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(SA BE MP) 22 A FaX—rarLEd, KGRA {W&(ﬁﬂm’z
B, BEAICED SA BivE MP Z 8B 5 | 2 fHF £, &I
TREATIVERGIL, REEWEERZELETB/F 2., SAEﬁz i

PIZHEG LTV D Rulbpy)s B HT B -7 I AR 1-42 HL{ED Ru
(bPY)s X, BRSO EICEDELE, N7 aE LTI TOIRTT G
(Z RV HE AR T DT, P R COFE LR A & L R 15
BCRIELET, FEROEBIELLIZXYI T L —ZDINTRENDS,
Ko B-TI0AR 1-42 IEZRHHLET,

[iBELDFE]
1. AEEBOME. REUE
T 0B : Btk (CSF)
HE B ZEE M 1 20~25°CT 5 HIH,
2~8°CC 14 HH.
-25~-15CC 8 ML E
(HURERARIE 1 (30D )
BAROBREL ORAFIEL, LLFOTRICH > TEEL TS

VY, A[BEZRIRY %ﬁ@ifi+ﬁ1ds%)ﬂu\f<7‘:“éu\
WO RA D0, & TROEZ A LHA T
EYAN

*(1)  MEMEZERIEHZC, FEJiE Pk CIMAFRIR (CSF) Mk 2%
E‘ybi—(j—o X1~2

(2) BEE®%O 2 mLIZHIE A LW TSN,

*(3) FET 2 — 7B BEIK (CSF) Mifk% 2.5 mL BRHL <
7280, MEORADPBD NG, LT a—T
THITZIZ 2.5 mL OREZFRIRUEL TS, 9

(1) RAEBEE L, CEHIET REEIToTLIZSN,
FRRHIERB O E PRI S E R LTS,

#(5) BRI F a—T B F OFFEEICEH L, HE
LTLIZS, —25~-15CTRFLIS A, 30 S

WZTr——Z L, B TOLRAEL TTEEN,
FERMRIT 1 [EET) e
JEE D
#3%1 pTau/A B 42 LDy M4 7 EIZFATER B O M ik % B
ICEESIVTNDIZD RIS IR R BUE F i L C

(B

LIZE,

22 EHEZEREH L., SV DEATROTF 22— T EATDEHD
ITAE R LR TLIEE N,

%3 MAERBUZIE, TCSE 74V AR LT 22— (2.5 mL

) (RS ARFE 0 VL ALy MRSt BT 5
63. 614. 625) 2L TTESWY,
JRHL, BAOREEF, wmo, Fa—7 1837
EOEAEITRET TSN, 72720, BIRIZILE Y &
DEATE. BIERNSELLTLIEEN,
TN T B EEA T AR hr—uiE
TENH LN TLIEE Y,
FRARZEFE I Z L DRNE ~ DB Z BT D720 BRI
BELZBIE, Fv) 7L —F K Oarha—/Lig 2
FCANIZRIEL TIZE, Fo, Fa—T DX vy
TEHE E AT T 201 L TIEE0,
2. HEWE - hEEA
1) TRICRTWEOBREETIE, AMOWEID
BUILL T O#IPANTLIZ,
150 pg/mL= B-TIAR 1-42 J#2F <480 pg/mL ORfA:
+48 pg/mL AN
480 pg/mL< B-7IRAR 1-42 &% =2,500 pg/mL D&
K £10% AN

%4 )

%5 N

#5%6

H2 %%

e W
=2 = 0.03 mg/dL
~ESur 5 mg/dL
ARIVE YR 10 mg/dL




vt F 1,200 ng/mL
U< FHE T 4 1U/mL
1gG 0.02 g/dL
IgA 0.002 g/dL
IgM 0.0005 g/dL
TIT I 0.05 g/dL
(2)  B-73I0AR 1-42 ¥ 6,000 pg/mL FTIE, Yo —r 8
BUICLDBIREITRD O EE A,
(3) FRIZAT 1T FEEHOM I BRSO NEIT G 2 D50 H %

in-vitro FER CHERRL 7L 2A, TROBIREETITHEC

52 550 B3 LU T ORI TLI,

150 pg/mL= B-73I0AR 1-42 JFE <480 pg/mL DI{K:

+48 pg/mL LA

480 pg/mL< B-TIAR 1-42 ¥ <2,500 pg/mL D

R £10% AN

J%5y VNI

Acetaminophen 156 mg/L
Acetylcysteine 150 mg/L
Acetylsalicylic acid 30 mg/L
Ampicillin-Na 75 mg/L
Ascorbic acid 52.5 mg/L
Cefoxitin 750 mg/L
Cyclosporine 1.8 mg/L
Doxycycline 18 mg/L
Heparin 1,100 1U/L
Ibuprofen 219 mg/L
Itraconazole 0.06 mg/L
Levodopa 7.5 mg/L
Methyldopa 22.5 mg/L
Metronidazole 123 mg/L
Phenylbutazone 107 mg/L
Rifampicin 48 mg/L
Theophylline 60 mg/L

(@) EBIT, TRITRT 16 EEORS BAMOWEICE 25

W% in-vitro R CHERLIZEZA, TROKREFTIX

HEN 2 D BT LL T OHFPHN TLIZ,

150 pg/mL= B-73ImAR 1-42 J4FE <480 pg/mL DIE{K:

+48 pg/mL LN

480 pg/mL< B-TIAR 1-42 ¥ <2,500 pg/mL Dk

R £10% AN

155y VNI
Atorvastatin 0.75 mg/L
Clopidogrel 0.3 mg/L
Digoxin 0.039 mg/L
Donepezil 30 mg/L
Escitalopram 0.192 mg/L
Esomeprazole 6.9 mg/L
Furosemide 15.9 mg/L
Galantamine 250 mg/L
Hydrochlorothiazide 1.13 mg/L
Lisinopril 0.246 mg/L
Memantine 0.117 mg/L
Metformin 12 mg/L
Metoprolol 1.5 mg/L
Rivastigmine 45 mg/L
Simvastatin 1.68 mg/L

B Ay A DR E G- 2 DRSOV TIE, CLSIAAR
S BPOT, EP37 Je ONEMNDAZE SIS RS AU HESE I
HESERELTOET, TROOR S4B AT IOV T

IFHERS N T ERE A,
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(6) AL/T AT, HFRRIUCWEDIAELTSE S 135
NIRRT LT, HRF RIS B 2T E TERNG

HERHVET,
*(6) ARAMEDIZAEFUEEEMRFTLISRE RIL, TROLBVTT,
WA 34 R

B-7InAK 1-38 10,000 pg/mlL <0.9%
B-7IaAR 1-40 10,000 pg/mlL <1.6%
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FEEF BT D72l 24 RERIC 1RO ERiZHELEL TWET,
FEEE O FTIERPFIBOFHEMIOWTIE, o Rl E
HTBRLTZE,
72¥, arhr— LV OREEAFTFEFHNICH D L2 RERL T
DABIRARRIEZIT - TLTES W,

CRIE#H#HRDHIEE]
AR OBAE T IEIC KO IIESNIRIA T O B -7 IR 1-42 2
BECLF, AB42) &, BRIz L—o 2 SREEY U BR{LZ Y 181
ZRCTRIES Rt o 181 AV B b2 B A (LR,
pTau) 7>5. pTau/A B 42 thaHHLET,
pTau/A B 42 Hl3/ NS A (& UE AL/, Iy A7l
=0.023 LILiZLFT,

pTau/A B 42 Ltk ) E
>0.023 Bt
=0.023 (=33

7220, AL LIR =2 — o 2GR Vg2 181 Ol
EMRHERPAZ SIS AE. LT O — U LTzhi> THl
ELET,

- HIEMEAY A B42<150 pg/ml. AB42>2,500 pg/mL, pTau
<8 pg/mL b LLIE pTau>120 pg/mL L7g-7286 | A MIEMEE
ZFNZEIAB42=150 pg/mL, AB42=2,500 pg/mL, pTau=
8 pg/mL, pTau=120 pg/mL EEXHz 2%, pTau/A B 42 tbE
HHL, Oybd7 el E£9,

[BRERMEE]

TIINA—I5E B-TIARDOEE (7TInAREE, ZABE) 2k
RS 58 IINDNG S gWil gyg: FE PR I S (s TRy e DN
A SN 12 4 2 L 2 o "R 8 G Jan B 55 SO R N 2 FEE 9B I
REBZLNTWET, MBI (CSF) F o 42 F LD TR B2
5 B-TIBARXTFRCTHD B-TI04A8 1-42 LV FR{LX T EAD
H(pTau/A B 42 H) 1X. 734K PET s BN T I0nAR g D
LBRRN AR CE M~ —D—LL THRALESNTOET, R
285 pTau/A B 42 O EEMIIFRINER BRI AR T AL R01E
A fEEHCHES N TR T2 9,

[148E])

[ - HEEES SR oI, R - TEe: - R
MEDHFRREATST25E . FLOBMSEICEELET,



(1) B
D B-TInAR 1-42 JJE 40 pg/mlL LA T OFEAERR A
ETDHEE, FEEIREEIL 4,000 counts L FTY,
2)  B-TI0AR 1-42 #E 200~750 pg/ml OFEUER %
BIETHEE, FEIEHREIT 10,000~90,000 counts 0D
FPHN T,
(2)  IEfEMERBR
O 0 78 5 o 4% R 306 (200~750,  1,000~1,500 K& O
1,550~2,100 pg/mL) ZHETHEE, B LRI
DE20% LN T,
(3)  [FIF LB
Al —%& Bk (200~750,  1,000~1,500 & Y 1,550~
2,100 pg/mL) % 3 [El[EIIFFIZHIE T HEE, WEMED CV i
10%LL FCT,
(4 WEFHE
150~2,500 pg/mL
(5) JE T FRAE
LoB : 50 pg/mL
LoD : 100 pg/mL
LoQ : 150 pg/mL

CLSI HART A EP1T-A2246~>T., 7T 7 FIR (LoB) .

RS (LoD) . PR (LoQ) R L ELT,

ERPR T REERBR A AR

THAFEFNEEBEIS T (Subjective Cognitive Decline) & OV
FREFEE (Mild Cognitive Impartment) E2 WS- BE DR
L7z CSF @ pTau/A B 42 b OREREF L, 7InAR PET s
FEAGE9LRER) 2 ANFL., BT ATV ELTZ (Apollo 3
RD002678), pTau/A 42 HlEl =7 — A3 3K -TInAF
1-42) N =7 — 3 23838 Vo fig{bs ™ 181 % AVCRHL
FL7z, HEREROHEIEITFH L7 pTau/A B 42 FOR A
L3 NDOFEFITEDTINAR PET M Okl A belk L
7oA, Bt —EeR (PPA) 80.0%.
AR —HE (OPA) 84.6 % L7V EL Tz,
TIaAR PET A& RGPED D pTau/A B 42 LEatEL flE S T- 8
BOHE . 6 BFillE pTau/A B 42 LD I b7 D = 10%HFHN O

lE7eo72 (5B 1 BlILTInAR PET A DFR T 2 4 ik,

L A BEMELHIEN D) IEFITHY, 7D 2 HloHs 1 HNIET
IR PET A O FHE W CHEN G IIEF TholoZ s
MH, HRAE TR TEHELCTVES CTholobBE X bivEL
Tz 730AR PET ARz tEA D pTau/A B 42 FELEGPELHIES
726 D5, 2 fill% pTau/A B 42 LD b A7 D +10%%5
WOEE72STIEFITHY, 20 4 FlDH 1 FlIETI0AK PET
WA T2 Atk 1 L BIESHIEN S ITIER T
Hol=ZEmb, WRE CREREDPTHELLTVES Tho7 LB
ZBIFELT,

TIuAR PET fA O E#E R
Btk (520 &Rt
BEE | 32 (35.2%) 6 (6.6%) 38 (41.8%)
pTau/A B 42 (=3 8 (8.8%) 45 (49.5%) | 53 (58.2%)
&% 40 (44.0%) | 51 (56.0%) | 91 (100.0%)
PPA 80.0% 95%CI 65.2%~89.5%
NPA 88.2% 95%CI 76.6%~94.5%
OPA 84.6% 95%Cl 75.8%~90.6%
BEROEENE

IFCC ERM“-DA480, ERM“-DA481, ERM“-DA482

(AL XEMmELD EDER]
1. BRIV E (BRI LE) OER

(1) IR OARGSOTHRNTE, AV TRIR, ERERED
PR N ORI IREEZ 5 9 57080 AMAICE# AL
RN L TIZEN, Fo, JERK TRIZESFE
PerTLEEN,

FatE—E3 (NPA) 88.2% .,
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(2 HENFESTHR DI ASTHAITIE, BEHIZKTLW)
SANPRNRT 72 E OIS BIEZATV LD IVULEER
DFYTREEZIT TLIEEN,

(3) FRIKDFHSTRE K OB AT B L7235 A1TE, EBICKR
FOKTHOVIIL TTZS0Y,

(@) RIEEIFUIHAITIIARTHINL TOHREE - TLIZS
v,

(B) BEZZIFUIG A, iSRRI CE 20 2R L 1,000
ppm, 0.1%)72E DIHFHEIRZ AL TLw) SACRKEE-
TS, 2B, MEMABRITIE, TAMOFERLICL
DPEARHEL TIEEN,

(6) BRI S OVAR d & B 4D 35 I C I S 2 L7 T
IEEW,

(1) BAKIZHIV, HBV, HCV 72& DUANAIZLDEYL DGR
HEABLLDOEL T, ARSI A A L7 gr H
I E AR RIRE 25 2 VT 121°C T 20 43 B LA o m#
PR ALERZ 20, IR SRR (7 ZhHE SR EE 1,000
ppm,  0.19%) ICTRERHILL FIZ37e 81 I FL T80,
ZHBDOEETIX, U SANTHBRR AT TLIZE N,

8) AREIIITLVAX—LCEEZTBZNNHD 2-AF LA
IFT = =3QH) A - EREE NS FNCWET DT,
BRI L W) SAITHER L TS,

2. FREDEE

(1) KEOBEOHZMEL, AL TEAINLIZEEZERMLE
BATOFIE, RS K OWIFE SIS THREES L TVET, £
7oy TOREZ - ATEM2E TE o B IcEE LTl
k=AM

Q) WIS B TRIFL, @S5 6 E
DAL TERAT LT b 06 F B 238 X 726 O 1345 H
LN TLIEEY,

() BybDELDRE T FE - EERE ALY THERL
TRNTLTES VY,

(4) BRI 7 IIEHT DR, B (Water bath 728) 1232

F7=0 LN TLIZEN,

Ne—a—RERbLIEY, U TRATHRELTHELEZIL

7RNTLTES VY,

6) WEORNLT R TORILLPERE P ORIL DO M2
RLTLEE, RIEBHDHE AR TLIZEN,

(1) T _RTORIEIIIRAFE UL SIS FITIR O Z 2 TRN TS
7EEW,

(8) TR TOFRIKILBA B L5 TR IR A DVE Y% BT C
IEEN,

9 JER K OPEEFIROFIRUI I TR ROKZEH L, KiE
I OZRNTEES N,

*(10) MR, 2 hr—L RO U7 L —2 3 R 20~25°C

WZRL, JKEMLTLESY, 72720, MULIRVIBETZD,
YOS T LR TLIZE WY,

A1) REEALEH R ORETDEIE, vy 7 OEIGRIEEZ 1T
RNISIT, FELOMRAE TR K OMRIFL TLIZEW,

(12) MAGREEDI BT m/WE, FERHNCEESN TOET O T,
FAEDE AL TTZEN,

#(5)

RELDOFE

(1) HEICEVAECTZBERICOWTIE, B L LRRR I
MITHBFOUILEATo TSN, Fe, INLEFEETD
WA, BEERFIRICES> TEDLNHEICHES T
72EW,

(2) HEHBEORBEREIET DAL, BEYICETOHE
Ao CIEFRBEHE) UL PEE BT 72 & K BI L CILBEL C
&,

(3)  BEFETDERL, AKEVG B L EFE OB R L CLBEL
TLIZEWY,



*(1) =o—U AR Tkl (BI5E) Z RO EEHEIET L5
BNIRT N BIRE (27— A ZY— ) IRE LR
NWTLEEY,
(BB A% - AEAME]
1. BFEA
1) TIN— AR HE B-TInAR 1-42
2~8CTIRIFL TLIZ WO (S B TS,
T A SN TLIEE N,
@) =7—v 23 Tk (5)58)
15~25°C TR L TS W (B 1R T CLIEE W),
LR A EISRN TS,
2. BDEM
1) =7 —T AR FE B-TInAR 1-42
24 A
i - IR (Exp IXAMAIZRE &L THY £,
(2) =7N—T AR HE Tt (B5E)

24 5 A

IR (Exp IFAMH IZRLA L THV ET,
(B ]
TN —VARHEE B-TInAR 1-42 CSF 60 7 Ak
MP (M) 1X6.5 mL
il 1R1) 1X6.5 mL
i 2(R2) 1X6.5 mL

* T L— ZRE Tk (Bl5E)

“atv 6380 mL
*T 7 L— L ZEE Tk M(BI5E)
PA=Ei% IX2 L Xi¥ex2 L

T EHTOIHBRICEDbE T — VAR T e idy
N—P ZRIE T o MATHERKIESV, SARBZRERENT
SNFELIBEAEETEIMWADELEEN,
(EX:3:49
1) Blackburn, G.F. et al. Electrochemiluminescence Detection for
Development of Immunoassays and DNA Probe Assays for
Clinical Diagnostics. Clin.Chem. 1991, 37, p.1534~1539.

2) RAELREBIRITARTA AN E B SN, AAMREREE.
ARHESR BRI AR T A2 2017, BEERE, 2017

3) AAGREMEY R, AARBERMEES, AR S, EI EN
PhRRRE Y, HARBEELS, HAMBIRR AREE. RRIE
(BT DM REIR « MR AA~— T — DR IEMH AT AR T
(%5 3 1)), 2025

4) Clinical and Laboratory Standards Institute. Evaluation of
Detection Capability for Clinical Laboratory Measurement
Procedures. CLSI Document EP17-A2. Wayne, PA: CLSI;
2012

[(MuL&htik]

B s AT Y JAT 4o 7 AR

A<= a—arrZ—

T 108-0075 HUAUHBHE R 1-2-70

TV—F A%V 0120-600-152

[(RERTEEDKA X THMHRUER]

T a s BAT YT ) AT o) ARt

T 108-0075 HUAUHBHE PR 1-2-70

V=& A%/l 0120-600-152

aNR, IHIL—Y AR ELECSYS [ Roche D& HZEIETY,
ZOMDLTHOHURELERVERF., EHEEIRBLET,
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