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F v FOMEREIFEL SN TR,
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LT LICKDEMTZT L,
BHERIAIZ DL RIS > THEd %,

- HESHAIE, BT AR sE RIS B T &,
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TefA oD i Lo e

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

« T OEHETR i T2 9 i o) BT & AR ) (RCE) OfflA & DR D
B2 LA ISR
LT EEREEE RCF 2 Cic AR OFHRATHING 5 2 LN TE S,

RNEDAMISE () = —— o0 Bies
RCF
OB (0)) RCF ( X g) * g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

¥ EMERNEH R 28220, #Y)xTF 2 —7 Z#HL T, 2500 RCF
BLET, 272< &% 100 000 g-minutes & 7% & ST 5 T &,
RCF = 1.12 X rmax (rpm/1000)2

RCF - LTSS B N2 TR LT
rpm - 1 &0 Or—Z2—ElzE (—RISE LT T

VRENVERENTOEETE pm TH5B),
SO BERER - L0V BERF I 1E 0 — 2 — D [EFE A B O RCF & 721
rpmITE L THSIMEZ RIS 2 X TOR L 92 C
L,
I'max - SUR=RMLUTRLIEO—RZ =D, F HHT7X
T a— (BLEETECH) DOVEEHT 255 2k
£ (tmax) ZHZ?TIEL (B U A—F)LV), RCF
EEHINT 208N D %,
RCF (X g) sy (53) 723 T U D HAL,
CBIRMIA . BT IVA Y TEIEHBRE SR LIEICH W5,
NEEJEMGFED b NI ARIEDFE LTI, IBEZ & X B WVIBIHEM R
DHZTIT %o

g-minutes -

RIRDIRIFRM
LA E s REREHIN 2 oft
g/ iffE 2~8C 7 HH 24 K¢ LANICE 217

DRV, MG E7

EIMEE S M. 15
Hem, FRMERERRET B
ck,

%2 ~ 8°CTIAF LTV B Mik%Z 7 HEILLMICIE LR wiia, CLSI

GP44-A4 Tld. HFERE (20°CLLF) §3C LR#HEHRLTVWS, !

WSRO DR LI B T &,

TR DERRSAF

EEARRUAT K OB EICH L Lz, Rzi15 2 &,

R RIRDIRIFSRIFITHED T &,

() WEWE - hEXKH

CTITRUIe T =2 IIREEHITH D Bk TSR 242 RS
Bithd %,

FE

MIEITEE

DURSR U EZ GO ZHIE Lic L T 5, TNEOMEARIENE
IC5 2 B EIX 10%AKITH > 72

et =3
eyner < 20 mg/dL
~NEJney < 500 mg/dL
o A4 <12g/dL
F VT AR <3000 mg/dL

#7E D ARF Y FREATF ALHUAZER L TORWTZD, BENY AT &
W RT, MiAPOEAF Y (BRI Y By) MIlEHRICEEEZE52%
ATREMEIE 2w,

(3) Zofth
AFw & Alinity | Y AT LORETH S, Fld. FrticBwED
BFLTEEWN,

(& - BE (&FHR)]

(1) HEOFHAE
BRI TOEEH B,

(2) BEGEE - B34 - FHRF

cAFy FHT v RAT 7 A

- Alinity X7’> /57 1+ F+ U7 L—% (Alinity i Pepsinogen I
Calibrators, #{%&5 9P24-CAL-01. REF 09P2401)
(E7BEY  MOPSO R, 2 > /8 BEZELH (T odisk), X
Ty /7T (e bR fR{7H] 1 ProClin 300)
F¥ VT L—RORERLLFITRT,

jijis [conc]
Fay- (ng/mL)
30mL X 1 0
30mL X 1 70

*  JEOREN E 2 EEEHELBERE (ISO : International Organization
for Standardization) DHIEIC T T B RN E DEKHED A R
(GUM : Guide to the Expression of Uncertainty in Measurement)
# XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) 3DV THIM Lz, 23
KITGRUTEF v ) 7 L— X OHERAED & OHEE I MW 2 T H
D, EROIEYHDOAENE FIHWRERE) LM TR %
lick Dy, WERRDO RN EARENE ZHINTHT ENTES,

RN E (k= 2)

FrVUTL—% ng/mL
[cac[1] S
70 + 3.04

« Alinity X7 /%> 1+ 2> bra—)b (Alinity i Pepsinogen I Controls,
# S 9P24-CNT-01, REF 09P2410)
(L6 - MOPSO MR, & > /8 BZGEALH] (T oHisk), X
T /721 (e REpR) RFA 1 ProClin 300)
O hu—)VOlEEE R X CE BT 2 LU FITR Y,

IR g i

Him ng/mL ng/mL
8OmL X 1 15 105-195
80OmL X 1 50 350-650
[contmot[n]  80mL X 1 85 59.5-110.5

FABIGIEIN TWS Oy ba— )OS HHFIZ Ty MEERNT
e, BE2AE L TCOEMTHHEZRLIEEDTH S, FhiakicEs
W, AFICHEBE N TV 2 ERFIFHONMIT, IS X Ui
B B EHERE T 5 T & HESET 5, )75 i B 2 5RO
T BHEDICEEINELHEANE L TR TFHBFENS,
cFyUTL—vav cavho—ibay k B Am RS
cFpUTL—&Rov k- B
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© WM RURENR (Alinity 1 2 A7 LH. 7T MUY LEETS)
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Wz &,
AVTF Y ACREIRIEFIT OV T, T 2 B O HURSIH&H %2
BIRTEHT &,

(3) BIEMEBRDIRIEE

WD TREZITIRNS, RKFy VAT v AT 7 ANV IR A VA
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TvtEALT7ANDA VA S=IVHEBLUOT vEANRTA—=2DE
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Té,

7w A 8T A—ZOHIRNC DV T, i 9 2 g0 HdkiE %25
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FEAROBEICE T ZREIC DV T, (S 2 R0 B2 % 20
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(4) RE (BF) &
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VYVa—1r23:18:10: 10 DEIGTHHL. LTDOLBD KIS
¥ 5,
cFy VT L= RICHRERRIEE < A 7 0 S8—T « 7V EINAKIGE
3,

c RRISWIZRES, 3V Y a7l — R EMARIGER 5,

2. REISMIZERER%, 7L Y A= 100 pL ZhIZ IS EH %,

3. FUA—300 pLZinA. RISERP DT (ER 400 ~ 500
nm) OFOCREZIET %,

4. XTIV T LR GRE OBIFRADRD 5 EEO ATV —IC
AEEh S,

5. BMIKICOWTE Fv U T L—X LFAEOEIE T | ~ 3 DEIEZTTO,
FAGREARE SN, HEO AT —ICREEEN TV B RERIC K >
T, BIKHDORT Y 7 TR KD %,

HBIEE

WEFNADREHNIMEH I 2 EROUIAHIAFH 2 BT 5 2 &,

c TURIAF 2 — T T E AT 2 — T 2T B 55, MIKRDN T
TH5T LR 2R0END D, [FHT 2BEEROHHFINEHZ 20
ERCTeRaS

« FRFEISE ORI I NS B T2 b, MIERIRGETIC 5> T VA1 T
YR ROY Y TV A->TWB T L ZiRT 2T L,

Al TV T TORKL ERERE - 8
<R EBICHET 255
- WIERAIE D FEY > 7))V & 1 75 L
< [WUCH > Ty TTBIIES 29800 > 7)Uk 25 pL
Y Y TV R =T vicy ME 3 IERILINICHIES B 55
* WIERAE DY > 7)VEE 150 pl
< [WUCH > Ty TTIBIIES 298 00EY > 7)Uk 1 25 pL
Y Y TIVR R =T vicy ME, 3HMZBEA THET 255
CBUMELTEY Y ISR %,

CAEOFY )T L—2BXT Y Fa— VO EWITEICDOVWTE
STsHT L,

- — R B OBRIEIEIC DV TR, (S 2 BERR D B & 72 2 i
T L,

IELWHTERR 2135 7ol [T 2 RO BERSIHFICRE > TH
WNEA YT TV ARITD Tl MROBIEN K DBEIRA Y TF >
AZEDTOBEE, YRR DOFMUHES T L.

RIEDHER

NI /72 1T OWERED 200 ng/mL Zi#E X % Mk, "> 200.0 ng/mL"

DT FTWEREND, TORKICDOW TR TABE O CABIES

HTENTES,

FHIR

HESEARRRASH ¢ 5 %

P27V 100 pLIcH L TF v U T L—% 1 % 400 pL e %,

F— X —VER T DB EMIA 2 7 E721& QC 27T, HHfGHEE AT

BTl HREREEMLUTY Y VSN EHBIMC R SN, Ak

RELTHEENS,

TG R 2 T B ORE A 0.6 ng/mL LLFICH 2 K S ICHRT 5 T

&,

FTHBOBRIKIC “> 1000.0 ng/mL” O7 T ThHFRI NG, THIC

2EMMT BT ENTES,

TREERZ A Ulsh o TeBad. #SH 28059 % nilc Y] m MR %

T BT Lo WU Y TV ORI HEEFO R 0.6 ng/mL
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cFLvay MESOMEEF Y SRR T 585G

« OV ha—)VOREMD, AESHEOSHR TR TR DN T
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AL, HEY VT L=y g VEREE T EENEND B,

mETERZE
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ETBHT &,

JERRORE EEE T EHCHED, RERG AT Y b a— )LOIEZEINT
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WEHN TR D VO Yy Fa— VOB MHIPI 2R E ST S5 A. HEIC

JGCTayha—Logay fZEic, Z—7w Mk X OE P&

HERMNCIEFEDH S a2 b a—)VDRE C L ISR TRETNETH

%o BH B~5H) MICHED., 20 L EOHIEEIT-> THELNIZIIE

HZHWT, RSN (Z2—7y M) Lid5D% Hip) %

RET BIREDHEND %, WY EIRHIPIZRET 5 72DICH TN

AN L LTI TR 5N,

cFyYUTL—vav

¥y b

- Fy)TL—&Oy b

cTaby VTRV -V RUNT RS

- ME R

— R S P OHERTIHIC DWW T, CLSI A RS54 > C24-A3

ZOMDO—BITABENTVAAA RS VBT 5L, 4

iR OMEERTIEN, XoMHEIcay ha—)LzlET 5T ExE
HTWBIGE, Ui OFIECHES T &,

« Y b a—)VORERSRIER TED IETIAL AN TV R 5E
. ELWITERSEME DN TORWATREED S % f2tb, &tisk Ol
JEERLEHCHE S THRIST B T Lo HF YV TL— 3 VR ELY
EWHB. FTTINY a—T 4 YT DNTIE, i 2 BRIk
FiHHEEBRT L L,

cFLLTy FOMERF Y U T L— 2O EKB L%, 3V
H—)VORERE & ERHIPH 2R T 5 C &

BEEEHAKS14Y

FiEEMD A A RS AL LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{ifl 9% LW TCE 53, °

TEREDIREE

AFICFHE S N TV B HREDOMGEEZ Sz T a7 v haicD

W, BEREUHRIHED T v A HEDIGEZ BT 5 T &,

(5) BR

R

AFw &, 4PLC i (4 Parameter Logistic Curve fit. Y-weighted) 7%
HOWTFY VT L— 3 V=72 L, MRz2RHT 5,

737

WEMRIC K> TR T Z TR T ZTWERENDHEGDNH D, TOM
WKERENDRENEDBH 57 5 JICDNTIE. T 2 Kk O Budlkaii
HeBRITBT L,

CAIEEROHEE]

Mtk D RHEM DR RIS & | BHFRITHE LAy M4 TR #RET 5
Tl

BRDEIEIZE

RT Y7 VOPEMIC K B EHROZK T, BRFEs B HANY O
INY R4 1T & B H. pylori JEREHROBWDREAA RIA V%%
IR 5C L,

EMREMEB XD

SARBEIMEE I FIMIEROXTY )PV I BEORTY 7V 1
DA EDED, BRI OZHORE 2 KM 2158 LTHEHATH S
TERMELTWS, 68 Fiz, HHREOBN st —Mr7a i X i
HREE OSSR 2 SEIC 10, FREPEDK) 80 % T H Killklc 2k 2 1
S BRBOBEENRE AT Y S PV I BROXTY )PV YL h Y
b AT OB E DR ERDIZ LT A, XTY /Y 1IE 70 ng/mL £
M DORTY 7V V30 K Tho - LT nTWV5, 9
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HELDEE

* RUAE/ 7 a—F )ik E W BENC X B2 X OiRlEE 2
7o FEOMAFIZIE. HAMA (Human Anti-Mouse Antibodies : $i~7
At MUK MEENTOVLARENNH 5, HAMA 25Tk z, <~
TAE/ ra—F ik ERNTWS Sy THlE LGS, IELL
HEEDE DR OATHEIED B B, 11 12 A+ v Mcld, HAMA OfF
BERMZZWENZENTOIH, BEIEITIICH T > TIMOMWER
PELEZ T ehH b,

- & MG, RO BRIFET AR, SRR a7 ) KB L,
invitro DAL/ T 2B RGZ 5T e hH 5, HEMCHEE
T3 EIMAE HRENC T 5 SNBEHE TR, TOKI A TFEzE2T
BEENH 0. IELWIIEMENE S NEWATEEEDN D 5, 2WiziTH
WKKHizo>TE, MDIERPLEELTRD T ENDH B,

- [ OSSR EBERE ORIA TIRERIGDG A, JERFRINEEM T b
5 % 0T, MEREEICHED < W oA RIS 2 2% LT
BOCHET 3 &,

(t &l

CTITRUIeT—=R2IERENEHITH D | Bihfiik TSR DR
Bahd %,

«BIREHEE (BREFIREEE)

ERTH (LoQ) BITHMIRA (LoD) DIREMLT—2OFIN5H
U7 BIERIPE GRS mTRERIDH) 72 2L FIsRd

ng/mL
TESRARIERIPA 2 1.0-200.0
AR A D 200.0 - 2000.0
R AT REHIPH © 0.3-2000.0

AAMIL: i, 7—FT 7 FOXTY 71 TRy A LE
EHIIEHPH (AMI : Analytical Measuring Interval) /R U7z, & &Y
PEFEPRE, ERME, RS XU 7 ADITAR T v  OMHEA
HIPNIC B 2 MEREHREE (ng/mL) &9 %,

b EMI: Z5HUHIEHRIPE (EMI: Extended Measuring Interval) &, 72 R
~ER ERXFERERTH S, BTEAHMETRE 1058 Ltk X
PHZRL TV B,

¢ W5 nIAERIPH (Reportable Interval) (&, LoD ~#RUIERIFHD_HBR T
3.

7w A7 7 A ) EOERPERP FROWIBIREE LoQ @ 0.6 ng/mL
IS 9 %,

IEFEY - IR

JitiRE R

BiEhd CLSI A1 K51 > BPO5-A2 I2fiE> THinTee 13 % 1 1w Foi
HFrv VT L= arybo—)V2MHLTHEE 1 BT ZTo 7
3floar rra—b, 3flot Mg )LV O3V 1, 2, 3), 2 FlD
t MOV OS3IL 4, 5) &2 20 HENCHED 1 H 2 [E, Akxled
2 ERIE LTz,

AENABIE M
pgm GHTRD  GamEs o

I n (ng/mL) SD %CV SD %CV
avhka—)lL 120 154 0.24 1.6 0.36 2.3
ayhao—)VM 120 50.6 1.02 2.0 1.36 2.7

arvrue—)VH 120 86.4 1.71 20 2.45 2.8
IAESIB 120 11.7 0.25 2.1 0.34 2.9
I8 2 120 23.8 0.55 2.3 0.76 3.2
JAESIZK] 120 69.4 1.48 2.1 2.28 3.3
I3V 4 120 1154 2.42 2.1 3.57 3.1
AT 120 175.2 463 2.6 6.78 3.9

APEANBBIE, WERMAEERME, HARREEZ S,

* HEIME (Reproducibility)
21y PO 10y FOFYYTL—X 1uy hOaY =)L
ZHHALUT. K6 5 THEZEIT-> 72, 3floar ha—)ib, 3D
83V 3, Dixd & 5 \IE Uiz, ARMAREED v kORI
ZLL NSRS,

gl PETRSEE  RERRPIEEERPE A pEbE D
Y n (ng/ml) SD %CV SD  %CV SD %CV
arvbho—)JVL 122 151 029 19 043 28 054 35
avho—)VM 126 495 091 1.8 1.51 3.1 201 4.1
avbhu—)JVH 126 829 164 20 284 34 363 44

b1 126 135 026 19 036 27 064 48
AT Y 126 628 103 16 133 21 323 51
IA 17 126 1055 224 21 301 29 653 6.2

A ERNFEBIMEE. TR GIUENEBIME . M MEBIEZ 5T,
b, OHTRE GIEP RN MERM B, Beer f ez
a5,

BIE TR

FEHE CLSI HA R4 > EP17-A2 It CTiio Tz, 14 3 1w FEsE
BRU 2602 L. 3 HE LICHED #E1217>7z. LoB (7
Z> 7 FR). LoD (BHIESY. LoQ (E& FBR) DAEAELL FICRT,

ng/mL
LoB? 0.2
LoDP 03
LoQ© 0.6

a LoB WiEELaDYy > /)L 60 mILLEHE L E ED, 95 /3—t >
ZA YT ZHEETH S,
b LoD (FMEHLEEY > 7L 7% 60 [ ERHIE Liz & Elo, 95%DIEHEET
HETE2RINEETH S,
€ LoQ KIS > 7 )L 60 [, EJlE L TR L. BBtV TR
KAFE CV 14% %79 i/ N & Uz,
EigE
Mt CLSI A R4 > EPO6-A IHit> Tiiofe, 19
*4Fw & LoQ (0.6 ng/mL) ~ & RMALERIFAD ERE (200.0 ng/mL)
THEREZ R,
Frl—F—/—
RTY /7 THIED 1527 ng/mL UL EOBAZEIIELIZE T A, Fv
=A== Enizh -7,
TERS R AR
Matid CLSI A4 RS 4 >~ EPO9-A3 It > THT > 120 [HIIGE /5 1%
Passing-Bablok #:% il 7z, 16

WD n MHEREC U1 xRS
Alinity i ¥ A7 L\ i ng/mL 134 100 040 101 14-1932
vs ARCHITECT
TF5AP—

HOL n HIBGREC Yl E R
AFvhvs M ng/mL 63 098 -330 114 155-1660
CLEIA i

BRIERADOEEE
*F v )T L—&, 3V ba— VNI E DTN S,

(fEA EXIZEERL EDEE]

(1) Bk E (fEB&RALE) DR

* o R ARECHAT 2EFHICIE. € MRB XU/ X IRBIEN
IERAEOD2MENZTENT VS, FHlE. [FR - 18EF (Fv b
D] £72i3 (A% - BE (BFAR)] 22ds2 L, el
KN T I AT A D FE R BERMERE LR T & 2 ES %l
BREHIDNTOAEWV, T NRTOE SR E TR RN D 2 &
EZT, INOOMEHH, b MRk, BTERRRIEEICERE N
H#Ehld. OSHA Standard on Bloodborne Pathogens IZfit> THUD 5
Tl BB Z STYE. TORVD D HYHE. EEEYEICE
RENTIEICONWTIE NAA AT T4 LUV 20 FEE, Hils,
HiRRIC & 2 DB e/ S A A A T 7 4 R MAT BT b, 1720

) Abbott



*

*

cARFY FPOWETIE. © MRAZIO LS, MK, HIV. HBV,
HCV HDBROBNAH 2 EDE LTHIO IS T &, MEICHIz>T
. BHROERZ T 20, HEHOER, 1B I RA7BITHN
BTPRESEML, X8Ry T2 V7R IThiRnT &,

< B S THR IS A - G EITIZIK T RIS OIR T H O IGa
BRI, REDNHNULERIO Y TEEZITE T L,

c FUA—ET IV VR TH B, AU TE. sED EE S
I LIZD, BIGALRWESERT ST &,

< ARHPETHAT 2l I, REFERE LTI PV O LG
NTWBEDONH 5, dffllid. (K - 8BEF (Fv FOER)] £/
& [ BE BMERD] 22T 5T L, e oRiic X oIk
WCHEOBNHADFET B, WO BRIFFEHOSK, RBEE, <A
TERFEM U, KA RAZERALEWT &, WA X UASRE
YIs ik THERT B T &,
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