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SNTeAEDELD T, IREEEEHWEHERADOBE ST %,
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IR DEERA

- FRAAS K CREMEMEICWIS Licadt, #neiTs Tk,
+ BIADIRIEZRIFICHES T L.

(2) hEE - PhERA

© RUSTR LTS IBE OB Z RN L Tz & & OARF Y b OEIER, FH4 100 £ 10%
THb,
Miihid. Clinical and Laboratory Standards Institute (CLSI, [HNCCLS) #A K<
A ¥ EPT-A22 12§t > Tiiotee 72/ 7NV E Z—)LISEEA 15 png/mL 5 & T 40
pg/mL OMHERAKIT, ROWEZFIL TRHE LIz L T A, BIERIZFE 92.1 ~
101.2% TH - 7%,

M) Z VLI AR 2500 mg/dL
RS A=15 500 mg/dL
ejirer 15 mg/dL
(IR 2 >R 3 g/dL
TR R R H 10 g/dL

¥ TORLIET =R INRENZHITH Y . SR TREL SR RIHENDS.
* HAMA B5& UV U FHF (RE) {FHE FTOARF Y FORIPRIE T 100 = 10%

TH%,

MEtid. HAMA B3Rk 5 i3 & O RF Bitk#ik 5 il 7 = /700 e 2 —)L iz i
15 pg/mL BET 40 pg/mLIC742 K S ICRL TIE L. [FIICEZ R Uiz,
HAMA 1A CTOPHEIHEE 97.0 ~ 100.1%. RE AT 99.3 ~ 99.6% TH - 7%,

¥ TR UIe T =2 3RENLHITH D, SR CRRL 2R 2RI HaNb5,
AL ARG L E I PIR G KD MBI 2 5 X B ATREND & 2 Fi 4 DY

DWTRARKIGHEZIE L, AFy FOREMEZHE Lic, 7 /790 2 —)Li
JEAY 15 pg/mL BET 40 pg/mL I3 K5 ICimLiz e M MRk 4 OYE
BRI TZAS R, SRS 7 BV E 2 — )L & ARV E Z— )V CIEE
02~55% KX TH-te, 7TENVER—IVEEL 21.9% K, ARV R—)LIE
100.0% %# % 2872 KIS 7 LI,
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TIMVTFI Y 25
TEINVE Z—)L A 30
77NV E H—)b 100
N)bE2—)b 100
THEINER—)V 100
JWNREE Y -10, 11- TRFV R 240
IRV TTERFV R 100
ra)ravyy 100
77—k 100
IhhAYV 300
5-TF)N-5- TV hAY 200
p- L REFT Tz /e R—) 22
ATV 20
AR 2—)La 15
ARRAIVIR 150
XY MV EZ—)L 100
e 3 a4 300
TYVIRY 200
Ve Z—)b 25
FAXRY Z—)V 100
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(FEEY - e Mg, 7 /7N0VE &=V (#EH 79 v T L)
Fr )T L—ROWRER L FICRT,
FrUTL—% (pg/mL) (mg/L) (pmol/L)
0.0 0.0
5.0 216
10.0 43.1
20.0 86.2
400 172.4
80.0 344.8

W 7E O A fifg & 72 [ B A UE (L B #6 (ISO : International Organization for
Standardization) DRIEICE T 2 N lEN EDRID A A F (GUM : Guide to
the Expression of Uncertainty in Measurement) 35X T Eurachem Guide for
Quantifying Uncertainty in Analyical Measurement (Eurachem/CITAC Guide) 15
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PRRARHEN S (k=2)

FrVUITL—% pg/mL, mg/L (pmol/L)
SEIIS
5.00 + 0.2384 (21.60 = 1.0299)
10.00 = 0.4482 (43.10 + 1.9316)
20.00 + 0.3451 (86.20 + 1.4873)
40.00 £ 0.6181 (172.40 + 2.6639)
80.00 % 1.5189 (344.80 * 6.5467)
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—IZREE N
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HEARRE DAL LRI RO
pg/mL 431 pmol/L
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CWIEEA—H—T 5,
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7 x /3L E 2 —)LORIEMA 80.00 pg/mL Zi#E A 2 AlE. ">80.00 pg/mL" O 7
FUNERENS, TOMKICTOVTRFRRZHOTHERIET S ENTE S,
FHER

HESER UG © 10 5

D B 10 pL IS LTF v U 7 L—2 A% 90 pL g %.

2) HEWRA — A -l £ zida >y b a—)bA — X — il mRGEZ A1 5 C

Lo TRAIOY > TIVIREAHBIMC R M S, IERRE LTl S5,
TRA—H—DFHIC DOV T, (EHT B EEROEHEIHE 22 5 &,

4, FvUJL—>av
cFY VT LR A~F 8L 2EHWET S, Fv )T L—2EnE%. EBICHIE
T3 L,
cREEOaY ra—LES TEHEL, Fr )T L—ya vEHITZC L, aY
b — )V OREFAVEEIRIPHIC A > T2 T & ZERT .
+ Fv )T L— 3 Vi © 0.0 ~ 80.00 pg/mL
s —fE, BSE I LRy ) T L—y g VOBEMEERICREE NS L. ORI
HWETLICF Y ) T L— a3 Y EITIRERROD, ROELEICIEHF YV T L—
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5. mEEEAE
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MELMER O TNEICHES T &
. :1/ b O — )V O BRI S i CREETRETH %, BHAFAZNAN TV S
ESNTNERSRIE IR & U, ﬁ(l"lﬂ??ikﬁ Tk, BREICSCTHFY YT L—
varreiisl i,
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739
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WREMEDH 2 7 F 71c DT, T 2BEOBIEINEZ 2T 5 Lo

[;ﬁﬂi%%@ﬂﬂjffifl
D PELESAREY D FE SOSTEDE N S ¥R 2 PIE L TR S N lE
%?L%MLW%T?E@W%¢\%@Tﬁi?%l&%fﬁﬁwcC@ﬁb‘*A
DOEFICH U TIEEICF CHEEZMHT 3 C &, RN ZTHEIC DN TR RS
DOHENMHRERZEETHT Lo
MEH T x /7L E R — VIS L i s & Gl BIORMIC I, SRR
EHENTVS b, BIAWARICEW T, BIREEETZRETE T = / NV X —)
@ﬁ#ﬁ%ﬁ?é:&%ﬁbfv%7 71 /N R—)LVO#EE, FICHE AR
DFEE LTINS, SMERICIEIRR. &F 0, @R S 5, DEOEHIE
L®%Huﬁbfﬁ%&kﬁ%8oE%ﬁﬁ%mﬁfwéﬁéﬁuﬁmkﬁkﬁﬁ\k
FRMERIE R F AR ERIE 2725 [ 22 0 911, £ DMETR, 7 /B R—)L
DI PIEEAS 15 ~ 40 pg/mL ORIFAN THRIEORBIZMZ 2 LM TES 12,
B ARG EB R T T = /7L E X —)VIIE O Jz & O MAARHUEIIC DV Tid, 3
ROEFIRC 2SI 5T L,
HELDEE
« ORI EEE OMATIZ BRSO S, JERFRNENIEE T D 5 % O THlE
FERICHD Mumorﬁ%ﬁrmhﬁ%ﬁﬁLf%AMkﬂ%?%Lz
« ARFw b ORPERSRDEIRAT RICHTIET 256, BMOMRTE 217U HIE S H 72 2
T3 ERHRT B,
C BWIEITICHTz > TE, AF Y FOWERBROB TR, R, MHOMREREE,
BT RS & & b CREIICHNTT 5T &,
TEINVER—=)VEBX T ARV E Z—)VIEHHENIC 7 = /73 )V E Z— Uil Twv
. TNDOHEANIAF Y FOMBICHEE G2 D,
. 77%&/7:1 FIVHiAZ Fl O T2 ENC K 2 2 M Oa k72 20 7o SR8 O Rk
i HAMA (Human Anti-Mouse Antibodies : i~¥ 7 At rifk) BEFEFN T3
HEMER B 5, HAMA ZESTRiAE< Y RE /70— Uitk EfV =5y b Tl
ibt%ﬁ\ﬁbwmmﬁﬁﬁahﬁwT%ﬁ# $H5 13 14,
. t B ifid i O BT UAR ., BRSO fE ST T ) SRS U invitro DA LI/ T
ANCHE G2 BN %, MIKRICEIEUADEIES 256, IELWIlE
@ﬁﬁ%h&wu“ﬂﬁ%%owﬁéﬁi CHIeoTiE, MOTHARE L 155 T
LB 15,

[t #E)
(1) BIRHE

Ay b ORI, CV10% U FTH5,

FEBTE, CLSIAA RS+ > EP5-A216 1efto TRt Lize A L/ 7w Ak~
VFarra—) (LN 1, 2, 3) BXUIHIDOL MK SFIVE 3 0y kO,
3ROV, 20 Afichzd 1 H2E 2 ElE LR, v TL—yavid
HaFEO Y R T RIC 1 T e, SRR RITRTH,

Al SEfE (ﬁ'J»tV\]F:HEIft KO FEIE
Y7L ¥ mwlk n (ug/mb) CV(®%) SD CV (%)

1 1 80 9.37 0.31 3.31 0.34 3.63
L1 2 2 80 9.26 0.32 3.46 0.36 3.89
3 3 80 9.40 0.24 2.55 0.33 3.51
1 1 80 23.59 0.72 3.05 0.82 3.48
LNL 2 2 2 80 23.34 0.73 3.13 1.01 4.33
3 3 80 24.11 0.63 261 0.70 2.90
1 1 80 47.30 1.21 2.56 1.52 3.21
L)L 3 2 2 80 4851 1.38 2.84 1.48 3.05
3 3 80 48.87 1.28 2.62 1.45 2.97
1 1 80 9.64 0.32 3.32 0.33 3.42
A VI 2 2 80 9.46 0.27 2.85 0.35 3.70
3 3 80 9.68 0.27 2.79 0.32 3.31
1 1 80 37.15 0.97 261 1.22 3.28
ISRV 2 2 2 80 37.36 1.06 2.84 1.41 3.77
3 3 80 38.75 1.13 2.92 1.28 3.30
1 1 80 56.21 1.52 2.70 2.09 3.72
VA VK] 2 2 80 57.76 2.44 422 2.65 459
3 3 80 57.32 1.58 2.76 2.00 3.49

¥ TR UIe T —23RENZHITH D, SR TR 2R R GaNb 5,

HEHPAD LB (80.00 pg/mL) (LDOFBIMEZFHIIS %72, 3 1y hOREE,
3RO ZHWT, 5 HECDID 1H2R 2EMELL, Fy VT L—a Vi
HaSEny h TR 1T e FEREXITRTR,

i Al RRE[ P PN A Fa B
Y7L B2 mw b on (ug/ml)  SD CV (%) SD CV %)
it 1 1 20 7698 140 182 193 251
A2 2 20 7118 218 306 293 411

3 3 20 7507 303 404 309 412

¥ TR U T =2 3RENLHITH D, SR TRRE 2R 2RI HaNb 5,

s« FBIRM% (Reproducibility)

Mitld CLSI A A RS+ > EP05-A31T 12fit> T o7z, % 1 1w RO, Fv )
TL—a miRoay bo—) VR LT 3 6 Tt 21T 7. 3floar bo—
VHEIT 1 Hlo Mg 3Lz 5 ARCHED 1 H 2@, 2l et 3EMELR,

T PHTREIE i N B @ FHBUED
YT n  (ug/mL) SD CV®%) SD CV(®%) SD  CV(%)
LN 1 90 849 0177 21 0193 23 0197 23
L2 90 1704 0300 1.8 0337 20 0337 20
L~L3 90 6881 1.173 1.7 1342 20 1370 20
RESIAI 90 4086 0776 19 0776 19 0961 24

a MR GUENEBIME . JEREEME. HAAmBEZ &

b GHTREE GUENEBE . MEMEBME, H2EBE. BliEstz a0,
(2) AFINEMRER

A b OEMEINEGE, T 100 + 10% TH S,

5Bl > Ve 5 FHlomEy > Tbic, 7 /8 VER—)VZIE O, 8,
16, 40, 60 pg/mLIC7%% &5 TG 2 o7z AF v FZHWTT = /730
U — VSRR E U, BRI L & T2, iy > 7V 94 ~ 99%,
M4 7 IUIE T 95 ~ 100% T, 15 & DR T 97% Th - 72X,
¥ CTUORLIEeT—2IEREMNZHITH D SHi TR SR 2 RIGaN D %,
(3) FRELRME

Ady S OFFHEARME, T 100 £ 10% ThH 5. WREEORG 21T 728

3FDIMEY > TV & 3FIDMIEY > T )NieF v ) TL—2 A THRUIZ, AFy F
EINT T 2 /790 2— VB2 IE U R 2 5 U, SEReXIomRd X,

mmiEY > 7Iv
3 FEE TR AR
Mtk EoiN R (pg/mL) (%)a
TR 76.88 -
! 1:4 19.69 102.4
1:10 8.32 108.2
1:40 2.28 1188
TR 77.82 -
2 1:4 19.31 99.2
1:10 7.98 102.5
1:40 2.13 109.5
TR 77.83 -
3 1:4 20.30 104.3
1:10 8.03 103.2
1:40 2.14 109.8

P = 106.4%



gy > 7

ESIS A RRE KR
Bk FUNERS (pg/mL) (%)@
TR 76.09 -
1 1:4 18.65 98.0
1:10 7.69 101.1
1:40 2.00 105.1
HERR 78.36 -
2 1:4 19.31 98.6
1:10 8.07 103.0
1:40 2.17 111.0
AR 73.68 -
3 1:4 20.16 109.4
1:10 7.82 106.1
1:40 2.18 118.2

1 = 105.6%

TR IR (ug/mL) X FfRAsEH

a FRREHRIE (%) = : X 100
A Y (pg/mL)
¥ TTUTRLIE T — 2R IRENAHITH D, B TR DR R HANS 5.
(4) BRE
SIMRREE

DHHRE IO FIREEZE LT, T3V TIVOENCT S5V 7> T Ivd
2SD & B L CHEEE NS, Ay b OSHIEEI 1.10 pg/mL LT CH 5.
759U LR (LoB) HKLUMKEFRR (LoD)

AFw FDLoB & T LoD %, CLSI HA RS+ > EP17-AI8 icftw, Akt (a)
5% A, AR (B) 5% Kk U T Z211- 7, 1BIOT 5> 7827 )b (60 [
WE) & 5 BIOMCIEEY > 7L (&% 15 [mlE) ZHCTHlELZE A, LoB & 0.15
pg/mL, LoD i& 0.34 pg/mL TdH -7,

¥ TTORLIET—RIRENEHBITH D . S TRER MR R HANH 5,
(5) RIEHEEH

HIEHPHIZ, 1.10 ~ 80.00 pg/mL TdH %,
(6) MEBAMFERAER UEBIEADELENE

1. HERAEERAA

ARFw bl PEIULT x ) 7NVE R =)V - A F 8y D OMERRI 351 2 B
@, % 1.00 £ 0.15, HBHEEK 095 ML LETH %, MINCHVTIE. BRI LT
Passing-Bablok i: a 2 iU . i Rz XICrid ¥,

= Y
TRIREL (95% fEHEX D (95% fEHEX D FHBEREL
093 0.44
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