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«avYa’—1 (CONJUGATE)

77 LT AFP XU AT/ ya—F )ik (o gaY)
MES #&ffi. & > S 7B il (o msk) A - JisEs. 7
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g 5T Lo FREBRILIERHAINTE % 728 AFP JRIED L5 5
AREMA D B, |
- RaREgs, W CHEORKEMHT ST &,
- BEERE . BADORETE XAIS 2 BEEE R/ T, HIIE DBRICE,
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R TTEMENTO ARV, ELUWRIRNE S ik alge:
b5,

- Wik RO EES %

TR DAL

s MAZIELT =TI L, 27&< &% 100 000 g-minutes TiabhJy
%,

T OEHETR T2 9 i o) BT & A ) (RCF) OflAEDE D
Bz DL FIcRd,
ELOTEERHIIE RCF Z27Cic U F ORI TR 5 2 W TE %,

N SR (5) — 100 000 g-minutes
RCF
FREL OB (90 RCF (X g) g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000
RCF = 1.12 X rmax (rpm/1000)2
RCF - JELOIT IR 5 N B A O T,
rpm - 1537z ou—2 —EiE (—RE LT T

VENEIRENTO DT tpm TH5B),
JEOHERERE - 380 BERER IS 1 — X — D [EE AV H 90 RCF % 721
rpmICE L TH SIGEZ RS 2 X TORE &35 C
ao
I'max - SUA=RMVCRUIza—2—0 1%, F: A7
T r— (BGEEETRES) DA eHHT 255, ok
£ (rmax) ZENTHMEL IV A—1)L), RCF
2RI 508N D B,
RCF (X g) LDt () 723k U7 BfEDHAL,
CBIHEMIA R, BT IV h Y T E R IEBRE SR LIIEICHW 5,
IREEN D 5 NT-MIARDE LI EET IR, FEZ & £ aWVEa Mk
DHETIT %,

g-minutes -

RIEDRFRMY
FefAfE R REMANR Zoft
My / g =il 3 HH MR, Mm@k, R ek,
DRI OEIICEID 5T
EFET BT ENTES,
2~8C 7 HIE ki, Mk JRifmER,
TEEAIOERICED 5T
FETBHTENTES,

7 HELANICHIE Z 17
ZAQAY /7N =S|I =
W AE D S i fF, SR i
BR, SBR[ LTt
20°CLU RN CHfSEMRTES
5T &, 5ZEBA B H
FERLR O 0K UL
AT,

RIFDEIXRMF
RIS KGR EICRIS LTc ik, £zl T &,

(2) WHEE - ThHEZFEH

T TITRLIEET—=R2IERENEHITH O SR TR R 2R ERT
LENDH %,

FisinE

AR E

SRS > TV L HIEMEIC 8% 5 2 % et 0 B 2 WRTEWE = &3
VW G U T 450 AFP OS2I+ 10% I TH -7z, CLSI A
A RS54 EPT-A2 1> T, 2 A%  OJIEMIC % 5 2 % ke
DB B NI % MG UTze TR LT NIREWE % 2 20 AFP
>0 (10, 1000 ng/mL) ICHRINL 7z, &9 T ILEREL (n
=20), FEY VTV BWEETIMU TS > 7V OHE R g Uiz,
AR LU ITRT

FHE () @

PP i 10 ng/mL 1000 ng/mL
[N ANE] =il 20 mg/dL 05 03
CyLeY (g 20 mg/dL -0.9 08
~NEJnEy 500 mg/dL 0.2 13
Wa\TH 12 g/dL 29 -0.2
F VT AR 3000 mg/dL -1.0 -1.9

TINY > VO FEE E T2l hefi —
KR > VDT E I X 100
WY > 7V DA F T2l el

ST (%)

Z DD NRPEYE

U F K+ (RF) BXU HAMA (Human Anti-Mouse Antibodies : $1
TR MUE) EETY T IICEEHIEE D AFP ZRINL Tz & & DT
hnmEleERE, 100 + 10% TH - 720 CLSIHA RS54 2 EPT-A2 I
o T, 2 AFy N ONGEEICHEE 5 X % AR O B 2 W % 2Hili L
Tzo LLFIORUIEMEN G EN2 /K% 3 DOV Icinitiz, 55
2 D0 > 7S AFP ZEEENHI 10 ng/mL B X T 1000 ng/mL 127 %
KIIRMU e &Y TIVERE L, AFP IhIY > 7L L IERINY >
TIVOREME L Uz, F55R 2 ISR,

R (%) @

(SER n 10 ng/mL 1000 ng/mL
HAMA 13 104.7 1059
< FKF 13 104.6 102.3

Y > 7V O F T2 el —
JERIIY > TV O fEE FzidhE X 100
AFP UM O (A 72 13 L

a R (%)

DIFEE

WY > TV LB 8% 5.2 B0 RO & 2 W R GV > TV
L L7255 D AFP OEEAIZ+ 10%LUINTH > Tz,

CLSI /I RS54~ EPT-A2 1> T 2 AFy FOREMICHEZ 5 2
BAHENED S B2 YE 2 FHM Uiz, ISR LI % 2 J8EED AFP Y2
JU (¥710, 1000 ng/mL) IZ@#MU7z, &5 > )V ZllE L., Sy >
T BB RGN LT > TV OREEZ i U Tz, #5572 DU RISR
£

TR (%) @

e =S 10ng/mL 1000 ng/mL
5-7)VAnY Sl 3 mmol/L -0.4 03
TN/ Ty 6.5 mg/mL 3.1 -3.1
TIVTIY 160 mg/mL 2.4 -4.1
a -1-FElEhE 2 >Ry 2 mg/mL 0.2 1.1
a-1-HfibV Ty 5 mg/mL 8.1 03
a-2-x7ayuar) 9 mg/mL 0.1 0.1
TAEY v 10 mg/mL A7 -4.9
AV 1000 pU/L 2.5 -4.3
VKT 5F 0.432 mg/mL 03 1.3
L=V S 2.5 mg/mL 0.3 -0.6
MEMHIF F oy 1000 IU/L 1.1 2.2
VRTSTFY 1000 pg/mL 06 1.2
YIARAT 7 IR 1437 pmol/L 03 -0.7
ITRRYR 30 pg/mL 0.8 0.3
y-Znu7uy 30 mg/mL 2.7 2.4
NTRJaey 6 mg/mL 0.7 -1.0
AHRAT 73R 249 pg/mL 3.1 2.7
A RLEFY—T 2 mmol/L 0.6 0.5
et > 7 b7y 100 pg/mL 33 -36
TagyFy 500 ng/mL 4.8 -5.0
FIYRT )Y 25 mg/mL -16 -3.4
CYTIAFY 500 pg/mL 3.4 35
CY I AFY 1000 ng/mL 3.1 -4.4

WIS > 7V O E T2l hdefii—
WY > TV OTFEEE 72 X 100
THIEY > 7 )L DY E T2 13 i i

SFE (%) =
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(3) Zofth
AFw M Alinity | Y AT LORETH S, FHlld. FtlicBEWED
FLEE W,

(% - RE (BFEAD)]

(1) HROFHAE
BAHEITOEEH B,

(2) BEGRE - &84 - 5HRF

cARKEFy NHT VAT T A

- Alinity AFP - F+ U 7'L—% (Alinity i AFP Calibrators. %5
7P90-CAL-01. REF 07P9001)
(TG - ) VEERETR., 2 R0 EE bl (s, R
AFP (b MEFIEHSK)  £R{7#H © ProClin 300, ProClin 950)
Fr VT L—2OPEZ LI NIRRT,

J)% [conc]
A (ng/mL) (IU/mL)

30mL X 1 0 0

30mL X 1 15 12.45
30mL X 1 45 37.35
30mL X 1 300 249
30mL X 1 1500 1245
30mL X 1 2000 1660

- Alinity AFP - 21>+ —)L (Alinity i AFP Controls, #5#%5 7P90-
CNT-01. REF 07P9010)
(FxEaEY ) VR, 2 28 BLE bil (Ui, K
AFP (b ML HsR) R4 © ProClin 300, ProClin 950)
OV b a—) VO X CE P2 DL FIORT,

R 5 PR =35 B B

[conc] [RANGE] [conc] [RANGE]
A (ng/ml)  (ng/mL)  (IU/mL)  (IU/mL)

CoNTROL|L|80mL X 1 20 13.50 - 26.50 16.6 11.21 - 22.00

[conTROL[M|SOmL X 1 200 135.00-26500 166 112.05-21995
[conTROL[A]80mL X 1 1000 67500-132500 830 560.25- 1099.75

FoARICHEEIN TV A Oy bo—)LOEBIEIE Ty MEERNT
Fa<, B UTOEMEMEZRLI:EDTH S, Siisics
WT, AFICHBE N TV 2 EHFPADONMIT, oI K Uk
KB 2 EHRIPAERET ST & AHEET B, Y] BRI A 5
TEHDICEEITANSEHEA L L TR TFHABFENS,
cFYYUTL—Tav cavio—iboy b iEny b
cFyUTL—%nmv b S
Bt CEDIaY ha—)L2HiHTALETES,
+ Alinity i HBMATIGE (RS S 9P15-40-01)
© IR RRENR (Alinity i 2 A7 LH. 7T MUY LEET)
BRSO EAEIC R IR B LTS DV T, T 2 B8 OBk E 25
gz L,
A VTPV AT RER BT OW T, T AR ORI E S
BT HC L,

(3) RIEHSBRDRIEE

WD TMEZITI RN, KFY NHAT v AT 7 ANV 2RI A VA
F—=Vd BT L,

ToXAT7AINDA VA=V ITEBXTT v EANRNTA—2DE
TRy ZBEFEOFEIC OV T, T 2SR OIRFIIHE 22K/ T %
T,

7w ARG A—=ZDOHIRICDOWTIE, T 2R OBIHIHEZS
Wz,

BEERDIREIC T 2 5EMIC DV T, 9 2 #8h BRI 2 2
THTL,

BiDZi

T wlAI8T A—=2 TREROBANT | 29 2 0TS 5,

R

IR1E (WIRGEDHAD) X 2R = % (ZBHBOEAD

YIRS E D HAL ZHREL L% D BT

ng/mL 0.83 IU/mL

(4) RE (BF) &

L FyVUTL—% QIFes). A7 08—7 4 7)., avyar—+
Z1:5:5 DRETHEML., LTOLBOIEEES,
cF )T L—RICIA IS —T 4 ZIVEINA, KIGEE 5,

c RISPIZRER, aAYYar— R ENZ, KSEE5,

2. REISWZRRZE%, 7L hUH— 100 pL ZinZ, KISE ¥ 3,

3. MU A= 300 uL I Z. RISHERIOFEF (JEEHK 400 ~ 500
nm) OFCREZHET %,

4. AFP JREE L FOCTRE DBIRAARD SNEEE DO AT Y —ICRRE N
%,

5 BIKICDVTE, Fv U T L—% LFABOBIEEITV. FEOIRED
HWEEN, FEEOATY —ICHESN TV B MBS K > T, Mk
HHoD AFP 272Kk 5,

AEE

HEFIEDOFEHNIAE T 2 ERDEULAIHE 2 BT 5 C &,

CURAF 2 — T E T TR T 2 — T 2T 255, RN TS
Ths T LR 20END 5, (THT 2RI H 22
5L,

- FEFIBROW B S NRIC T B 723, WEBILERTIC Y > T LAy T
HYEROY Y TV A-> TS T L EET 5T &,

A=Y T Iy T TORKESEHEEE : 10
<. EBICHET 58 !

* WIETE DY > 7))V 75 pL
< WYY Ty TCEIHES 2 EO/EY > VA 25 pL
Y VTR AUy M 3 REEILINICIE T 25
« WIERE OB > T7)VkE 1 150 pl
< WYY Ty TCENHES B EO0EY > 7)UE 1 25 pL
I VTV R =T vy ME 3IHEZBEA THET 255
cHULLELIY Y INCsHid %,

CAEOFY )T L—ZBXT I Fa—)LORD N ITECOVTE
BT 5T L,

- RIS OBIERIC DV TG, (T 2RO BURFIE 2 2]
T5H5T L,

< IELWHIERIR 2135 Fodic, [T 28R OBEFIHEICHE > TH
WINGEA Y TF Y ARITH Tl MEROBEN K DHBEILRA Y TF
AZEDTOBLE, Uikl OFICHES T &,

BREDHR

AFP OHIZEM#EA 2000.00 ng/mL (1660.00 IU/mL) iz ki, ">

2000.00 ng/mL" (> 1660.00 IU/mL) D7 Z I NFEREND, TOMfk

KDV TR AT E 7ZE TR AN THRRAE S 2 2 LW TE B,

BHEIFR

HEIMIRZ BT 2 & 10 fFICiNEN S, TRATOY > 7 IVIRENH

BcEE N, JWEfRe LTl En5,

ABIRIIC & 2 10 SRR OTRIE, FRRICEDIT5.

FER

RN, Alinity i HS@MARIRZ T2 T L.

20 FEFRAEIT D A&, Y270 50 pL ISk LT Alinity i Ho@fikds

TR 950 pL Ziind %, 101 BEFMEIT 5 HaE. 370 10 pLic

XU C Alinity i HEMATRIK 1 mL 209 %

F—Z—VER T OB LA 2 7 E721& QC 2 7T, HmHGHEE AT

5Tl HREREMMALTY Y TVBENEBIMCEH TN, Ak

RELTHIEENS,

THEERZ A Ulsh o T 58d, #2859 % nilc il y) a MR

T BT Lo MUY 2 TIVOREMAPERPHD FRR 2.00 ng/mL

(1.66 IU/mL) Al TH 2%, TOMBERE LT &, WMYIRA

MERTHRL. HET 208N H 5,

TMOA —Z—TFEOFEMT OV TR, [T 2 ORI HEE S

Hyzc e,

Fy)IJL—av

Fr VT L=y a3 YOFECONTE, [FHT 5 BEROIULGIHEZ 5

Hzc e,

Bayra—)VEEL, Fry VT L—ya yEiHidT s L,

—JE, BUSZT Ul vy VU 7 L—2 3 VORI EE NS &

ZORIFET LICF YV T L—2 3 V2T IRBEIEOD, RO

KEFY )T L= VT,

) Abbott



Loy MESORMIES Y MY 555
c Y ba—)VOREMD, AFICHEOEER TR FRCE DN T
P LTRSS B OB i 2 AN TO 555
« OV M a— VOB RREPZ N THEICE DO TRE L TR0
alE, et 30 Hic—ERF YV I L—ya v z2{ro T b,
HIEARIC 8 7% ST ATHEE DB B DA VT F 2 ARG Ffi L
FeEt, fHEy ) TL—ya v EREETLAEEELND S,
mETERE
AFw bOZRAEH Q4 FRFD) ki, SEEOIY Fa—LE& 1
[mET S &,
JERRORE EEE T EHCHED, BB AT T Y b a—)LORIEEEINT
B
I FEICHE W Ta Y ba— LS MEMZREST 256, BHEIC
JGLcaryra—)logay hI IS, Z—7y Ml X O i Z
HERNC DD 5 32 b a— )V DR T LICHKR TRETNETH
%o BH B~5H) MICED. 20 [ EOREETT-> TH LN ZHlE
HZHWT, RSN (=7 M) &id5D% (i) %
RET DR EDHEND %, MY EEHIHZRET 57O EE TN
EEAFWARE LT, LI E5NS,
cFyYUTL—vav
¥y b
- FyYTL—&Ov b
cTaky VTRV a2V RUNT RS
- ME R
— R L E BLOHERE IS DWW CiE, CLSI JiA R4 > C24-A3 %
ZOMO—RICABENTVEHA RSV 2BRTB L, 3
B OEN K DB A VT F U ARED TV BEE, YR D
FIEICHES T &,
« Y b a—)VORERS RO TED IETIEL AN TV RS
. ELOWITERSEME DN TORWATREED S % 2, SOk
JEERLEHCHE S THRIST B T &o HF YV TL— 3 VHRELY
BB B, NI TV a—T 4 VTICDOWTIE, [T B0k
FHEEBRT L L,
cFLVay FOMERF Y ) T L— 2O EKB L%, 3V
H—)LORERR & ERHIPH 2 R T 5 C &
R TEDzaY ba—)bid, ZEETLOH A BT A 2 OHERFHIHIC
HEo THMT 5T & Shisk TSIy b a—)LOEIEHIEICRIEK
ENTOVBEMEIAIE, HEFTBEEELTHTST L,
i1 % 3> b a— )L OREEDAEO RIS Ul TH % h 7 iR
5L,
BEEBHIFS1>
FEIEERDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices’” Z{fif13 % LW TE 5%, 4
THREDIREE
AZCFHIRE N TV B MREORGE A F ik TIT 2 BAaO 71 ha)bicD
WL, BERREEEIED T v A REOMGEZBIRT B T &,

(5) #BR

e

ARFw M, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTEFY VT L— 3 v h—T%ER L. #ERz2EINT 5,
HAOZERICOVTIE, 3) MERBORMEE BEUOERZSIT 2
T,

759

WAERRIC K> TR T T IS T 5 T NRREND 56D H 5, TOM
ICERENDARENEDSH 2 7 T 71DV TIE. T % Kss 0 BudlaiimA
HEBMT B L,

(RIERROHIEE]

CUTRLIe T =2 3RENEHITH D . FHR TRHEBHRZRT
Bahid s,

HEP RER ORFEIC D & BRI U 7o BRI 2308 % T Lo
TR 400 41 (311 200 #4, 2 200 40, JEEMEREEE 238 44,
EPERR & BT E N7 224 ZUCOWT L EE AR OME 2175 7z,
iR eIoRd, CHttT—RIc &%)

AEERD

AFP JEFEHIFH (ng/mL) BIOWEW S (%)

0- >878- >15- >200- >500- >1000 -
#A73dU— n 878 1500 200 500 1000 2000 >2000
[ IN 400 975 20 052 00 00 0.0 0.0
MY % 2 HOWENMIEZNEN 25.16 ng/mL, 27.81 ng/mL TH >
7o
RN 400 %4 DOFEM A DO HIRE 95 % 2 F i L. 0.89 ~ 8.78
ng/mL TH> o HKliakid. 5 & 7x2 RERNCHE U 7R E A2 3E$
5Tk,
RIEED

AFP JRIEHIPE (ng/mL) BIDRLEM M (%)
0- >878- >15- >200- >500- >1000 -
#173Y— n 878 1500 200 500 1000 2000 >2000
AR

RS 49 980 20 00 00 00 0.0 0.0
WRAESSE 26 1000 00 00 00 00 0.0 0.0
JF4 149 906 67 20 00 00 0.0 0.7
Lo 14 929 71 00 00 00 0.0 0.0
W2

EH( 64 984 16 00 00 00 0.0 0.0
HF 29 690 00 172 00 00 0.0 138
ek 34 83 00 59 29 00 2.9 2.9

JFt3I/— 72 8715 14 97 14 00 0.0 0.0
SHEH

*/—x 25 1000 00 0.0 0.0 0.0 0.0 0.0
aJit X — <RI IR OEREND SR Uz, oM pE S
HICOWTIIHRERHTH %,

RIBERR

JEt 2/ —< R BB ORBEIS T, 25 MY/ REEEpT R B &
UM OBRIRREN & & &1, FRiN: AFP JE 02 b7z Hiid N & TH
%,

AFP JIIEMEDH & M ix 2 b2t § 5 72, HHEZE{LfE (Reference
Change Value : RCV) ZW e, O A I8 KT AFP filEzF v b
IZOWT, WETNTUVS AFP OEMINZE) 6 5L URIESF v 0k
ZtIC RCV ZH I Uiz & TA, AFw M 39.22%, fthod AFP il
EFY ME39.98% TH T, T2 HDBEMNS, D L &E6EHE 3
[A17> DMAZAS T, FRERFIRIMARA 207 flICDOW T, AFP IEDOZE L%
Sl UTe, B FICES., (SEF—xiIck 3)

BHEOIRRE

R S NED P Ei
AFPIEMOZ n (%) n(%) n(%) n(%)  n%)

FHFE>RCV 7 3 9 8 27
(3.38) (1.45) (4.35) (386)  (13.04)

o2 L 20 38 70 18 146
(966)  (1836) (3382) (870)  (7053)

RE##R> RCV 8 12 5 9 34
(3.86) (5.80) (2.42) (435)  (16.43)

&t 35 53 84 35 207

(1691)  (2560) (4058  (1691)  (100.00)
R =1BRENRH . S =%E. NED =¥dniRAa L, P =i1H 0

AFPRFEED BEOIRE
Zfk HETH Y TR L it
LAE>39.22% 8 (A) 19 (B) 27 (A+B)
A< 39.22% 27 (© 153 (D) 180 (C+D)
it 35 (A+C) 172 (B+D) 207 (A+B+C+D)

K= D/ (B+D) X 100% = 88.95%. 95%CI = 84.35 ~ 93.55%
= A/ (A+C) X 100% = 22.86%. 95% CI = 9.38 ~ 40.00%
fErg R =D/ (C+D) X 100 % = 85.00 %. 95 % CI = 78.34 ~
90.68%

FrtEr R =A/ (A+B) X 100% = 29.63 %. 95 % CI = 12.00 ~
52.17%

) Abbott



THIC, MifkZEHE T LICRHE Uiz, S EREEOGEIN 1 B Z S « IEFEM - IR
BACEED D LHINTE B, AR TR, HEOBBIZICH T B R

RCV OE#MEE 1.12 T, 95%(SHEXMIE 0.98 ~ 1.25 Th > Tz,

ARFw MK TMO AFP JIEF v M iliF OREFEN B 2 FRRFHER AR

KIZDWNWT, %F Y D RCV ZHWGEO—BEREEI L,
fDAFPHIEF v b

#EHE CLSI 274 K51 > EPO5-A2 33X U CLSI A K51 > EP05-A3
Ko T Tz, 1011 % 1oy FORRSE Fv VT L—%, avbno—
VAR LT, i1 B THRaZfT- 7. 3fHloary ba—ILEXU 3
Bl Sx )% 12 HENCHED 1 H 2\, Da &d 2 BEllE L,

AFv b ER%>3998% FHE=3998% it WEMEBIE MR
ER%> 3022% 18 (A 9 (B) 27 (A+B) g (HTEED (Bt @
AEHRS39.22% 12 (C) 166 (D) 178 (C+D) Y n (ng/mL) SD %CV SD %CV
it 30 (A+C) 175 (B+D) 205 (A+B+C+D) avbha—)VL 48 19.66 0.327 1.7 0.424 2.2

avbho—)IUM 48 198.46 4.556 2.3 4838 2.4
arvrue—)lH 48 975.72 21.217 2.2 35.794 3.7

ik —# K= (A+D) / (A+B+C+D) X 100% = 89.76 %, 95% CI =
84.77 ~ 93.55%

WP —%R = A/ (A+C) X 100% = 60.00 %. 95 % CI = 40.60 ~ 5300

77.34% RV 48 318 0113 36 0130 41
B2k —B% =D/ (B+D) X 100 % = 94.86 %. 95 % Cl = 90.46 ~ 3L 2 48 1014 0176 17 0232 23
97.62% AT IK] 48 182446 68434 38 68434 38
HIELDEFE AHEANFEBIE, WIERHBIE, HAERREZ ST,

< AFw b ORERRD RIS P IES 256, BINOREZTTVH HE N FBITE JiiF A R

TERHEMERR T B T LSS B,
s B2 TS IS H e o TE, BERERIE, FER, MOMRERIR, HIRHT

SR (BHTHEED) (iarBitk) 2

Y n  (IU/mL) SD %CV SD %CV

Rz L BbETHREMNTHITT 5 &,

CRURES T a—F iR O BENC & B2 X RN R 2T
fe B ORATICIEZ, HAMA (Human Anti-Mouse Antibodies : §i~ ™
Ak MR DEENTVBARENDH S, T8 HAMA 2 G Eskifkz,

arviue—)lL 48 16.31 0.271 1.7 0.353 2.2
avbho—)UM 48 164.72 3.781 2.3 4015 2.4
arrue—)VH 48 809.84 17.610 2.2 29.709 3.7

<Y RE S I O—F RO TS E Y kTHE LA, L HiLfi S5

WHIEDVE S NN ATRENED B B, 7 AESIB 48 2.64 0.095 36 0.108 4.1
- b b ER O REFES R, RERORES T T VSIS L, in $xIV2 48 841 0147 17T 0193 23

vitro DA I T v oA EBR 525 Wb 5, O HEMICHME AT VK] 48 151430  56.800 38 56.800 338

RIS SRR S 5 ENBEETE. TOX S B THzeRT
BHBNHY . IELOIEMDE S NVEVARENED D . lizTT 5
EHTc> TR, MOERMRLEL DT ENH S,

« AF v - Tld HAMA 35 K USBIAEHUADE 2 2 2 12D DISHRA S
ENTVBH, WERRDEARTRICTIES 256, Zncid o
WL DD S,

< AHER, FBRIRIT RSP OMEE E OO HIC K D, FFE I/ —< kil

a WIEANTEBIE, WERERE, HAEmER e AT,

i A GREl))

#atd CLSI /71 K5+ > EP05-A2 33X U CLSI i4 K54 >~ EP05-A3
K> Tliotz, 10L& 1 oy hORS, Fv VU T L—%, avba—
VR LT, i3 B THHNEIT- T, 3floay b a—LB&T 5
Bl 33 )L7% 5 ARICIED 1 H 2 [ 4 HlE Uiz,

e e Arp , TGRS
K OSERBIEIC AT B L1 AFP IS0 15, EHIEL e
SRACEI, SR TS M, RIEITA, AR, L 0 Pl _GERAD © IR ettt
il (RS D 5 X ONFER L L) 75 5 TICRMEY A L ATEFA, Rl n_(mg/ml) SD_WCV SD %V SD_ %CV

avbho—)L 120 1982 0497 25 0380 19 0626 32
arhue—)VM 120 202.67 4.725 23 4228 21 6341 31
avbho—)VH 120 991.37 35900 36 15088 15 38941 39

MSMEEIERF S, LSO RUEFREICBOTERD 5N,
cARFY REFEDAT )=V FIMEH LN &,
 FREERI AT 0 TR Tl RMARIS £ 7213 iErh o> AFP J & 7x IEREIC

AET BT ENTERL, RHAME F 721350 AFP EEONEIC PRy
VTR, FRGROBTIRAL . FRERHICREERRNT 5T &, _— 0 ) 1 ' 129
L. REEDERE] (1) BRSNS, JRER SIS 5 & j:jjm 128 136307 8223 ;2 g?ig 1'2 8’298 22
R BHIREEIC OV T, RELDEE] (1) BESRED N ‘ ' S . :
WE, HEEESRT B L AV SI7K] 120 58501 15533 2.7 10939 19 18998 32
. R E ORI T R SO S, ISR SAEC D 7RA 4 120 1391.31 50099 36 9308 07 50957 37
3207T, JELEHICES < BN O M D RIERS 2218 LT 7R3V 5 120 181255 69.137 38 0000 00 69.137 38
REWTHMT 2 Lo a HEENEBM. HEEERNE, QAR E ST,
[ 8] DI B, R EEIE. S, RN ST,
Be
L i } . HiR A P
C Clim T A5 > ;‘n N 175 FER AR N
l;ﬁ;;‘{;gw SIFREMABITH D . SR TR BRRERT G CERBHD O RMMESME PR
-1 o
Al YT n (U/mL) SD %CV SD %CV SD %CV
HIE

avbhm—)UL 120 1645 0412 25 0316 19 0519 32
avho—)UM 120 16822 3922 23 3509 21 5263 31
avbhu—)VH 120 82284 29.797 36 12523 15 32322 39

EFEE, ERE, HEES KT 7 ADITAF v F OMERERTA
HIFANIC H 2 WEMEEFH (ng/mL. 1U/mL) &9 %,
A F oy b o #llE §E P & 2.00 ~ 2000.00 ng/mL (1.66 ~ 1660.00

U/mL) TH%. LGRS
RESR 120 266 0088 33 0051 19 0101 38
RS 120 861 0216 25 0120 14 0247 29
RESIE 120 48556 12892 27 9079 19 15768 32
RS 120 115479 41583 36 7725 07 42294 37
e 120 150442 57.384 38 0000 00 57384 38

& WENFBIE, WERMBEBIE, FEmBe a0,
b B, PERIEBIE, FEEBIE, BB ST,

) Abbott



WEHE CLSI A1 RS > EPO5-A2 35X U CLSI 1A KT+ >~ EP15-A2 ICfit> TiT o7z, 1012 3 5 FROBIRMGERICHE VT, %1 0y FOREE, Fv U7
L—X%,ay ra—)VEHH LT, &k | BOEIRTHIERIT> Tz, 3Hloay ya—b, 5Floe Mg )bz 5 HICED 1 H 2 8 4 #=JIE Uz,

Ul A B MR RN iR ST
T (BHTAEED HI T 2 (RepEBirE) b FEBIME ©

BTN n (ng/mL) SD %CV SD %CV SD %CV SD %CV
Y ha—)VL 120 20.12 0.467 2.3 0.593 2.9 0.593 2.9 0.593 2.9
aY bha—)VM 120 211.22 4.103 19 4576 2.2 4576 2.2 7.237 34
aY ho—)VH 120 1019.96 20.062 2.0 23.753 2.3 23.753 2.3 28.280 2.8
A 120 291 0.089 3.0 0.089 3.0 0.103 3.6 0.137 4.7
VAY: 91 120 11.41 0.232 2.0 0.261 2.3 0.276 24 0.366 3.2
VAS )7} 120 611.27 12.719 2.1 13.591 2.2 13.591 2.2 17.673 2.9
AY: 91} 120 1517.33 34.193 2.3 37.252 2.5 41.228 2.7 49.463 3.3
VAT )% 120 1741.06 39.012 2.2 42.188 24 49.461 2.8 69.164 4.0
A JENEBME, PR ST,
DO TR, ERTTERE, oS A,
© WIEATEBIME, MIERIEBE, FREEEE, MR ST,

Wz A FEEBME HERNFEBIME iR ST

Pl (HTRSE) FI A FEBE @ (RepBire) b FEBIME ©

BTN n (IU/mL) SD %CV SD %CV SD %CV SD %CV
Y ha—)VL 120 16.70 0.388 2.3 0.492 29 0.492 29 0.492 29
aY bha—)VM 120 175.31 3.406 1.9 3.798 2.2 3.798 2.2 6.007 34
aY ha—)VH 120 846.57 16.652 2.0 19.715 2.3 19.715 2.3 23473 2.8
AC 1 120 241 0.074 3.1 0.074 3.1 0.086 3.6 0.114 4.7
ISV 2 120 9.47 0.193 2.0 0.216 2.3 0.229 24 0.304 3.2
VA% 9%} 120 507.35 10.557 2.1 11.281 2.2 11.281 2.2 14.668 29
AY: 9%} 120 1259.38 28.380 2.3 30919 2.5 34.219 2.7 41.054 33
VAS 9% 120 1445.08 32.380 2.2 35017 24 41.052 2.8 57.406 4.0
a WENERME. R EREE ST,
DO B, WM, A EREE AT,
© WEANERM. WERERN. BB, MR R ST,
BIETR 1ERI A BR AR

CLSIZiA RS A VEPI7-A2 Icfit>C. 38w DB X U 2H5D
MR @H L, 3 AL LIS D BE 217> 72, LoB (7527 LR,
LoD (BHERSY. LoQ GER R ZLAFISRT, 13

ng/mL IU/mL
LoB? 0.02 0.02
LoDP 0.04 003
LoQ® 05 0.4

2 LoBIZEEXYODY > 7 )L7% 60 L EHE LIz ED, 95 /38—t
2A KIS T BWETH 5,

b LoD I3MEHYEY > 7 V% 60 [ILLEHIE Lz b 22, 95%DIEHET
WETEZRNEETH S,

¢ LoQl&. FFAME 2.5 ng/mLICHIY T % B/ NEETH %,

B

Wit CLSI 414 R4 > EPO6-A IHit> Tiiofz, 14

AF» M 2.00 ~ 2000.00 ng/mL (1.66 ~ 1660.00 IU/mL) D#ipHT
EAREZRT

WHO 12D [ENER

WA BEATE O AFP B4 5, WHO 1st International Standard 72/225 7%
WUz & 2DOARF Y FOBRMENEEZ, 100 + 10% TH -7z,

IR AFP Ifii& AR A 16 672 FiV TR 217> 7o iR WHO st
International Standard 72/225 72U C. HIERPHEAZREHET % X
SYUTIERM L, AFy ERWT 1| 6O > T IVERE
U, IR (%) ZRH Uz, FHEEEE, 103.1% @ 99.5 ~
108.6%) TH -1z,

TJvHI9ITTTU b

Ty oL Ty eld FFEICEBEORKRONEMMN, B Fl
ERIFANFEE O & 72 5 BI% 259, AFPIE MR K 10 000 000
ng/mL OV IV ENELIZETA, Ty 7T 77 MEBE N
otz

* « MEHE CLSI A A R A > EP09-A3 It o TIi o fzo [IIRTTILE

Deming & W7z, 15
213 BIDIfiE )L 7% Alinity 1 & A7 138X U ARCHITECT i 2000SR
TS AT O THIE USSR Z G Uz, Alinity 1 & A7 LTl
Floy PO, FrVTL—& arbo—)LEFEHALT, 37
ORI, % 1 G@OKG THEZTr> 7, £/, ARCHITECT 7
FF A% —i2000SR CT&., %1y FORE, FrVUITL—%, O
Y=V LT, 1 7 ORI, 1 SO THIE 2115 72,
AL n FHBIGREL ) O0F BIE bl

Alinity i ¥ A7 L [y ? ng/mL 213 0.999 041 099  399-

vs ARCHITECT 1915.46

TFIA =

a Iy © AFP J8% < 1000 ng/mL (r = 0.999. YIf =042, fHZ =0.98

(n=154)) .AFP J&= 1000 ng/mL (r = 0.977 . YJF =-18.23. ¥ = 1.00

(n=59))

- BIA W & OMBITEDOBET 21T 5 T2 154 Il O ADERAE SIS,
BGREA r = 1.0, [RERIEy = 1.0x + 0.1 TH oz [FHiEE
Passing-Bablok %7 FHu 7z,

BERDOEENE

Fr VT L—2F, BERECIDREL VS, &IREE World Health
Organization (WHO) First International Standard 72/225 for Alpha-
fetoprotein ICHEEDN TV %, EFERHALU) & ng DHALOZHAFRENS 0.83
Tdhb,

) Abbott



* [fEA LIFER UV EDFE]

(1) Bk E (fBRERSLE) DR

© R ANE THERT I, b MHSRB XU/ £IGEBEN
WD H 2WENETENT VS, abild, (R - BEE (v
FOWER)] X2 [BE-BE (BERD)] 22ld2cL, b
HREMIE & 72 I AT EE I D e I LN T & 2 RFET %
HEBITH SN TVERY, TXRTOE AP IR BN BN H
%LEZT. INHLORFHB XU MMifkid. OSHA Standard on
Bloodborne Pathogens IZfit> THU D5 T &, BAMMEZZT. £
7R Z DR HZYEICOVTIR, "M AL TT LNV 2, £
TR 5 3 A A A T T ¢ FHER T BT L, 16719

cFy VT L—ZB~FIZEENS b bakYrE R HIV-1 &M, HIV-2
Bk, HCV BEME. HBV REMETH %,

carvba—)LL, M, HIZEEN5 b bilskPaid HIV-1 (&M, HIV-2
[P, HCV B2M:. HBV 2IETH %,

cAFY FOWETIE, © PMRAEZIRO LS, BiKiX, HIV. HBV,
HCV FHOBROBNDHZEDE LTS T L, REICHTz>T
. BEROERZRT B0, FHOEK, BB A7 BITHN
BTTFRESEHL, £k Xy 70 V73 tbknT L,

< BN S THRMC A A IR T HFRIC VIR T H OB A
BTV, BRENDNEEMOTY TEEZITBT L,
 PUA—ETIVAVNERTH S, HAICERL Cld. RN ERE
WIKfELED, BIRALHRWESHERET ST &,

CARPBETHAT 2SI, REFERE LTI PV YL EE
NTWVWREDNH 5, ik, (B - 8EF (Fv FOER)] %/
& (& - BE (RERD)) Z2RT 5 L, O XD IER
WCHEOBNH ADFET B, WOP S BIFHEHOBR, B <A
EEHH U, 285, RAEWA LRV &, NAYIE X UREIRE
Y L THERT BT &,

ISREE

P302+P352 RERNC 138 LIlity © 20kt T L.

P333+P313 R R T2 R N E UG L B0
2/ FHTRZIB L,

P362+P364 ERENTKBRIE . THER T 25813V
zdBHT L,

BEEE

P501 [P / A B i) 5 7 TR T B T ko

ROKEIIC T B bt BB, R RS

[conTROL[M|[CONTROL[H]|

O

KOS T B G FHEE R, NS R’d

O

T AFIAVF T ZEL

H317 T UIVEFMEERIGERC T BER

BERE

P261 SAN/EL ) AT L—DRMATRT S T L,

P272 BRENTAERBIEELG SIS BT &,

P280 TRAETFLS / (R / (R 2 ST 52 &,

[GRHEE

P302+P352 FRCATE LTt 1 Z2R0OKTHES T L.

P333+P313 KSR E I RBENE RS B0 Z
R/ FYUTEZIB L,

P362+P364 ERENTABZIE, THEH T 25813V
BT L,

BE

P501 | / 73337 Y5 7 CHERT B T L

OSSN B falfr FPER i, iR g

TIAEF P Y LEET,

EUHO032 fig & DN K D IERICH DR AT ADFEAET
%
P501 N | R s ik CHERT 5 T &,

ROMIIIC T 5 T BN, B RT | :

jang i
= FF< >
~

AFNWAVF Ty EELS

7 UIVEF— SRS R T EN
BENE
P261 AN/ L) AT L—DOWMAERT BT L,
P272 BRENTAERBIEELG SIS BTV &,
P280 TS / K / (REIRSIE BT 5T &,

=725 AFIAVF TV EEGE

H317 7 LIVF—MERIGER § BTN

RENER

P261 SR/ AT L—DW AT BT &,

P272 R ENTANZERIMEEGD SRS RN &,

P280 TREETFLS / R / (RN Z ST 5 2 Lo

SREE

P302+P352 A LTty © ZROKTHS T L.

P333+P313 R E T2 E RN E TGS B2
B/ FUTERZIBT L,

P362+P364 GRENTLSEZBE . HAHT 25813008
ETBHT E,

BEE

P501 | / A WY 75 7k CHERT B T L

BRT—2—1 (SDS) IZDWVTIiE, HARY—HKR—rtr&Z—IC
BEHDELZE W,

o Erh DS EOTE O DV T, 9 % BEgs OBk
HEBMTD L,

(2) ERLDEE

—RR G EEEIE

- (AR 23 & 7 sz i L 2 &,

< F FNERIZEEZS Ty POMBEZETTHA LRV &,

cA—OT Yy FESORETH> TERBEETETRI LR LAVT
Lo

SEDERL

< AR TR LTk, RBIEO X FR0ICHIERRM L THL T
o RUNSHEME DI & Blcmy, 5 RfERRMT %, XISHO
EFREMICUT, 5125 REEERRNT 5, iR H— RV v VDR
PVNEBRIRKICITEER KO HET BT b, A 78— 7 ¢ 7)UE.
FIEIC SR MVOHMBICHEBRT 22 e hdH 57, TDXI IR
MUTBIREND %,

RO E LT, ¥y FOBEHICH BN T oy ZHIC
Frv i ANG,

CARAIU TSR — R ) w DIIEBNEC TV B ARENEN B B 128, 31T
TIRRET 1 KB &, JUMHA 5 DD,

CEHRHEN—BNY U REE LT LES AR, @MV EL TV AR
MBIz, SCIZIRET 1 BFRE X, JWAHA % DZ1FD,

< Ay FOMKRBIEOREEZ I BIEENDH B, H— RV v IHNDK
HITTAMNFIET B &, WERAIDE L  frbn g icid sy [BHR
JEU. IEUOIERSRE S NI ATEENED S .

SREEI O P FOVEE OIS DV TIE, [ B HEEO Ik %

BIRTBHT &,

) Abbott



HEORE

TR RN O ORI

KpAE 2~8C EHBRE T LCRRETHET ST L,
VCTIREETHRES N T
ol A—1r U v Y
. AR ESRMIC 10
I AERREAI L, 32T IREE
T 1 RHEKET 3 &,

HaR L MEoRTE 30 HE

BAEE 2~8C MR E T SCHRIKETHRET BT &,
SCTREECRFE T
o il —1r U v Y
WBEERd ST L,

AR D ARG RIC K B PhgE
DOHLZEBE < Tz8, RFED
Fyv oy SO F Y v
WHEEH LanT &,

AEEIIHIRICRE LI E EREFET 2D, HH0IEIHEIRN SHD L TH
179 %, B EEI OO LIz EE, HLLSHHS vy T
ZHD, ITRkEFX2~8CTMHRIFT ST L, B BHLO L TIRIF
T B3I, TCTIRER DD, B EDRER N LA THRIET S T
LT %,

I R SHD K IEIC DOV TIE, 9 B B OBk
HEzBBI BT L,

HENHIL

Fr V)T L= a Y TCII—NRELESEGY, 22 ha—)VojllEE
NVERHIPAZ AN T 256, MENBEL TV B ATREIENEZ 5N
%o BoNIZMEMBEHES E L, HlEETS T, RBICISUTH
Fy )T L—varE{T5C L,

I TN a—TF 4 VT DWTIE, i3 2 Bis O NS & S
ERCTERaN

Fr)ITL—20%(H

c ZTOXFMEATREZIRIATDH %,

« 2 ~ 8COMAEFITMHHLD I LTtk 3 SICHRTEETH %,
AR MNICEBIRIT 5 C &,

FrUIL—20DRE

- fERHIRZEA T LEnC &,

TR REREIN A OIS
REAH 2~8C IR E T
EEEES 2~8C HHRET  HLuKEHFy v 7

T, #H72[E L FDTHRT
T &,
%13 2~8°CDHRTFE
BANCRT T &,
FrUTL—2F, BRIy FUTHOLIONTETH, miINT
WEWKHHIE LT R IR 7 ENTWV5, BEEREAD SN UDHIED
SNRERMZHZZ ., BRI OF vy ) T L—2Z TSR
LR, RERFMIEZT v AT A—=Z L R— NI N T3,
ZEMIAR OGNS DV TiE, i3 2 RO TIEIHEZSET % T
L,
7wl AT A= ZOHRNC DOV TIE, T %M OBdkiiHE % 5
Byzc e,
Fr I L—2DERFIE
cFr VT L—2ouy FESE. Fy U T L—XOICHRE T
BZN—O—RZAVTRETHTENTE S,
cF YU TL—RF—ZOREICOVTIE, (FHT 2O B
BT BT &,
cF vy )T L—ROA =X —=EB X UEEADO Y M EICDNT
. HH9 2 BEEROTILFIHEZ ST 5 C L.
a¥ bO—ILO#fE
c ZOEFMHINREREIATH S,
« 2 ~ 8COMRFLATMBIRD H LT, 3 ICHHNEETH %,
« fEHATICER S ERBIRT 2 2 &y

*

kK

ek

k%K

k%K

O baO—ILORE
fEFAHRZE A TR Lana &,

CRIFTRE REREN FLOEEHEE
REAH 2~8C FERIIRE T
FE& 2~8C AR E T =72 [E D TRET

5Tk, MTHRIRRET
Rz L,
fHif#%132~8CDR1F
BENCRY T &,

av bao—ILoERFIE

OV ha—)VOREREET SIE, RMVEEEICLT, avhk
O—/)VLZ 4§, a>vta—)VMZ 4§, a>ta—)VH% 41§,
TNTNZLT BMEDY > T Iy T T %,

Y hA—VOF =X —=HEBXUOEIRADE Y FFEICOV T,
T 2R OEHFIHEZSIRT 5 2 &

FvyUJL—%, avbao—Ibn%ie

TEEE, WO, WO, Fv ) T L—ya K ERTZS kv, a
v b a— ) UhVEMEIHZNAN S I EDEHEIPED 5ENDZLEE. FrV
TL—a20ay bu— VB L T2 HTEEMEDN S %,

() EELDEE

< BfRHNCIE HIV, HBV, HCV HFDOBRMED & OWEET 22NN D %
DT, . HHE AR EZ SRR ) Y L (s
& 1000 ppm, 1 KDL RIRED £33 7V2VT7 VTR 2%, 1
REMILL BIRED IS K2 W@HUE, S50 EA— b7 L—7 (121°C,
20 LU 1T KB MR ETTS T k.

B X UBRESRFEET A3, FEEY OB X ORI
T BIEA, KEGRYIEEEOREICHE > TAHET 5 T &,

- AIREIORADIE U 7235 B iE . TR L 7oA 2 WG TN L
TRE U 7235 2 Vel CHRUE B - 7%, & 51 0.1 % R ERE T -
U LIERE E OmYIRHHER TIHEES C & MY R R
H (P, 722, FMkRE) ZEHLTIT L,

< AWETHMAT 2 EHIE. RIFRIE LT DM PV Y LAEE
NTW2LEDONH 5, FFld. (K - #iE5F (Fv FOBR)] i
F (BZE-BE ERD] 22WT52 L, 7UEF MUY LG,
E, B L RICL TERMEORIET ¥ R KT 52 LM 5D T,
BERET A3, KEOKEIITHT T &, ZREFER LD
EDOWTCIE, T 2 EEORIHIRZSIRT 5T &,

(BrEiAE. BahHAM]

ST AN

FEF Y b 2~8C 12 1

15;373 — | FLN YA, b A0SR

ARG, SR REN TV,

[GIEEi i)

CEEEF Y B HIELES 7P90-02-01 100 [EIFH X 2
A AISN—TF 1 )V 42mL X 2
cavVary—=r 42mL X 2

(REF 07P9021)

< REEF Y B HEES 7P90-12-01 600 [EIFX 2
A IS—TF 1 7))V 16.8mL X 2
cavYals—+h 163 mL X 2

(REF 07P9031)

- LY HF 975mL X 4

< hUAH—H 975 mL X 4

¥ Alinity i ¥ A7 L2 TEHA ZE W, Jl7eb O By G
eI,

] Abbott
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