CORMIXEFXILHRATHLFERLTESLY,
Fz. BERFICSHEDHDIICRELTELTESLY,
PRS2 I 2 % 2019 4 11 H 8T (% 6 )
%2019 4F 1 ASET (3 5 hR)

cobas’

[ E L DTE]

5 R 72 2 51 13A2X00206000152

[ 3/828 S 2F4 ]

TIRRSDF—ILFVE
IH)L— RO &
E2IV

[£E7EER]

1. AEIEERAZEHCTHY, 2 LSO B BIZEEH LTS
72E,

2. JERE R FESERRZ WL, BERIERCIEN DM ARE R L
LR, Y E RS A RSB TLIZE W,

3. WA SCEICEERE N B R OB RIS CTEL
TLIZEW, Fed a7 B L O k- FHEDSLCofE I
DT, JER ROBHEMARIEL R ET,

4. fEM T 2B O IRAT SCE M OBk A B 54 <SR 7
o THEALTIEEN,

[(ReAK-HEEZE (FVEDERD ]

1. IHUL—REE E2IV
HERGASR /vy 7D

MP M)/ 2,
ANTNTE D a—T TR~ A e —T 4 7L
(SA Tt MP)
ARIR1R1)/ B
EAF AT AN A — TR )y —F L Fik]
(A F oAbt E241iK1)
EAF AT AN A — AT RE )y a—F L R2
(A F oAbt E241ik2)
A2 (R2) /2
~IA@Q,2’ - YNV T =0 A(MDEE#R AN VA — L
(Ru(bpy)s 155 E2)
2. IVN—REE TAtIL(FIFE)
HERERIE/ vy 7 D
“atv)v/H
K7L T
HEE) 1. 203MA AR THEHAL TSN,

(R EM]
1 T g O AT U — L (E2) DRIE

(AIERE]

oz

Ay NI, MG I MEF DT AN DA — /L (E2) ZRIETHH DT,

BRACFEFSIEREEECLIA HB)EHIEFRBELCWETY, H1
BISELTRIR, B4 T AL AN VA — Ao FE ) Ja—F v
PUk1 (B F At B2HUR1) RO 4 F ALl AN A — Ly
PXE/Ia—F AR F AT E2HUR2)EINZ A L F 2 —
arLET, B2l L TR AR, -E V)L T = A(11 )G
T AN VA— /L (Rulbpy)s ik E2) R OAN-FRTE Y a—T
Tt~ A 3—7 47V (SA Bt MP) Nz A FaX—Tark
LET, JUOSBEAWRETIE BTG IL, BEIED SA Bt MP %8
B & AT ES, WICN 7 ae V725 L, REGSHZREL
F9B/F 438, SA Wt MP IZFEA&L TS Rubpy); % E20D
Ru(bpy); [T EBA~DHIEIZEDEELE, N7 BE LTI TOIRILK
JRIZ LD HRL TN AARD KT D C | FTERH COFEEIREZ -
& CRIELET, FROBIEEZ L=y 7L — S DIIEBREDD,
IR OTANT A — /L (B2) IREERHLET,

1/4

1. BEHBOME - FEE
TE R 3% S AE (-~ U EDTA)
HEREI O Z2E M 1 20~25°C T 24 KFRE,
2~8°C T2 A M.
-20°C (£5°C) T6» A [HZ5E
(HFE AR 1 Bl 72)
B OFEEIC L > T, BER RIS EE KT THERHY
FTO T T 2 ME O RIE LD RIS TIZS Y,
R O HDIARE, A BT SE D ER T CIZE W, Fe,
TNEAL 7= MR AR F L7 T7Z &0,
T AT N T 2B EH T DR s — i, BE AL
AN QU -\
FEINZ L DWNE ~D B A RIS 5720 BEs I CRR B LI R
K OFr 7L —2 3 2R NI EL TESW,
2. EME-HEEA

(1) FTRIORTWENIRGORE G2 D0 BB L s
A, FTROBREETITRAEICEZ DT E10%LL
NTLT,

e P
B (~E7aey) 1,000 mg/dL
HYH (BULEY) 66 mg/dL
HE (R FUEYR) 1,000 mg/dL
TITI 5 g/dL
1gG 70 g/L
IgA 0.4 g/dL
IgM 10 g/L
V< F K+ 1,200 1U/mL
EFF (B FI B 36 ng/mL
1 EAFUA(EHI B)E1IAS mg YL EHESLTWDE
FHPOOBIMIT, 5%, D7 &b 8IRFH UL kil L
THBEMLTIZEN,

(2)  7N_ARNZ b (Fulvestrant: = Akva 7 Al BBt FL
PR A B 5B E OBRITIE ICE L £ A,

(3) AT uARAIEOFLEIIARTHOREIZIBNT, i
RSN Lo THIE MBI R B % 5-2 5 nRetE s d
DET,

(4) 16 FEO—fRHI7RIBEENAR L OREIZ G 2 DB In-
vitro SR THERLIZEZA IO LN EF A TLI,

(5) TANTVF—/L(E2) =100% & LTI-3E DA 5 it
(%) IFLLF D LB T,

A AR 75 SO | SN
(%) (ng/mL)

6— « —~Hydroxy—Estradiol 102 1
4-Hydroxyestradiol 3.073 10
Aldosterone n.d.*? 100
Androstendione 0.005 100
Equiline 0.032 100
Estriol 0.325 100
Estrone 0.761 100
Estrone—3 8 —glucuronide 0.001 100
Estrone—3-sulfate 0.001 100
Ethisterone 0.006 100
Norethindrone acetate n.d.*? 100
Pregnenolone n.d.*? 100
Progesterone n.d.*? 100
2-Methoxyestradiol 0.028 100
17 B —Estradiol-3,17-sulfate n.d.®?2 100
178 *EsFradlol*S* B-D- 0.007 100
glucuronide

178 —Es‘Fradlol—17— B-D- nLd 2 100
glucuronide
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4.

(7)

17 B —Estradiol-3-glucuronide—

17iulfate ) 0.002 100
178 —Es‘Fradlol—S—sulfate—l?— 0.006 100
glucuronide

17 B —Estradiol-3-sulfate 0.014 100
17 B —Estradiol-17-valerate 0.059 100
17 B —Estradiol-17-sulfate 0.016 100
2-Hydroxyestradiol 0.053 100
17-Hydroxyprogesterone n.d.*? 100
17— « —Ethinylestradiol 0.279 200
Cortisol 0.004 200
Cortisone 0.002 200
Tamoxifen n.d.*? 200
Chlomiphene n.d.*? 250
Prednisolone n.d.*2 1,000
Danazol n.d.*2 | 10,000
DHEA-S n.d.*2 | 10,000
Mesterolone n.d.*2 | 10,000
Testosterone n.d.*2 | 10,000
‘(5]; ILJ{T—)Dlhydrotestosterone nd# | 10,000
5-Androstene-3 3 —,17 3 —diol n.d.*2 | 10,000

%2 n.d. =HHESELLT (not detectable)
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1. BEHROHERVSELEHE

SELLEHH?
TANT YA — ViR E (pg/mL)
PER n g | 25975 S B A L
: P fiE £ 1.96SD*

Bk 100 | 27.1 14.6~48.8"%
i
- e 95 50.8 28.8~196.8%
- HEINH 78 185.6 36.4~525.9%
- AR 78 163.1 44.1~491.9%*
R 47.0 LA™

ke 891 <50 (= 11 97.5% )
TR Atk
- W s
(450 F ~13 36 ) 84 | 921.4 208.5~4,289
(4 3HOR ~27 e ) | 25 | 10:220 2,808~28,700
- "
(28 0 H ~383) 38 | 22,610 9,875~31,800

AT 715 /3T AN 23EI28 D MEAN£1.96SD/ /2 735 AR v
I8 D 2.6~97.5 /R—k L ZANTE

FEVERIDHIL, WERRE, IES:, FEEER RS IC K 272 535

HBHVETOT, KMk THRELHRD F 3REL TLIES,

2. BAROFER

B EFPH LRREAB 2 DR EE R LIZRIA L, HOOCH &EE

BTRMENDREIZON T, =IV— U AFHHIE MA ()

7e)% AW TR IR Z B B ATRL TRIEL TS0,

AL E BRI, A TFEICEAHROWT ISR T, 1:10

DR THRLCHIETHIEEHELEL F9-, 7eds . ABUHIE R

IFFRIEOFZIREEN 240 pg/mL LW RELARBINEHIRL T

P&, FATETHIRUIZG O30 B RERE2 R/ U2
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fEIX 10%LL T,
(@) RE#EH
5~-3,000 pg/mL
(4) BIETRE
LoB: 3 pg/mL
LoD : 5 pg/mL
LoQ : 25 pg/mL
CLSI HART A EP1T-A29\ 2~ T, 707 ERR (LoB) |
RS (LoD) | & &R (LoQ) R H L E LTz,

(1) i EBEAA I L E DR BIMEA R R L7282 A, 530 o
THRIRIZBWCRGZRHBEESSE R ELEY,
THBIfRER r=0.997
EF=C y=0.90x + 7.07
v x:BEfEELE,
(2)  MiFBAELMBERIARE O BN ZRFL72L 25, 55 Fld
RRIRIZR W T RAF BTSSR ELTY,
FHBIFREL r=0.965
EYFEX y=1.01x + 1.58
v AR A x: MR A

H— 10096 L S8080

REDFYI T —HT IRMM FEZHER, EOR—TFE VT D3
PRENTALPERE A ST BT S Q0ET,
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. EUROE(BIRBALE) DR

(D) BIKZOARBOEIANIE, G TTE, ERaEed
DIRFELR K O R IREE A E 35708 . AMRICE HEfil
NZRNIDTHERBL TIZEW, =, WEK THRIZILTFE
HPEoTLIES Y,

(2) HREBESTHROICASTZBAITIL, EHIKTLY)
BTN FET 72 E OJR BB AT LERHILLE
Fifi D T4 Tl %521 TIZEN,

(3)  BIENFRS TR M ORI E L7358 1213, BB
KEDOKTHNFRELTITZEN,

@) RIEEIFLEHAITIIKRTHRL T LR ER-> T
W,

(B) MREZFULIHAE . REHFBAE R RE
1,000 ppm,0.1%)72E DVE A AL TLwI SAATHEL
TR TN, 7ok WMEMWDBEICIE, T 28D F4870
IR FEERHEL TS,

(6) AR S OV S Z& B 05 55 T C IR B SR 2 L 720
TLEEN,

(7)  BRi% HIV, HBV, HCV 728 DAV A LB fE i
HRHEEOEL TRV, A TR ICE A L4
A E AR RE A VT 121°CT 20 438l B
BN AR A9 D0 R SR ERA (7 2hHE SRR 1,000
ppm, 0.1%) IZ1RFLL ER T 7281 K0HEHEL TTZS 0,
INBDOMEEFRIL, L) SR &I T TSN,

. FEREDEE

1) RAFEROWEEMTHFEHOLDOEHE AL, D550
72 EIXIEND B NI L2V eLIEE N,
(2)  BEIILPAPEFTIEAES TRIFL , HRESE D708
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4)

(5)
(6)

(7

®)

(9)

(10)

1n

12)

13)

TEDGA U TRAFLI=H O AR 2B E 72 D%
LN TSN,

Ty kD B DRI IR S TR AR b Tl AL
TRNTLIZE N,

RIL 713 AT HR0Z, EIEAE (Water bath 7287 12
BT LN TLIZE N,

RFID Z¥2abL72Y | SRS 72 TLIZE W,

HEDRNTT X CTORIELME B O RILOH WA ffe
RLTLIES N, [IEDHLTEIERNTTZS 0,

T RTOFRIEIRAF UT S IR A Y T Tl
EEW,

J R TORIENIBHE UL RIS D15 Gu e b T
TLIZEWY,

BT R M OB R O TR T T RE RO &L, KiE
HKIZAWZRNTLIZE Y,

BRI RN 20~25CIZEL, LBERMLTZENY,
72720 M U<IRDIRETZ0  JANE T LW TLTEE N,
AR T 2B, Fry T OEISRIEE T2 LD
12, BEORBTREL TTZSN,

AT 283, Fry S OEISRIEE TS
12, BEORBETHE AL TTZS0,

3. RELDIE

1)

(5)

o EEREN)

IVIL—RRE E2IV (S300) 300 7Rk
MP & (M) 1X12.4 mL
i1 R1) 1X19.7 mL
Rik2 R2) 1X18.8 mL
IVIN—2RBE E2IV (S300 % 2) 2x300 FAM
MP & (M) 1X12.4 mLX2
A1 R1) 1X19.7 mLX2
Rig2 R2) 1X18.8 mLX2

IN—YRERE O/l G2(RIFE)*

aA=S9%

2X2L XIE2X2LX2

%3 e801 EVa— D7kt TOMDEY 2—/1 (601 KT

€602 EVa— /W) IIFTHEM IR ET A, F2, 601 K
€602 TV 2— /L DT YT e801 TV a— /W HICA
NEEA, TRPRERENTSNEL LA E TR WAD
HLTEE,

(EZEXH]

1)

Blackburn, G. F. et al. Electrochemiluminescence Detection
for Development of Immunoassays and DNA Probe Assays for
Clinical Diagnostics.  Clin.Chem. 1991, 37(9), p.1,534~

1,539.

B DI L7 /W NI EESNTOET O T, 2) RARFIHIEA.  ERALERE R RIED (ECLIA ) & v
B THAL T2, e AN VA =NV REF YN 2o — U A E2IV | D FAM:
REREAl s RO MERIPH DM ET.  [ER L3, 2015, 72(5),

IRV AT BRI DWW T, BRI E LRSI p.931~941.
XITEFHOLILEAT > TSN, Fi2, ZNOEFEHET D 3) Clinical and Laboratory Standards Institute. Evaluation of
HEId, FEERRICL > TED DI BUEICHE-> TS Detection Capability for Clinical Laboratory Measurement
Zav, Procedures. CLSI Document EP17-A2. Wayne, PA: CLSI;
B % 0 2R A HERE T B 0TI HEREMI B B B 2019,
- TR BEFEN) XL PESEFESEM 72 £ X B L TALERL 4 [T —z
TLIZENY,

[ &Hh k]

PEFET BRI, AT ERS Ik RS OB/ E L T
LTSN,

FRAR J R IR A ZIF LT A%, R R A CE 20 %
PEFE 1,000 ppm,0.1%)72E DIHHEIREFEAL TUwI S A
ICRE RS TESW, 7eds, WMEBDBRICIE, T 2O F
WL IZ XY TR L TS,

Tl (B5E) ZIFRR O EEFEFETDEEITRT LI IEE
R (I N — 2 J)—rB) LIRALRNTIEEN,

4. TOMDEE
AL DM EMIZEEF RS EE WO HBIMEZ RUET 2, Rt
72 AL ANHVET O T, LEITGC THBIMEICS
WTRHESNAZ 2 BED LET,

(B A& - AxhEimE ]

1. IFEAE

(M

(2)

IYNL—REE E2IV

2~8°C TIRAFEL TLIEEW I RBE T TLEE W),
BB SN TLTEE N,

IVN—LREE TOw/L(FIFE)

15~25°C THRIEL TLIEEWEAE ITE T TEEWY),
R ABISRNTIEEND,

2. AHHME

(M

(2)

TIN—LRHE E2V

157 H

fiE FHHIBR Exp IFAMHE IZREH L THV ET,
IVN—IRRE FotiL(FI5E)

24 H A

fiE FHHIBRExp JIZAMHE IS REH L THV ET,
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O BAT T ) AT o 7 AR

HAR =) a—a A —

T108-0075 HFUHIHEXHERT 1-2-70

TY—Z AL : 0120-600-152
[RERFTFEFEDORE XIEEBFHFRTER]
O 2 HAT T ) AT 4o At
T108-0075 HFUHIHEXHERT 1-2-70

TY—Z AL 0120-600-152

COBAS is a trademark of Roche.
ANRRUIYIL— R[E Roche DEIETT o
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