml
17 B2 3¢ 500 ug/ml
18 s BT -
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