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MRREAE MEEEMRRHERIVEF Y b
B HCG « 7R I

[efiEEE

c REIAEAZBITTH D, TNLANOHMICHRLENT &,

- W, O REH T 2 R A TR ARIE IR IS D WD TR B IS T
g5k,

c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
53 KO E LY TOMRIC DWW TIE, ITERS RO SN
WERRE LR,

< ARWIETHHT 235, L FHBRIODZEN TV B EDONH
D, BEROERDH 2D TEMEDOH 26D L LTS T &, #f
Mg, FR-#EFE (v bOBR)] £/ [BE-BE GESD)]
EBRTEHT L,

CARPBETHAT I, REFERE LTI PV LNEE
NTVWB2EDND 5, 1o THRNCANT D EFIC(HE Lihaic
. KT TFRIEVIRT FOINZHEBEZITV. DENHNEEROT
WMTHEEZF BT &, G, [k - #8EF (Fv FOER)] %/
& [ BE BMEAD] 22KTEC L,

s T A HEROE IR B XTI IIHEZ K< GATH ST %
2k,

(2K - #EF (Fv FOER)]

O b

- A7 18—F ¢ 7)) (MICROPARTICLES)
18 HCG ¥ A€/ 7 u—F )V fifkEM LRk + (o6 :
TRIS MBI, 22 787 B&GE LAl (T BRk)  RFAI - FisAD

- arv¥a%— 1k (CONJUGATE)
7O Y=Y LR B HCG R AT/ 77—tk (o E6):
MES #RME, 2 28 BEZGE A (T HR)  BEAT : B

OZL kY #—* (PRE-TRIGGER SOLUTION)

EE KR

O RV #H—* (TRIGGER SOLUTION)

(@=vAn=v sty VIN i dvall WAVFN)|

OF ¥ VT L—&*

s FvUTL—%A (CALA)

*F+ VU7 L—%B (CALB)

FvUTL—%C (CALC)

- F+vVUT7L—%D (CALD)

FvUTJL—%E (CALE)

- FvUTL—XF (CALF)
FEaaaw: e g A 72T VL)

JiJ% [conc]

NE (mIU/mL) (Iu/L)
30mL X 1 0 0
30mL X 1 10 10
30mL X 1 250 250
30mL X 1 1000 1000
30mL X 1 7500 7500
30mL X 1 15 000 15 000

jd

Total B-hCG
07P51
470750R06
B7P51J

wk JIED RN E ZEBEHELFERS (SO : International Organization

for Standardization) OMIEICEBIF 2 REN T DERBEDH A R
(GUM : Guide to the Expression of Uncertainty in Measurement)
XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) 13DV THI Lz, 12
KIORUTeF v ) 7 L— X OYERAED & OHEE I IV 26 T H
D, WRDIENHOA NS FIHARERLE) LI THMNT S
Click D, WERHRD RGNS ZHINTET ENTE S,

W.H.O 4th

International

Standard 75/589  fEARHENE (k=2) *

mIU/mL (IU/L) FyUTL—% mlU/mL (IU/L)
B EbAS
10 = 0.3200
(10.0000 = 0.3200)
250 =& 5.5000

(250.0000 =+ 5.5000)

1000 % 20.6000
(1000.0000 = 20.6000)
7500 + 133.5000
(7500.0000 =+ 133.5000)

15000 = 492.0000
(15000.0000 = 492.0000)

¥ FEOREEN T E. K9 95% DEHEE TENSRZE HN—F 5728
DINETFINCEEHT IR ENTAENETH S,
Oay ha—L*
« 2> btma—)LL (CONTROL L)
« 2> bra—)bM (CONTROL M)
- 2> bha—)VH (CONTROL H)
(EREEY e Mg RER 79 MU L)
DUF S 3 8 4 OWEMC T 28D TH S,

A

e P
(mIU/mL) (mIU/mL)
[ Iu/L) Iu/L)
80mL X 1 25 16 -34
80mL X 1 750 488-1013
[conTROL[H] 8.0mL X 1 5000 3250 - 6750
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T 27DICEETRELHERE LTI FAHET 5N S,
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I AT d= BN - HaR
BiRCEDEaY va—)V R EHTA L ETES,
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M & MmO v MBI LE > (HCC) Ol

CRIERE]
LA CSEAlER: (CLIA 1)

(R LDEE]

(1) AESHOME. FKICE

RiiE

A%y b TERORKHELEAT ST LN TE S,

RO RKFEDRNEIS, A+ PTHATESC LZMELTY
YN

FRiARE PRifn
1L I
L BEAILA D
i EDTA-2K
EDTA-3K

BYAVNNDIE VNN
AR U FT L (RS EEIA D)
VAV 2 RN
- AR MIAROREEZ KT 2 EEZ Rz VT, JEDBITE,
MADNABICHHEN TV RO TH % T L 2RSS L.
REDEMH
- EREIRNERS R A5 5 128D, s 6 X CEikic 7 « 71U > JRifiER,
ZOMMOENNEENTVWRWC LIRS 5 T &, HuREHAim
RVAIRANC & 218852 TV 2 BHEOIMERAE, BiHs ey
HELTWiRWzD T 40 T U EENTWBARENEN D %,
c BRI OTBG R S Tedd, IV TOERY hERREXRY hFv T
ZHHTH L,
RO
< PHME OISR L Cld, $MmE OELETC ORI ICHE S T &,
BRI & 0 BRI S 2 0 EE L7272 Tl ke LTE S %120
Bt THs,
ORI E R Y VIS T« TV V. AR EEN
TWV356. WEMC 2 52 2EEEND %,
RIS NS ERTERT 2 T L. ARG B IIERICHET
AR PR T & MIKBOERER; S Tzdic, Btk LicH L0
BT L,
IEERER R 213 5 728D, ROBARIGE FHIC SR 0T 2 T &
« T4 7V, FRIMER, ZOMMORAYE STtk
E T4 7V, RiuER, FOMORAYINGRD 5N BHGEE, HE®
DEET ARMC, GHOR)LT v 7 XA FT—Z M5 H, 10 [mlfEHS
LT LICKDIENTZ T L,
BHEMAIZ LU RICHE > THERG %,
- HESMRRIE, BT AR sERICRET B T &,
« DRESHME U e MAIE, EORIVT Y 7 A FH—EHVSH, 10 [
LB % 2 Lick D TR %,
- BAZE HETHZEL, BIRICR > TO0BEEICIE, BW—Ich3 £ TR
g5,
c BRAD T TEMENTOARWIGES, [ELUWEERMNMES N0 ATHert
hH %,
« BRRE E R O EES B,
FRAK D Pt 070 i
R UTEMEZE LT 2 — 71 L, moits %,
EBRHERRZ, 2T IV TEGHREFICE LINEICHV %,
FREUE DR B NIRRT HETIE. IREZ B R R0 Is IR Mk
DRHEET %,

BRIEDREFRMY
FiARE R REMREAAE  Zofth
Mm% / 1mdE  2~8%C 7 HiE 7 H BN HIE 21T
bIRVRAIE, -10°CLL
NCHRSRIF 2 &,
SI0CLLRT 12 7 A
WS IRAE L Rl
ERRICHBEIRGN
o iz,
24 BEILLPICHPE Zf T ORI, I & 72 s 5 i, iy
HeFl, ARmBERZEBRET BT &,
HHERMROB DR LIS 5 T &,
RIEDEHES
HEAAR A K ORI RIS U Tealds, £RRz17o Tk,

-10CAR 12 7 FIH

sk A DLAFSRIFICNRES T &

(2) THEME - hEEH
TTITRULETF—R2I3RENZHITH D, MR TIIEE B HERERT
LEhd 5,

- FHUS, HCGEIZLL FOHKET AT &AHEH, THICKRES
NB3LEDOTIEE, 37
- BLEFERUTA
« 2N B OIS S
« HCG (Y&

c WCEMEES () I EATE (HCO) pediis

- DRI LAERS L FIRRIC . SRR RN E DIERS I8 5.
Z BAIREMD D B,

s TR CEEAERUA. 2R EOIEREEMN RS, HCG LW
BE) ICKOMEMMME FEE LRI R enbD, CNEDOTH
YBEIIRMEDEZ T Tl e < IEHIPAAICTE > THEMIC w8 e
X BN D D . £z HCG DWIAHICTEE LW AIC 8 R
L HCG DEF(ERTT T EHD .,

FHhE

NIEEYIE

FeEHE CLSI A RS 1 > EPO7-A2 Icfit> Thio Tz, 8

THE (%)
7.00 mIU/mL  50.00 mIU/mL

et =3 /L) /L)
EyLey (anil) < 20 mg/dL 36 30
vuibey Gag®) = 20mg/dL 14 0.5
NEFBEY < 500 mg/dL 1.2 -1.4
e AVAE <12g/dl 8.4 -10.3
M) FUETA R < 3000 mg/dL 29 14

wk (T AT MEEAF IR ZER L TNz, BERNY X7 L

W T, Mtk EAFy (EX 32 By MERBICEEE 52 %
AJREMEE 7RO,

DIFEE

CLSI /A RS54~ EPO7-A2 IZfit> T, LU ROREMISHE % &Y
TWENE LTz, HCG A 25 mIU/mL (25 IU/L) Z#x %Y 7))L
EEALTTHR (%) ZEHLEECAZNTN10%KiETH > 2,
HCG #EAY 1.2 mIU/mL (1.2 IU/L) LLFOY > 7L TIEIIE W TR
otk TAh, TNFN 1.2 mlU/mL (1.210/L) LRTH -7, FEk
ELTRICRT, 8

HCG J#&
>25mlU/mL = 1.2 mlU/mL
(> 251U/L) (£1.210/L)
SR S E
AR biice TR (%)  (mlU/mL) (IU/L)
TSH 100 plU/mL 06 AR
LH 250 miU/mL 13 AR
FSH 150 mIU/mL 1.0 AR
HCG a¥72=v 500 mlU/mL 1.2 At

(3) ZDfth
AFw M Alinity i A7 LORHETH D, FEfllld, Bt BRVED
LRI,

) Abbott



(& - BE (BFEAD)]

(1) HEDOFHAE
BRI TOEEH B,

(2) wEz2RE - 256 - HBF

cARFw AT vRAT AN

+ Alinity i HERARTKE E5FS 9P15-40-01)

« BEAHGEENE (Alinity i ¥ A7 L. 7 M) D LEET)
FEIROBEIC R/ gR B IS DOV TIE, i 2 Bt OBUkaHIE =5
Bz e,

A VTV ATRERIEFIT OV TR, T 2 B OB E A
BT BT &,

(3) HIEMERRDIRMEL

WD THEZITIRNS, RKFy VAT v AT 7 ANV EHEIRICA VA
F—=bd %2k,

T AT7ANDA YA S=NVIHEBXCT vEAINTA—2DHE
TR ZHJTEOFRNCOWTIE, AT 2 EROBEEIIAEHZ 2T %
TE,

T ARG A—=ZDHIFNCDOWTIE, #HT 2 a8 ORUkHIHE 22
W3z,

AR OBAEICEET ZREIC DV TR, A9 2 B3R O BRI S 2 S
RN

BDZEH

TwlAI8T A—=2 TREROBAT ] ZEHS 250 ET 5,

2t

I (WIBIRGE DAL X ZEH R = I (EHRDHAL)

HIIRGE DAL ZEREL ZHIR O Hii]
mlIU/mL 1 IU/L

4) AE (B &

. FvVUTL—%, MAEaY va—)Le, <47 8—F 1 7)),
avYa—brz, 15:50 130HAETHHAL. UTFO LB K
¥ 5,
cFy )T L—&, MAEaY o= an—7 4 7))k
mz. KSEE5,

c RRISWIZRER, 2V ar— R EINAZ, RISEE5,

« REEZRES%, 7L RYH— 100 pL Zi0Z. KISESE %,

- FUA—300 pL ZinA . KISHEBRI ORI (FER 400 ~ 500
nm) OFCEEZNET B,

2. Fx ) T L—2OFERE N S HCG B & FETRLE DO BHRRA RS
SNEED AT —ICREI NS,

3. MAXIEa Y b o— )LD ERE R, HEO AT -SRI N T
BB LT BT 2ICk > T, MAXIETY ba—) Lo HCG
TR RD S,

HBIEE

WEFNEOZHE M S 2 B ORI ER 2S5 2 &,

C TURIEF 22— T E I TREF 2 — T AT 256, WiARD 59
ThH2 Lzl d 2080 H %, (/T 2RO BIREI 222
ERCReRaN

« FRFPESR OB o RIS T B T, ERIEATNS T > TV Ay T
WY BEDY Y TN A-> TS T e FiERTHT &,

[ YTy T TORKZEIERLL 10
C T, BEBICHET A5G
- WIETHIE DRFEY > 7))V a1 75 pL
< [WUCH Y Ty TTBMHES 2B 00EY > 7)UE 25 pL
IR Y TV =Y vicky MME 3 RFEILINICIIIES B 55
« GIEIHIE DT> 7))V EL T 150 pl
< [WUH Y Ty TTBMIES 25 B 00 > 7)UE 25 pL
Y YTV R =T victy Ma, 3HMZBA TET 255
CHULSDTEL T NSRS B,

cAEOF YT L—EEBXCTaY FO—)VOROFNITIECOWVTE
BT BT L,

« — IR IR OB EEIC DWW TR, T 2 BRSO BRI & 2 2
T &,

CIEUWIIERS R 21 5 72dic, (RS 2 BEROBUREIEICHE > TH
HWIRA Y TF U A%ITH T e Mk DBEN K OB AT
AEDTVBIGEE, YR OTFIHCHES T L,
REDFER
HCG DO#lEfEAY 15 000.00 mIU/mL (15 000.00 IU/L) Z#EZ % MAkld.
"> 15 000.00 mIU/mL" (> 15 000.00 IU/L) D757 hHERENS, T
DBIRICDOWTIEHEHRE 2 EFRRZ O THEIIES 2 2 AT
E%,
BEER
YU TIE 15 FHISHRIE SN, ERBRICHREGRZ D 72D
HEIICE TS,
FHER
HESEZSRRUASR © 15 %
75 52 A2 2 TR TDIRNT &,
B> 7V 20 pLickt U Alinity 1 Ho@ AR 280 pL ZiRINd %,
F— R — e D BERIA R 7 F 7213 QC 2 7T, WlfsR~E AN
BT &, FUGREMGEH LT > DVIBEA AT R X N, AERS
RELTREEINS, HREREDT ZH1OREMA 467.00 mIU/mL
(467.001U/L) &0 EL B2 EIICHMT BT &,
TG ZE AT Uls o 7285508, MR Z WSS 2Ry A mmis s
T BT & TMRUTY > T IVORIEMD 467.00 mIU/mL (467.00
IU/L) RiiTdh 256, TOMBIME LT &, MYAmREGET
AL, FET 268N H %,
SE HBERR E LT < 7000.00 mIU/mL” DSEIRE 723 ERE NS
(A5 BEBTERICHBNT), J o FIVOTERERE FF 2 £ I3 mRAmR
THEZTT S BEND 5, JEFERS K OHEEHRE LT &,
TRDA —Z—FEOFRNC OV TIE, HH T 2B OEEHIEZ S
Mgz,
Fr)IL—av
Fy )T L= 3 YOFEICOWTIE, 1T B HEEOIHLGIEES
Mz,
garybo—)VzlEL, FyV T L—yaryEiiidTaH T L.
—[E, BRETEIE LEF vy U T L— g VOREDEEICREE NS L
FOBRBME LICF YV T L— 3 UEITIHREIFIZDD, ROGE
WKIEHEFY YV T L—ra v z2i79,
cHLvay MESOMEF Y MR 55
« Y b E—)VOREMD, ARFICHEOE R THRETFIRICE DN T
PO LTSS A OEEREZ AN TO RIS
« Y b a— VORI Z T FRICE DO TRE L TWhiang
Gl YL eE 30 HIC—EHFy V7 L—y a3y &5 T &,
TE V527 NAZ T A RENED & 250 D A > 7T > ZREHIA Ffii L
7ZHae. BEYy U T L—ya vEXE LTSRN D B,
mBEEAE
Adw FORUEH (4 HRY) i, REEOIY bo—ILER 1
[mHET ST &,
iR O EEEAEHIHED, BRERGAIE Y ho—)VOJLEZENT
%5
HEHTFEICE W Ta Y ba— VOB ZRET S50, KEIC
JBTCaryra—Logay kI kic, Z—4y Ml K OB %
FERIICEZEOH 2 2> b a— )LD T LIS KR TRETNETH
%o BHA B~5H) MICED, 20 EL EOHIEEIT-> THESNHIE
fHZE VT, RSN (Z2—7y M) &iZ5D% i) %
WET DR EDTIEND D, WMYVREHHIPZRET 5 2DICHEE TN
FEHER L LT IARETF 5N 5,
cFyUTL—va v
sy b
cFyUTL—xuy bk
s Taby U TEY 2V GRYT BRG
- MERAE
— RN U E FR OHERTFIEIC DWW TIE, CLSI A RS54 > C24-A3 %
ZDMO—FFNHENTVBHA RS A v esids e, 9
- MR ORSEEPFIED, KoMEIcay ha— L EHIET 3 L 2E
HTVBEE, UHiROFIECHES T &,
< Y b a—)VORERSREIER TEDIERAL AN TV 5E
3. IELWHIERENE S NTORWATRENEN D 5 12, Kliigk Dk
JEERLTEHCHE S THRIST B T &o HF Y V) TL— 3 VAR ELY
EhHB. NITINYa—TF 4 Y TICDNTIE, [HHT 2ROk
MiHEZRRT BT L,

) Abbott



LTy FORIERF YU T L— 2O 2R Lk, 3> b
O — )VORERS T & SR 2 iR T 5 T &,

flkRay b=l XU ay ha— LY —XAHREc BT, #H

INTVBERFHRDEND 21T RTO HCG MEF v k Tll—DhS

RMFEND LIRS HWV, Bt ay ra—Eskoay rra—

IV —AA FIRAIC I, HCG ORI g7 1= F WL RICTEN

BT ehH Bz, HCC DHZWET 5+ v b LD X 51 HCG

LR B HCG Z &b CIET 2 F v hOMEZRILIR LG, Bk

LIERREDGENDE T eND D, MEEERKZHRT 2H1C, &

WTMER DAL T wveAay ba—)VomEyittzedy s &I Hlrd

BT ENRETH S,

BEEEBAA N1

FEIEERDNA FF 4L LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{§ifid %5 &N TEB, 10

TEREDIREE

AFICFHE N TV B MREOMGEZ S sk TITo Hao 71 k. auicD

WL, BEBREEEIE O 7 v A HREORGEEBIRT 5 T &,

(5) ®R

E

ARFw ME, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HNTFry VT L—2a v h—T%EKT %,

HAOZHICOWTIE, ) AEMEBRDOBRIFE BEUOTHRZZRT 5
T,

HE

HIERS R OE R HIE & LT, HCG #4EAY 5.00 mIU/mL (5.00 IU/L)
LUFOBARITDONT, JE RS SR OHEM E 72 3 IERESR LR — b
“NEGATIVE” & F£/RE N5,

HCG #E4 25.00 mIU/mL (25.00 IU/L) LA EO#AIE, “POSITIVE” &
LRENS,

HCG #2/£A% 5.00 mIU/mL(5.00 IU/L) i 2 25.00 mIU/mL(25.00 1U/L)
KEOMIKICONTIE, BEORNTREING, TOBAE, HEFIR
TN,

759

HERRICE > TR I ST T S TNERENZIGELNH S, O
WCERENBARENEDH B 7 5 712DV TUE, T % B OBk
HEBHBIT LT L,

CRIEFEROHIEZE]
CTTITRLIEET =2 IERENEHITH O Sk ClaEa 25 R ERT
LENH %,
SO RFE ORI ICE D & | SHERICE U 72 B E P A R ET 5 T &y
HCG 3l D a, B E U <32 ORiRMAIC X b AR E N E
N2ZDOT, MR L TWIRWEEERRAIC I 2 RIS . MIHREETH
%o XHEATE. JEMEEOMF HCG #4REIE. 5 mIU/mL A & i S n
TW%, RHADMTEH HCG X, MIRMIICEOEIC HRd %, HIliE
7Y 5 ~ 25 mIU/mL D&, RGN TH S C L 2R LTV A ATEE
M D%, HCG fEIE, EHUTHERTHIC FR L TE—7ISE L, 52 MR
RIS IR L IR RS %, 1114
199 Z DULIFOMAZ k& H 520 © OITIRAEICE SV T 4 IR Rk
RS OMRIAR: 1 ~ 10, 11 ~ 15, 16 ~ 22, 23 ~ 40) /7% L.
WE Llze FERELIRIORT . CYtT—2Ic k%)

#ip (mIU/mL) (IU/L)

RAEHREN DD 25/8—k  975/8—%
RIS n  RAKE =& UEA VRAIN
1-10 50 <120 417430 202 231000
11-15 50 16996 247465 22536 234990
16-22 49 6860 50239 8007 50 064
23-40 50 1583 65911 1600 49413
HELDEE

< ATy MERDF (12 Z 7 B)HCG AN B HCG 37 =y
N DR ATRE T H %o

s BT I H e o TR, AF Y FORERROATEL, LHEOY
AR, ORI HIRTT R & & abE TREMS PN
BT L, AEy FOWERHRORTFEIMEIRDFINE T EEV A
Fv PR MOZEHF v P ORERIIE, EENEERBICIS L
TR, R 5L, 1516

« ERPRATR & HCG JIEMM P ET 28550, IRREOE MR &0,
fthod HCG e 2 -V TR T 2 A S B, FRIE T HCG DR
Inah -G A, MEOHEMNEE X D &E < &> TV B AN
NHb, Fio, YU TIVOTFRRINENET 2T & T, HIEkEREHE
RTEDGHEH D, N (HIC LIRSV, FsEEE
ATEY Y TIVETIR U BIC R 2 R E 20, 3

c AFw ME RO RHEEERDIHITHHTE %, HE<——DRX Y
V—=VJ, B2 X2V YTDOEI BMOABICIEFED 5N TV,
> T H&ZE H & LIz rbiana &,

- HCG lihd A9 21550, B (kB Bt (HCOo)
FEENES & WV o TRHIREE L BIR L TV B T WD B, TNE DPSR
DML, HCC DI TIIITHRWT &, HCG A RS D2 W
W, (bR, FEdithie EORERiRE, FilizZ0 v M
Wb B, 1217

- HCG DRIFEMDIERITIRV A TE . IHED AR RN E WS bl
TRV JHRE L TOARWEEELA T E . KW HCG iz /R ahd
BN, IEW R Tl HCC DAY 48 I T &1 2 {5172 % D T,
HIEMENIEFISARO R X, 48 REERICMIAZ FEEE R L CHMRE
% ao 5,18, 19

- PR R OB, IEIRICIERIfR7R R D HCG Ic &k D . 32 R
T ENH B, FEELFEHEOZ L. 48 WELILIC FHREMAZ SR L
THREZITS . MDJTHETRET S L,

RN EIKIE D T2, ZHAR T Itk L HIE S NI BB, %
I HRRPED T DML 2 T LD BB, MIRITHHED R ENT
WIRWEIRTRHEE 22% T, AR TIRIEIED 31 %D AT B, KD
FIEIEDI AR, 48 BENRICRIKZ BRI L TR 2175 T &, 20

XU RES T a—F Uik E O ERIENC K B2 X OTRE R A2
7B oMk iE. HAMA (Human Anti-Mouse Antibodies : 1< 77
2 MUK BEENTOBAHENDH . HAMA ZESHikE <Y
AE/ ra—FIHikEHOTWSEFy FTHIELES A, IELWH
EAENE B NIROCATRENA D B, BWIZTITHICH > T, MDIEHR
DL BT LD B, 2122

c b MR ORI, RO a7 ) VIKIG L., in
vitro DA LN Ty B A ICH B HEZ 5T ENH 5. HEMNICEE
FEWIMTE RIS E 5 ENBEHE TR, TOXS B THERZTS
BEDH O, ELWHIEMANE S N WAREND S %, W27 1T
Hleo T, ORI EL EBT DD B, +5

« H ORI ORI TIRAERIGON G, IERRRIN SR S
5 B0DT, MEHRICHED < BWHIMMOME LIRS 2258 LT
OIS 5T &,

(& &e

CTIORLIET— 2 3RERNEHITH D . B TSR 5 /582 7R 9
Bahb 5.

o FIEEIE (SR FTREEEE])

ER TR LoQ BXUMMER (LoD) OREMZT—ZDHINS
B U7z Esip GRETHRERTF) Z LU FICRd, CLSI EP34 IcfE> T
W5, 23

mlIU/mL
(Iu/L)
TE EAIE PR 2 2.30 - 15000
TR DA P 15 000 - 225 000
R AT EHIPH © 1.10 - 225 000

aERMIAIEHEPH (AML Analytical Measuring Interval) (&, LoQ ~E&
FRTH B, EEE, HEESXUNA 7 AT Y S OUEETA
HIPAMIC & 2 E WA (mIU/mL, IU/L) &9 %,

b FHUREREP (EML Extended Measuring Interval) (&, &5 FIE~7E
B ERXAERERTH 5, KTEMRGRZ 15 5L Uik Oz
RLTWVA,

C R REHIPH (Reportable Interval) &, LoD ~FRIEHIFAD FBRT
H5,

B

Jitias RS R

Wiitid CLSI HA RS A > EPO5-A2 ISt > TITo 720 %2 By b Dbk,
FrYUTL—%, arviu—)Le#ER2E8Z#HL T, 3Hlo %)z
20 HEICHED 1 H 2 b7l & & 2 EmllE Lz, 24

) Abbott



HE N B iR N BT

s (HHTRIED (FerBite @
mIU/mL SD %CV
)83V n U/ SD  %CV (ipd ) (A D)
1 398 2535 0844 33 1.293 5.1
(1.154-1.416) (46-5.5)
2 399 76576 11099 14 14.809 1.9
(11.542-17.734)  (1.5-2.3)
3 399 497195 73079 15 110.173 2.2
(85.849-131.611)  (1.7-2.7)

AWEABBIE, AEMAEERE. HARREEZ S,
b REH Ty b EHEIROMB A DEIT I % Ml & RO FiF,

sk liBIME (Reproducibility)

20y b ORIE 6 B TR E T Tz, 3IRED Y 7V aY ho—
)L (SCO) BXU 3EEDO<)ILVFay ra—)L (MCC). 4ot il
NIV, B 1 RIcDE 3m, Al 5 HEAEL, 15 R LD
ek A2, REWZ O Y FOFEEL NITRT,

A BHTREIE  MERNEBIE2  EBIED
mlIU/mL
Y7V n AU/L) SD %CV SD  %CV ~ SD  %CV
SCC 125 2468 0796 32 1.022 4.1 1.181 48
L)V 1
SCC 126 75365 10193 14 11678 1.5 13394 18
L)L 2
SCC 125 4886.16 74.115 15 92728 19 129589 27
L)L 3
MCC 126 423 0.189 45 0314 74 0334 79
LNL 1
MCC 126 2278 0.658 29 1.116 49 1.256 55
L)L 2
MCC 126 469.15 7.732 16 8521 1.8 11216 24
L)L 3
NV 1 124 455 0258 57 0301 66 0334 74
NV 2 126 9727.19 154576 16 165907 1.7 222579 23
3%V 3 126 19830.61 643870 32 728831 3.7 1070340 54
NIV 4126 4412746 1007.318 2.3 1120528 25 1700.187 39

3 FERL R HTRSEE GRUEANFEIE) . Bl R AR 2 58S,
bR, GHTRSE GIEANEEIND). BRI, SRy
aL,

BIE TR

CLSIHA RS A4 VEPIT-A2 1> T, 38w FOREBXUT2H5D
A2 M L. 3 HLL R b Mt 217572, LoB (757 FIR).
LoD (RHERSY. LoQ GER FH) DigAEZLL FioRd, 25

mlIU/mL (IU/L)

LoB? 0.09
LoDP 1.10
LoQ¢ 2.30

2 LoBXEEvaoy > 7% 60 ML EflE Lz D, 95/8—t >
ZA YT ZEETH S,

b LoD IHEHEREE > 7V 7% 60 L EHIE Lz & 2, 95%DISHIFET
WETE 2 NEETH S,

¢ LoQ XY > 70 7% 60 ML, Ffle LRI L, HEMticsNT
KA CV 20% 2 T- 9 v NI & Uiz,

B

#WEHE CLSI 274 K54 > EPO6-A ICHit> TiT> 72

A% M 2.30 ~ 15 000 mIU/mL (2.30 ~ 15 000 IU/L) OD#iPH Tl
g, 26

Frl)—F—N—

HCG #2AY 1 000 000 mIU/mL O > 7 )V s, KO 0 mIU/mL
DY > TIADF v 1) —F+—"—F. 7.5 mlU/mL £iETH - 120

ek

Kk

sk o

Kk

TERI M EBR AR
MEHE CLSI T A R 5 4 > EPO9-A3 IZ it > THr > Tz [l J5 71
Deming k% MV 7z, 27

MARE  HAL n MHBIREC Ui E O BRI
AF v bvs M mlU/mL 109 1.00 0.18 099 2.40 -
T—=FT7 k- (IU/L) 14 866.03
B HCG
BRIEAOEENE

Fr VT L—2Id, HERECKDHRL TV, #RE NIBSC World
Health Organization (WHO) 4th International Standard 75/589 IZ 5D
WTW3,

Y ha—LORERE, Fv )T L= TV,

(e EXIZEER L EDEE]

(1) Bk L (fEBRBALE) DFE
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IR DOSH Z2MENTENT VS, aHiliE, R - 18EE (Fv b

DIEM)] £/23 [BiE- BE BEAD)] 22KI 5L, L IMH

RYNE F 1 I RHE LA D2 R IR IE L\ T 2R Bk

BRIZHISN TRV T RTOE MHEMEIRIBENICER DD S &

FEAT, TNHOMKBIA, & MR, IBENEREEICERE N

H#Em 3. OSHA Standard on Bloodborne Pathogens < fit > CTHUD 2 5
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HIV-1 RNA [ZPEE 721d HIV-1 HUREREME. HIV-1/HIV-2 HUkkEME, HCV

Pk TH %,

cARFY FOWETIE. © MRAZIRO LS, MiAkIE, HIV. HBV,
HCV ZEDBREDRNAH2EDE LTHOWS T L, MEICHIz>T
. BHROERART 720, HEHOER, B A7 BITHN
BTFSZERAL, itk 70 V73 Thikna &,

< AFEDF S THR NS A - T2 BT3RS eV I F O s s
BT, BRERHNIEMOT Y THEEZITZT &,

c FUA—E TV TH B, AU TE. sl E
WKLY, BIGASHRWESHERET ST &,
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NTWBEDONH 5, ik, (oK - 8BEF (Fv FOER)] £/
& [ BE BMEAD] 22RT5C b, e okiic X oIk
WCHEOBNHADFET B, WO BRIFFEHOSK, REE. <A
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YR ik TR T B T &,

OSSN B fao i FPER I, 2R

H401 * KA EE AR

H411 BN EIC X KR At
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P391 [ EEINT % C L.

BE

P501 | / B8 5 L CHERT B T L
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2 —bk (SDS) NHAHERTHELEMETBET ST L,
ZRT—2—b (SDS) 1DV Tk, HARY—HKR—rtr&Z—IC
BiIHEDELTZE N,

FEBREP DL FOTEDORANC DWTIE, [#iH 2 Kde Dk
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LT %,
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ZN—0—REHVWTRET ST ENTE S,
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« FOFE EMEAARERHIATH %,
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fEFAPRAEA TR LT &,

TR R PR EOTER I
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BicR I T &,
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(3) EELDEE

« BAAHRICIE HIV, HBV., HCV HOBRRMEDE DM FEIET 2B NHH S
DT, Bl FRAEARER EEIRMERET MV Y L (BERERE
J% 1000 ppm. 1 BILLRRE) £ & 702070 7e R 2%, 1
RERILL FIRHED IS K2 W s, b5 0EA— M7 L—7 (121°C,
20 DL I X BIMEILEEZTTS T &,

B X UBRESEHET LA, FEEYONIES X ORI
T 5, KEEENILESOREICH > TS 5T &,

< REFPRIADTRE L 725550 1E. TRELL 72 VAT 72 W I CIRI L
R U 7235 2 Ve CIRE M o 724, & 51 0.1 % Rl ZEE ) b
VD LA E OB R IEHEAI THRERS C & MEEEEY R IREM
B (RS, 2R, Zkial) L Tro e,
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* APETHMT BESEICE, REFRIE LT LT FU D LAEE
NTV2ED0H %, FHilld. [(AAK - BEF (Fv bOBR)] e
3 (R - g BEAR)] 289 s L, 72 MU T LI,
E. W L SOSUTEESEEORIE T Y R2AKT 5 2 ENHBDT,
PEEd B0, REOKEINTRT T &, RARRFER DM
EDWVTE, TS 2 aOBHTE 2SR5 T L.

(Bridi77&. AzhHAE)

% i35 WaReR AR

AFEF Y b 2~8C 12 1

FrVIL—4 2~8C 10 f&i A

avra—i 2~8C 10 {5 H

Z 5;373 —— FL MU OBFHEL, b H— O ERRB

fERMABRIE, A REIN TV,

[E&EE i)

Y B BT S 7TP51-02-01 100 [EI[ X 2
A IS T 7 )V 6.6mL X 2
cavYary—=h 42mL X 2

(REF 07P5120)

AT B HES 7TP51-12-01 600 = X 2
A TIS—TF 1 )V 32.1mL X 2
cavYals—+h 90mL X 2

(REF 07P5130)

FL YA 975mL X 4

UK 975 mL X 4

FrUTL—x* HIS RS 7TP51-CAL-01  3.0mL X 6

(REF 07P5101)

avkra—L* UGS 7TP51-CNT-01  80mL X 3

(REF 07P5110)

* 7L FUAH— bUAH—F Alinity | ¥ A7 LAZ SR ZEW,
¥ HilFe D Db BRIV EDE LT,
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