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c VARV VREOEZRY) VY RIMETIT S B, BB HUREFNSMEH Lxw

s

s WRDOHFURERIZEH L T0 258, MEDHEME NS T & THIERRMMEDIC
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* FEORD SRR U 7oA, FTcid e M ML OIKIRIC B 2 AF v - Othe

BTN TR,

* RITR U TR REOMEN AT v - ORIEMICE X 255813 100 = 10% TH 5,

i Clinical and Laboratory Standards Institute (CLSI) "1 k=)L EP7-A22 i
Mo ThToTze YAFT VM 0.5, 0.8, 1.5, 2.0, 3.0 ng/mL OIMiEHfA 5 filic,
B2 ST HE @R 8 AR ROYEZ I UTee ARX 2 RTHE @a s
ZEY YT VY AF Y V% LIRSS SRR L, SRETRT X,

[ENYE Y
e RIS (fiil 2 DY > 7D FER~ 1BR)
CULEY 20 mg/dL 989-103.1
NEFTEY 750 mg/dL 100.0- 1032
M) ZUET AR 2500 mg/dL 98.4-105.6
HAMA 1000 ng/mL 98.1-101.6
VY RIET 500 TU/mL 97.1-1025
k& 288 3g/dL 94.3-106.8
AV 12 g/dL 97.6-109.8

RO FEMEOHIF I 99.1 ~ 104.8% TH - 72X,
¥ T TIORLIET— 2 RENEHITH O . Siisk TR A 212 RIGAED S
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WET, VIRY VRN RN EEL AR LORED S B 379, TN DRk
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CRYRE/ Za—FIHEEEH L TWEIRTOF Y bR, AFy Mok
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HEMEN D %,

- VOdF Y iR EH| (Digoxin Immune Fab) O#dE ik, fuEillEdcldy %
UHUARANE S RSO Y IF Y VIBEERET H T LR TERVE LTS,
DIGIBIND D# 3¢ i&, DIGIBAND & ¥ &% U 28I sus il & Ti5d % &k
NENTWV3B 10,110

s BAREMEREY (OdF 7=y BR-VUF MRV VR, VARV £/ -
VFEFFVUR, VAFIT ) MEME (TRFILT IR IF RV
VFRNFIT U UTNAY TRT /YR, IFRYRC TRAYIUIY),
T DM E N2 ATRENE D 3 2 HAIMAF v b OWBEMIC G A % 8 Z B L
foo YAFTUREGEEV, RREFREGEOY IF T 2B (9 0.8 ng/mL
& 2.0 ng/mL @ 2 ¥ M7 —)b GHldY > 7)) 1. SWMEERINUZ. &Y
YTWERNE L, WY > TV L EWE R IRIN L 72 2 7OV ORIE 7z ik U e,
RN RTH,

VOF Y VPE (ng/mL)
0.0 0.8 2.0
R R
R W | EEEE | RSN | IR | RS
P (ng/mL) | oa| ozEal ()P | oEal ()b
VAFIFZ ER - 1.30 2.03 1.86 143.1 < -
IFEEFVUR
VAdFIHF Y E/ - 1.00 1.49 0.69 69.0 | 0.96 96.0
VFrFVUR
D 2% e 0.80 0.15 0.02 2.5 |-0.05 -6.3
TheFNTIAFT Y 2.50 2.70 2.34 93.6 < <
VERFIY 25 0.04 0.07 0.3 |-0.09 | -04
DA S D= 15 0.00 0.04 0.3 |-0.08 | -0.5
ITINA Y 860 1.38 0.28 0.0 | 0.22 0.0
FAZ /TR 2.25 2.03 1.65 73.3 1.66 73.8
ZFFrYRC 1.55 1.98 1.14 73.5 0.96 61.9
pA=V S 340 0.21 0.26 0.1 0.08 0.0
/sy 500 0.35 0.04 0.0 0.21 0.0
oL/ 1000 0.00 0.01 0.0 0.05 0.0
Canrenoic Acid 1000 0.36 0.08 0.0 |-0.04 0.0
v RoalFyy 2000 0.12 0.02 0.0 | 0.01 0.0
AFIVT L R=Vary | 7000 0.02 0.08 0.0 |-0.05 0.0
A2 N=AYA= 0 1000 0.15 0.02 0.0 | 037 0.0
FERFALT Y 5000 0.36 0.19 0.0 | 0.10 0.0
A= &= 250 0.05 0.06 0.0 [-0.12 0.0
7y R 50 0.00 0.36 0.7 |-0.04 -0.1
LYY 7000 0.15 |-0.11 0.0 0.11 0.0
a5 ¥ T 1500 0.00 0.04 0.0 |-0.09 0.0
FITARY 37,000 0.00 0.12 0.0 |-0.04 0.0
Tz AV 80,000 0.00 0.16 0.0 |-0.03 0.0
rTLTLYV 500 0.00 |-0.25 -0.1 |-0.03 0.0
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A 0.0 0.00
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D 2.0 2.56
E 3.0 3.84
F 4.0 5.12
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BHREN 7 TH 5T L E2MRT %,
cFY VT L—ABXUaY a— ) xUE T %,
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T dF T Y OPEMA 4.00 ng/mL ZHA Z Mk, “ > 4.00 ng/mL” DT T T hE
REND, TOMRKCOWTEFRRZAVTHRAEST 2T LA TE S,
FHEM
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1) Befk 20 pLICH LT U T L—% A % 180 uL iRIT 5.
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cRPEEOaY =g TEIIEL, Fr VT L—2 g YEHETS L, Y
b B —)VOREEAVEFERIFAIC A > TV 5 T L ZERT %,

s Fy )T L— a3 Vi 0 0.0 ~ 4.0 ng/mL

o, BUSENIE LEF vV T L— a VORRESEIICRES NS & ZO%IE
Wizl icFv ) T L= a YT BEFZVD, ROLEICEHEFY ) T L—
DEZ o
s HLvay NESORKEF Y M EGEHT 258
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cF YU T L3 VICODWTOFHNE, T 2 B0 22T 5 &,

5. mEEEAE

c AFy b OFHEH QLD LI REEOaY ho—VER LERET ST &,
iRk ORI TN, X0 MEIcay ha—)LEET % B2 EDTVBIEA.
MR DOFINHES T &0

- MEROKSEEFT eV, BREITS U Ta Y b a—LoflEzEnd %,

o O ba—)VORIEMAEHRPICA > TWVWA T L RMRT 2 T &, EHPHZ s
NTVBHAE, BONMAORIE-RITIE)E U, HEEITS T Lo BB
CCHFr U TL—rariziisT ,

6. #ER

e

ARFw b Tl 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) Z/HWTF v
VT L=y arh—TMEkE N5,
759

WERBICE>TRB T I ITMNCT T INERENDLONDH S, TOMICEREN
BAMMENEDH % 7 F T DNTIE, S 2 EROIEHINEZ 25 T L,

[RIEEROFIEE]

ARE Tl e b £ 7z isgEh oY I8 Vg%, 4.0 ng/mL X CIEMICER
THENTES, LLOWZET, VIFY U DMEHDOME LOFiH & T2 O
MR OWE & OBBEAVREN TV S, BOLIC > Tl E 72k iEirho Yy a3 ViR
JEHY 0.8 ng/mL Kiili T > T H BHOKNE AN DS T LML M E>TE
TWBEEDD 12, i 5Ea gl RIA A U7 Miat Cldiisiie < 0.8 ~
2.0 ng/mL & ENTVS 15, M%7 13 AP OWEED 2.0 ng/mL % Z AT,
MEHERE TS 2 A7 k5 12, YdF s vomhiEke UTid, BRTFE.
HL, W KO MRISE O BT, B L SR, 25, RS o, s,
SRRSO PR SRR, DI, SHIRA B B 12, NTI, I E 2l
DFRILEPRAL D RRENE NS LT VARG S 12, £ie, YO Vg
WTE, HMERYF2) AL a2 KT 2 ENTERNTOFET 205
Db B, £ OWIFT, Mkt L IEMHREL OIS D DEENH S T LHREN
TWa, T, BRIRIGAE, Fin, BHGEE. AUHEDIRE, JFHEAS X Uthio
HERIA 258 LT, B ARG RE T 20EAL S 12, FHIc OV TIEESD
BEETCORMNGEZBIBT 5 T &, Sk Uiz Y d5 2 ikl GLUERIpY) 7
WETH L,

HIELEDEFR

- [ CREER R E OMK TSGR GO G, IERRIKENR T D 5 2 O THlE
FEHRICHED < WM O R IARIEIRSE 2% 18 U TRAMmICHmT 5 2 &,

C BWEITIICH I TE. AFy FORERROATHR L, FER, RS,
BT RZR & L b TRAIICHIBT 5 2 &,

< Ay b OPERERD RIS PET 2856, BINOREEFTS T LZ2H#EET 5,

s VARV VEEOEZY) VTR MBETIT BaiE. BR 2 PUREANIMEH Lk
&,

© RURAE/ I a—F Uitz RO ENC X B Wi & O 2 - BE ORI
i, HAMA (Human Anti-Mouse Antibodies : §/i~™ At MMifk) DEENT
WA AHENED S B, HAMA ZETHRAE< Y ZE /7 a—F)UitkE vz b
THE LI, ELOHIEAAME S a5 5 16-18,

s VAF T VOGYEIEF Y ME. REEY & O IGIC K D BAROREE A A
F EEL BBHADND B, Kxw MTBF %Y dF AGEY & O3S0 R]
REMEIC DV TIE. BRMELDEE] 2) HhEME - HEEH 22T 5 L,

« f5% 7 DIGIBIND % 7zi& DIGIFAB IC X 20220 T 255, Y dF > VillEE
ICHEND S, P, BMELOEE] 2) HEWE - EFRHEZSIMT LT L,

+ b MEHR O BEFEUTA ., SRR O S 1T ) ISKIE L, invitro DA L/ T
YA EEEZ BT EH DB 18, BAHIC I ADEES B4, LWV
EMMMESNROATREND D 2. BWIZEITI ICHiz> T, ORI BE LR
TeNHB,

< BARICBIT 2 HIRFEIC OV T, RELDEE] (1) AEANOME, FIUE
EZBHTE L,

Q-3
PEREDRHM (X, ARCHITECT 7775+ ¥'— i 2000SR % L TfT> 7z,

(1) BIR%

AFy FOREBIEE. CVIO%LLFTH %,

FIPEOMEE CLSI 7' b 2V EP5-A219 1t > THiTo fre A L/ 7w LA HIRS
JVFarra—i (L1, 2, 3) BXUE Mg Sx L 367%, 21y kOiddk
BRU 2 AOKEENNT, 20 HHEOMBBIHICHED 1 H 21 2 BHGE LR, Fv
VT L— g VAT kT RSB 1 T e, SERE ISR,

£1 HBE
Al RREIE AT HEFFBITE

el B ow b n (ng/mL) SD  CV(%) SD  CV(%)
L1 1 1 80 0.81 0.020 2.5 0.024 3.0

2 2 80 0.82 0.020 2.4 0.027 33
L)L 2 1 1 80 1.72 0.032 1.9 0.053 3.1

2 2 80 1.73 0.030 1.7 0.040 2.3
L)L 3 1 1 80 2.88 0.069 2.4 0.075 2.6

2 2 80 2.89 0.055 1.9 0.059 2.0
8L 1 1 1 80 0.66 0.024 3.6 0.029 4.4

2 2 80 0.68 0.017 2.5 0.025 37
I3V 2 1 1 80 1.70 0.039 2.3 0.059 35

2 2 80 1.72 0.026 1.5 0.035 2.0
A% VI 1 1 80 3.53 0.064 1.8 0.118 3.3

2 2 80 3.57 0.056 1.6 0.087 24

¥ CTORUIeT—23RENEHITH Y . B CRAL SRR ENH 5,

(2) AFMNEURER

A+ OERMEIERIZHR T T 100 + 10% TH 3,

G D Y T > VR GUMEY > 7V 5 e, Y3F2 v aE 5ICHIE 0.0, 0.5,
1.0, 2.0, 3.0 ng/mL 2RI L CTHE 217> 7ce AFw b2HWTYdF 2 Vg
WL, FUCREFEH Uz, 4 DM ORILRE 96.0 ~ 104.3% TH - 7z, M
IKIE 99.9 ~ 102.9% TH O, #TE 101.8% TH- 7%,
¥ CTIORLIETF—RIIREMNEHITH D . SHF TR ZMRERTHENH S,

(3) FREMRM

ARy S OFMEARIEE 1.0 ng/mL Zi A 2 I TIEHRHEO L 10%. 1.0 ng/mL
Al CIRIRHEO + 0.1 ng/mL TH %,

MiEY > TV 5 F%F v U T L—% A THRRL THEREREOR 2170 720 A
Fv bHNTYaF T VREZNE L, WIRHEIC S 222580 % X 7 I3 IR D25
ZRM Utz MIEMA 1.0 ng/mL 2 2 2HH > 7V Cld, MRS 2 7250 %
13 -4.0 ~ 8.8% T, T4 2.0% TH o 7=, WA 1.0 ng/mL RiGOFRY > 7 LTI,
R RS % 2658 0.1 ng/mL UM TH - 72, Ay b QBRI 0.3 ~ 4.0
ng/mL TH %,

¥ TORLIET =R BNRENZHITH Y . SR TRELSERE NI HENDS.

(4) RRE

ARy OMHBRUE 0.3 ng/mL LLFTH %,
727 LR (LoB) &EHBRSR (LoD)

3y R0 LoB LT LoD %, CLSI 7’1 b =)L EP17-A20 126t BIiE (a) 5%
Al AARENE (B) 5% AN E L THEEITo 720 1HIOT S >8> 7L (60 [ERlE)
L ABIOEEY I+ 82TV (% 15 EIE) ZRWTHE L7z& 25, LoB i
0.07 ng/mL. LoD & 0.09 ng/mL T - 7z %,
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