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JE ARk - i3 S M E (~/<U> | EDTA)
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cobas’

BEREOZEENE: 2~8°CC 1 .,

-20°C (£5°C) T 6 » H [E%E

(SRR 1 Bl 7r)
B E OFEBUC Lo TiE, WIER RICHELE KT TIHERHY
FTOTHEATHERMAE ORESCORTRIHESTIEI N,
W OHBRARIL, 6 RTCIE D ERIER T TSN, 2,
IHEANU TR AR IAE T L 72 T2 S0,
TIATFT NID DR EE/ T LR he— i, MIE AL
ZRNTLTESYY,
I L DWNE ~ DR EA BEET D720 | B TR B LT A,
Fx T L —H arbha— i 2 BREELNICHIEL TLES W,
hEME - hEEF

() TRIORTYEPIARGORNEICG 250 B AR LI=E
A, FROBREETITREICG 2 D BT T O
FHNCTLT=,

TARAT OV 1~15.0 ng/mL ORBAR: =10% AN
FTANAT T PRIE 0.5~1 ng/mL ORE: £15%LIA
FTARATHPREE 0.025~0.500 ng/ml. DR +0.075
ng/mL
WE WL
B (BULEY) 30 mg/dL
RIL (~FZBEy) 600 mg/dL
FE S FFUEYR) 800 mg/dL
A F (B X By) 3,600 ng/mL
Vo~F R+ 1,000 1U/mL

(2) 17 FO—MRIRIREIEE 2 BORRIRRIKIZONWT
D38% In-vitro R CHEGRLI-EZA IRIFEMAORM &I
BiF5 phenylbutazone |2 TT ANAT T AL ESE 72D
AIREMED D ET,

(3)  Nandrolon (A7 v RH|) # 5-BEF OBRAEITMEALR2NT
LTEEW, JIEITHROVEERHYET,

(4)  Testosterone undecanoate (A7 A R&) 1L, & 58127 A
AT ATRHENET, AR, TANRT B A F
RIE T TSN =T ANAT AR 32 NEPET AR
2T ay EANRET AR T a KB L ER A,

(5)  FHIZEKHE A4 (ESRD) O BE ORIKR X, JlEM
DEMEIZ AT ENBYET,

6) WWEIHBEE G 25 BEMEOHHIE W ED R AR
(%) IFLLF LB T,

e WE | ZERRE

(ng/mL) (%)
Androstendione 100 2.66
Cortisol 1,000 0.016
Cortisone 2,000 0.002
Danazol 1,000 0.442
Dexamethasone 2,000 0.0004
DHEA 1,000 0.007
DHEA-S 50,000 0.001
D-5-Androstene-3 3,17 3 —diol 1,000 0.186
Estradiol 1,000 0.148
Estrone 1,000 n.d.
Ethisterone 1,000 2.78
Norgestrel 1,000 0.461
Testosterone propionate 100 3.73
5- a —Androstane—3 8,17 8 —diol 1,000 3.65
5- a —Dihydro—testosterone 500 1.84
11- B ~Hydroxy—testosterone 100 20.4
11-Keto—testosterone 1,000 3.79
19-Norethisterone 40 3.44
Prednisone 1,000 0.004
Prednisolone 1,000 0.016
Progesterone 1,000 0.023
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5. BREEHE
WEEHEIZE, =7 —3 R FLFarie—L UGITE)ETE
FLIZE W, FEEFBEIT D2 L 24 FEEIC 1| MO FEizHELEL
TWET, 2 — VORI EEAFERRHNICH L EZMHERL
CIPDIRIRHIEEFT > TIEEN,

(AEHEROHEEX]
1. AERROHERVSERERH

(1) BHRECEITESERELELGEH Y
TR iz n |HgE| 5~95 S—kLZ AL | Hifi
20~49 7% | 136 | 5.36 2.49~8.36
Bk
50 A b | 78 | 4.76 1.93~7.40
ng/mlL
20~49 7% | 89 | 0.271 0.084~0.481
it
50 A b | 71| 0.162 0.029~0.408
(2) BERRFICBIT2SEEEHEHY
PERI | MEEM | no || AR+ 1.96SD HANZ
B — 121 | 5.01 1.31~8.71
G
s PEORE | 91 | 0.23 0.11~0.47 ng/mL
AR
PARET: | 20 | 0.13 0.04~0.43
2. BIADOHR
HITEFIAZ AR EL WA RIEAE T,
wx[1ERE]
1. tEgE

[ F B (BB D7 1R) O FRMRICHE IR - IE R - R P B
PEDOERPEAT T35 G PO MICE G LET,
(1) REERER
O TARATEVHEEE 0~0.8 ng/ml OFEAERE A EEL
THRIETHLE FIERIEIE 70,000~350,000 Counts
DHEIFANTT,
FTARAT ORI 10~13 ng/mlL OIEAERZFEL
THEAETDEE BB 5,000~40,000 Counts
DFFHNTY,
ERETERER
@ 2.5 ng/mL AR OBEENR K O E B HZEZRIE T2
L& E RS RITBEENRE O £ 25% N TT,
@ 2.5 ng/mL LA EOBEAEEE OSBRI ZRIE TS
E& | ERS RIIBEREE D £ 20% N TT,
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(3) FEIFBRMEHAE
[F]— & E R E 3 B[RRI ET DL, JIEMHD CV
EIX 10% LA T,

(4) BAIEH
0.025~15.0 ng/mL

(5) BIETRIE

LoB : 0.015 ng/mL
LoD : 0.025 ng/mL
LoQ : 0.120 ng/mL
CLSI H#ARZ A EPIT-A2YIZH~» T, 777 LR
(LoB) , AR T (LoD) | &R F (LoQ) ZH HL EL
7
2. TEEAMERERALAE
1) AALEBEFERLE (B, ECLIA #5) LA RELZE
ZA, 121 Flomk (i) 128\ T RAZRFHBIER SO
FLZ2Y,
FARALREL r=0.99
ERX y=0.99x - 0.30
yviARS  x:BEARE
Adh EBEAFIRL (B, ECLIA %) EoMBIMEERaLzL
A, 92 BIORR (ZetE) (238 T RAFAHBIED GO E
L= 2), 3)0
FHBALRE r=0.92
ARzl y=0.61x +0.03
v AR x: BEAF 85
3. BEROEEYE
USP CK[E#E 5 J7(United States Pharmacopeia)) 2 % 54
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1. ERULE(ERRFLE) OFE

1) BEROERGLOBRNIE, FENETTR, EEE RS
DIFEAR K OV RS A 5 H 357080 ARICE B2ih
NRNIDICEBEL TS, e, WIEK THRIZILTFE
TP TLTESNY,
HEENFRSTHR A ASTEAITIE, BEHITKTLYS
BTN TR E OIS ALE 1TV, BENHIUTE
BT Y TAREEZITTIEEN,
RIS > THE K OSBRI AT 35 L= 512k, b
KEOKTHNEL TSN,
WA ZIZ UG AR TRIRL TOBIE RS TIEE N,
BRZ ZIZ L2356 0%, IR R A (5 R E
1,000 ppm.0.1%)72E DVEFHEZ AL TLwI SA AT
E- TSN, 728, |EMBERITIT, T 2RO P47
EIZI FER#ELTLTIESN,
T A B OVAR i 2 OO 405 35 T C IR A SR A L7
TLIEENY,
&% HIV, HBV, HCV 72 & DAL A2 L DG falé
HERBHDELDEL TV, B TR A6 H L7288
B E AR E S E VT 121°CT 20 2y ML Bhn
FPRBE AL AT 50>, YCHLHE SRR (B 2D R IR EE 1,000
ppm, 0.1%) {2 1 KL EIR 3722812 IiEEL TEEY,
INHOMEEFRIL, Cw) SANTHEEI T TR,
AEIZIIT VAR — R ERITBENRHD 2-AF )V
AIF T —=3QH)-F > - EmBENEGEENTWET D
T, BHRWITIEC ) SATER L TIEEN,
2. FRALOEE

@

@)

3

(4)
(5)

6)

(M

®

(1) HEXROEFRESITEROLOEZERL, TR E &
72 ENFIAO BRI L2 TiEEn,
(@) MEELTUEITIEH > TRAFL, B SE 2R TR

TEDGALUSNTRAFLIZD OCE IR A B X 726 DI
ALV TLIESNY,

I—1L00¥8LO¥6S0




(3) 0y hO BRI I E TR ARE AT (GETT0)
LTy, IHN—LREE FARRFOLT 100 7Rk
@) RIS T BENC, (R (Water bath 722) 12 M P (M) 1X6.5 mL
7%”’7%@1/‘5& "C“<fiél/‘o %m& 1 (Rl) 1X10 mL
(5) /S—a—RERBLLIED, < TRATHRELTELIEIL e (k) oL
TRNTLIES LY, e — _ _
f’ciﬂfi st N ‘ A IHN—VRHE FARRTAYIT  5x100 FRk
6)  HEORNLT R COREKEPER B DORILOH M i M P i) 1%6.5 mLX5
LTSN, KIARH DG TN TSN,

. iR 1 (RD 1X10 mL. X5
@) FARCOREERAF UL DI 224 TR TS o (k) O
EE, ] .
. N . IJN—PREE Tat/L(BIFE)*
®)  F ORI USSR 5 YA C< ot JZ; ’ e
EE, _
. N . . IZIL—RRE oL M(BIFE)*
© PR OB ORI TR 26 A L A o ¥ o it L

HKIZFAWRNTLZE N,
(10) WK1 AT 20~25°CIZRL ., XIBML TSN,
72720 LIRVIEETZD  JESL T2 L e7ZE 0y,
1D AREERFETIEIL, vy 7 OEIZREL T 20D

X AT IR EDbE T L — 2R oL Ty
N— AR T a M 2T SW, DRl n
TEWELELEEETBRWE RSN,

\2) EEORETRIFL TS, (EZXm]
(12) ASEHE AT AL, Sy 7 OBEIZRER TR0 LD 1) Blackburn, G.F. et al. Electrochemiluminescence Detection for
I TRE OPRRE TR LTS &0 Development of Immunoassays and DNA Probe Assays for

(13) HEEIEDS BT a1t ERIC AT EF oG, Clinical Diagnostics. Clin.Chem. 1991, 37(9), p.1,534~1,539.

Mo D THAL TSN, 2 AT
3 BELOGE 3) RWNEHIED. = —I 23 FARAT a1, LH, FSH

(1) BEICED AL BERIZ OV Tl Bl A OEREORR. RFECRESE. 2010, 64(1), p.8T~03

XITHFEDOLERZIT > TLIES N, Fo, INBEFEHETD 4) Clinical and Laboratory Standards Institute. Evaluation of
AT, FEE T R K> TED BN HEICHES TL Detection Capability for Clinical Laboratory Measurement
7R, Procedures. CLSI Document EP17-A2. Wayne, PA: CLSI; 2012.

(2) BHBRORBEFEETDEHEITIE. BEEWITHETOHE [BLEbhtE k]
(e CTIESRBEIEN) ST PESEFEFEM 70 & X BT L THLBEL O HAT T AT 47 AR

TLIEE, HAZ =V 2—ar o —
(3)  BEFET DB, KEIHEPS ILEEOR IR EL TR T108-0075 B HTEBUEX HEFT 1-2-70
LTIZEN, T)—Z A% /L 0120-600-152

W) BR ORI CIEUE A %, KISRRAICE DR - e
B 1000 pom, 0.1 R X OMBAHALLwsss  Cn RS DR EE R U]

BB TS, s, MERBIRICE, T ol 1 AT AT AR
e e T108-0075 HULUERHE X UM 1-2-70
6)  Tob (1) AREOEEEET B AR L )2 1T/ 01206007152
R(Z I —2 R Y=t L) LIRA LN TEEN,
4 ETOBDEE
R BB A L B L 8, B

g 2 2 RS i= AN A MrNN - COBAS is a trademark of Roche.
H/‘Jfoca/'%z‘g%ébél]ﬁé\z &)Ui?“@’& 2 %Quﬂ}b‘(*ﬁ&i riﬂb/) ANRARUV I IIL—Y R Roche DEEIETY .
WTRAENDZLEBEDLET,
(AP 75 - B2 HAM)
= 1. FEAE

1) IHVL—2REE FRARRTAVI
2~8CTHRAFL TLTE W (RS 130T TLIZE W),
R A B SR TLIEE N,

(2) THUL—REE FoOwLBIF)
15~25°CTHRIFL TLE SV RS IR CLTEEWY),
LSRN TLEEN,

2. B

1) IHVL—PREE FRRRTAVI
18 m H
£ F IR (Exp IS IZRLHR L TV ET,

(2) THUL—IREE FOw/LEIF)

24 %A
f F BB (Exp JIZAMH IZREH L T T,

0%2-F(PIJAFwIABR et
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