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0,

LS FRINGE

L5 17
17 o BEFILA D

1 45% EDTA 71V 7 Luifi

AV ENAZNN

ja
LH
07P91

G06310R02
B7P91J
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FRIERAIC X 2368 22 T 2 BEO MGG, mSih7eaeicn
L TWEWSD T 0 7D UHEENTOSAREEDNH %,

s AT DBERE; S Teth, fEVETOERY bERZIFEXY bFv T
AT 5T &,

RIEDFHR

< PRME OEICER L Cld, $RIME OBLE COBIRGHIAEICHES T &,
FHENC K O MERR D S22 0B L 72720 Cld, Bk LTHIT %1
AT ThHb,

BRI N T L 2R 2 T & 1aM D 25 B HIERTICHIFE T
W2 O BRL T & BMIKBDOIERZAQ TedIc, BMIAT EITH LW
HMHTsT L,

IEfERNER R 2152 7o ROMIAEIENC FEEOIEEST 2 2 L,
< T 7V, SRR, FDOMMOREY 2 ST

- FHEZEE Y S0k

E T4 T7 VY FIMER FOMOIIEMHFED HNBEEE. FHEE
DTEET ZaMc, HORIVT v 7 AIFT—2 050, 10 Bl
LT LiCkDiBITAC L,

BHSHRIAIE LU RIS HE > THEMRS %,

- RfERAE. IRRTT ARMCeRICRERT 5 2 &,

* HUSRLE U 7R, EORIVT Yy 7 A F—Z2 VS0, 10 ([
MRl d 2 C LI K D TCiERd %,

- Btk HECHERE L. RIS R > TWBIEHICE. H—IcE5 X TR
fId %,

R TTRRIENTOEWEG, IEUWRERMMG S sV aThe:
N3,

- WAz RO HES B

TR D 07

s MiAZIE LT =TI L, 27&< &% 100 000 g-minutes TiabhJy
9 %,

+ T OHUER G T2 s 0o EERE R & RO T (RCE) OflA G HE D
B2 LLISRT .

ELOITEERE N RCF 2 tic A FORHRX TR T2 2 L TE 5,

DS (5 — 100 000 g-minutes
RCF
OB (0)) RCF ( X g) * g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

¥ EMERNEH R 21582 0, #Y)xF 2 —7 Z{#HL T, 2500 RCF
PLET, A72< &% 100 000 g-minutes & 7% X 1m0 EEidT 52 &,
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RCF = 1.12 X rmax (rpm/1000)2
RCF - JEL IS B N 2 AR O T,
rpm - 1537z 0 ou—2 —EiEE (—RICEOETT
VEVERENTOBEFE rpm THB),
a0V BERER - E DV BERERTIE T — X — D [EER A H YO RCF F 721
rpm [ZEE LU TASHGEZ AT 5 £ TORME T2 T
L,
'max - SVUA=RMVCRULIza—2—0 1%, F: A7
Tr— (BhEEERES) DA 2553, 8
% (rmax) ZHZ2THEL (BN A—F)L), RCF
ZHEIT 2 0END 5,
RCF (X @) &iDvorifiieil (07) 72 3 U T BUE DA,
BHERAZ, 2T IV TEIGRBREFICE LIEICHV %,
NREE DR DN MADELDHETIE. TREZ 3 R AR VIHR R
DIHZTIT B
RAEDRTFRM
FRiARE piTYEeS
Mg / miE  2~8C 7 HIiE

g-minutes -

B Zoft

24 WER LIS & 7= 17
VAN /N IR -
WD S i, FRifnsk,
NHERERET BT L,
7 HRBILANICHEE 2T EVRALE, -10°CLLT THifsRET 5 2 &,
WAL 3 [l 0K U TR ORERS RIS B R 5 Niah - 7z,
HHERMROR DR LR % C &,

RIEDEIESF

HERRRR TS & GG Uz, £R%fro T,

(2) 1hEME - HEZH
TR T =2 3RENEHITH D, SR TIIHESHRERT
Lahid s,

LH &=

FVEY T mIU/mL ARG (%) @
169 mIU/mL 0 0.01
FSH 179 mIU/mL <10 0.00
162 mIU/mL 50~ 170 0.15
124 pIU/mL 0 0.00
TSH 126 plU/mL <10 0.01
137 plU/mL 50~ 70 -0.69
209 770 mIU/mL 0 0.01
hCG 218 532 mIU/mL <10 001
206 844 mIU/mL 50~ 170 0.01

FIVEVIRIIGREM CFHE)
) — RVEVHIATIEM CFE)
a 7R nY 00 =
RERRE (%) VRIS e X100

(3) ZDfth
Ay i Alinity | Y AT LOMHETH S, G, BrticBIOWED
LIV,

(& - BE (&FHH)]

(1) HEOFEHAE
FARIZTOEIN 2,

(2) BwEGRE - B34 - FHBE

cARFy FHT v RAT 7 A

+ Alinity LH « F+ VU 7' L—% (Alinity i LH Calibrators, 5% 7P91-
CAL-O1. REF07P9101)
(ERBEY ) Vg, 2 >3 82aees (7visk). LH (e
b FHEERER)  fR1EA] © ProClin 300, ProClin 950)

FsyE Fr )T L— RO R FISRT,
T _—
Bt CLSL A K51 > EPOT-A2 It THT o 72, | (mIU/mL)
WEMENDFEE (%) ANE (/L)
10 ~ 20 50 ~ 70 30mL X 1 0.00
e bictiss mIU/mL mlU/mL 30mL X 1 100
CULEY = 20 mg/dL 0 1 somL X 1 250
ZVINIH > 12g/dL 8 8
FUZYEIAR 23000 mg/dL 0 2 30mL 1 1500
AEFOEY > 500 mg/dL 1 0 30mL X 1 50.00
Z DD NR 3.0mL X 1 250.00

V) 7 FIRNT- (RF) % 7zid HAMA B3EPE0Y > 7)ic  BERRRE O LH (5
JEHIPH 10 ~ 70 mIU/mL) 27U, & L7z,

SRR (%)

10~ 20 50 ~ 70 21k
K7 mlIU/mL mlIU/mL
HAMA 101 97 99
) T F 97 90 94

DITFEE

KMt %, R)VE > (FSH 150 mIU/mL. TSH 100 plU/mL, hCG
200 000 mIU/mL) & OAFERIGHEZ|IET 2 T LI K b #it Uiz,
LHZ&EEZWVF+ U T L—2 A (0 mIU/mL), 7 —)V UTz{EHER AT
PEIfEE (= 10 mIU/mL), LH 20 U 7= R A S g > 7L (50
~ 70 mIU/mL) I RISRTIEEDOFRIVE SV ZHRMU, JlE Lz, #HR%E
LUROEITRT,
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gz e,
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Zig 5L,

(3) RIEHBRDRIEE

YD THEZITI NS, AFy FHT v AT 7 ANV 2RI A VA
=g 32L&,

Tl AT7ANDA YA N=NVIHEBXTCT vEAI8T A—2DHE
TR BT JFEOFRNCOWTIE, AT 2 EOBEGIHEZ ST %
ek,

7w AT A—=ZDOHIRNCOWTIE, i3 22 OBk EZS
Bz,

AR OBAEICBET 2REMIC DV T, A9 2888 OB S 2 S
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7wl AINT AR [REROHAL) 2GS 2 MO T B,
ZEfa

IR (WIIRGE DAL X ZEH R = WAL (RO HAD
HIHIRE DAL 2R AR ZE IR O Hii]
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(4) BIE (B4E) &
L FvUTL—% Qe XA A4 7a) =74 7). avya
F—hz21:5:5DEAETHEHL. LFOEBO KIS 5,
cF X V)T L—Z NIRRT A 7 a8 —F ¢ Z)VEMA, KISEE
%
c RRISWIZRER, OV ar— R ENAZ, RSEE5,
* RSWZRER, 7L R A= 100 pL ZhIZ, KIGSE 5,
- FUA—300 pL ZInA . KISEBRI ORI (FERK 400 ~ 500
nm) DFCHEZRET S,
2. Fv VU T L—ROIEREN D LH I & 3OS OBZRAARS 5
NEEEDORAE) = EE NS,
3. MARDIOERE R, HEO AT —IHEI N TV B HRER & L
T2 LICE> T, WifkHhD LH EZRD 2,
RIEE
HEFNEOZANE T 2 B8 ORISR ZSHT 5 2 &,
cTRRTF 2 — T E R T 2 — T R T B850, RIKED
ThH2 T L2l d 208N D%, [T 2RI 22
ERCReRaN
 FRFI OB v RIS T 2 728, WERIGRRTICY > 7L T
WYREOY > TIWMA- TV T EZMHRT ST &,
[ YTy T TORKZEIEREL ;10
C TR, BEBICET 256
* WIEIE DY > 7))V 75 pl
<Y Ty TCEIHES BFEOLEY > )UE 1 25 pL
Y YTV =Y vty MME 3 RHEILINICHIIET B854 -
« WIERE DY > 7))V T 150 pl
< WYY Ty TCEHES BFEOHEY > 7)UE 1 25 pL
Y TV R =T vicy MME 3REZBEA TIET 255
cH UL LY Y TN Hid %,
cAREDOF v ) T L —ZOWMO PN FEB I TTRO T Y Fa—)VOH
WHFICOVWTEBET ST &,
« IR IR OB EIEIC DV T, (T 2 BEE O IR 2 2 B0
ITHTE,
IELWITERS R 218 % 7eoic, T 2 BaR O BUlkEHFICHE > TH
WHNRA YT F V A%ITD Tl M DBEN K OB A TF >
AZEDTOBHE, MR OFICHES T L,
RIEDHR
LH @ il & fi&i ¥ 250.00 mIU/mL (250.00 IU/L) 7% i Z % # ik 1&.
"> 250.00 mIU/mL" (">250.00 IU/L") D75 7D RrEND, T Ok
IKDOWTIEHBIFEIRE 2 EFRRE O THRIIET 2 2 LW TE S,
AEMEAS, 2.00 mIU/mL (2.00 TU/L) %A 7-REDHTFIRGT 5T L.
BENFR
PTG 4 EICHBIE SN, JERS RIS IATR 2 T TR
FIcREEE NS,
HEFERAE W25 4E. JEAY 1000.00 mIU/mL (1000.00 1U/L) %
A Ak, ">1000.00 mIU/mL" (">1000.00 IU/L") O7 Z 7 HEoR
I,
FHER
HEEARATR @ 4 15
A5 BA ZTIITDERNT &y
B2 70 40 pL IS LT Alinity i HS@ERRATRHGE 120 pL ZiF0d 2.
F— R —VER T D EERA 2 7 E 7213 QC 27T, TlERE AT
BTl WHUERZMGH L TY > 7IVIEEDS BB B S, [
RELTHIGE S NS, TRERE DT 2 HiORIEMAS 0.50 mIU/mL(0.50
IU/L) K0@ElkxaXIIcHmmMT 3T &,
TREERZ A Ulsh - T2 80&, RSS2l 9 % il iy a s
T BCT L, WRUIY > 7 VOflE A 0.50 mIU/mL (0.50 1U/L)
IR THBHE., TOMBIHE LEnT &, MYIRAMERTHNL.
HHET 208D 5,
TIROA— R —JTEOFMC DOV T, (T 2 A OB E %5
Wyac e,

Fr)IL— 3>
Fy ) T L= g YOFEITDOWTIE, T 2R OEHIEES
B3z,
HFayhro—VEMEL, FrUTL—a Y EFHITAT &
—JE, BRI Lz v U T L— g VOREDEIN R EEIND &
ZFOBRBAES LICF YV T L— 3 U RITIRERZ DD, ROGE
WKEHEFY Y T L—a v Z2i79,
Ly MESOMET Y MEMHT 55
« Y ha—)VOREMD, AFIHEVE iR TR TR DN T
BUE LT M SR ORI 2 AN TV 556
« O b a— ) VOEREIPHZ I FRICE DO THRE L TWianig
Blid, A< ed 30 HMCc—EHFYy U I L—ra v z2{ro T &,
TE I 2% N A BEYED & 250 D X > T F > ZRfE A Ffii L
Feat, BEy ) T L—ya v EREE T ZAHENEDND S,
mBEEEAE
AKFy FOKAEH Q4B ki, 2BREOaY ba—ILEHK 1
[\HET ST &,
iRk DRSBTS HED, REREA Y b a—)LoRlEEBINY
%5
FEITEICE SV T Oy b a— VOS2 RET 250, REIC
mCTayra—)bogay ki, =7y Ml X OB 2
HERINCEFDH S T2 b O—)VORRE T L ISR TRETNETH
%, BH 3~5H) MIciED, 20 L EOHIEEIT-> TESNIIE
EAEAWT, WSS (2—57y M) &iZ5DE i) %
RET B EDITEND B, WY S ZRE T 2 2OICE BTN
FLFHH & LTI RAET BN,
cFyUTL—rav
- ATy b
“F¥YTL—xmy b
Tk TEY =)V GR4TBIES)
- MER
— R S BRI TS DWW TIE, CLSI AiA RS54 > C24-A3 %
ZDMO—HHNHENTVBHA RS A v esiids L, 2
JilisDREN K DIHEIR A VT F Y ARED TN B0, Yikhik o
FIHICHES T &s
« Y b a—)VORERSENER TED ERHRPED SN TV R 5E
. ELWHTERERME SN TOERWATRENEN S % 728, & liiskOks
FEETEICE > TRIGT BT &0 FFY VU T L— 3 ViR
BNDB, NITTINYa—T 14 T DONTIE., T %28 DHHK
HEEBRT T L,
cHLLEy FOMERF Y ) T L— 2O EBB L%, 3V
O —)LOHIERR & BRI 2 TR 5 T k.
FHiR TEDIa Y ba—)bid, BEETTOH A KT A 2 DHEFEHIEIC
Mo THIHT R &, BIRTEDZI Y b a—)ILOHEFIH I A0
SNTWVREIHEIHIE, HETHEMELERT S &,
i % 3> s a— )V OEEHIAREOGHI K U] TH % 7z iR
5T &,
BEEEBAHAFS1>
FEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{fifld 5 LMW TE 3, 3
TEREDIREE
AT N TV B HEEOMGALZ SR T o Ao 7 m h abicD
W, BEREUERIED T v A HEDIGE 2 BIT 5 C &,

(5) #&R

HE

AFw &, 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) %
HOTHFY VT L—a =T ZER L. #RZHINT %,
HLOZBIC OV TR, (3) RIEMIBRDRMEE BMUOEREZBINT S
T,

739

WERRICE > TR T I T T S THERENZ AN DS, O
ICFRENDHRENEDD 5T T 71CDNTIE, i % HE2R OIERHIH
HeBT LT L,

) Abbott



[RIEERDHIEE]

TR LT —2IIRENZHITH O . Stk TR 28802 RT
BEhd %,

MO RMERIOREIC I D & Sliakici U7z ERp e T 5 2 &,
TRHEA M 199 %4, PR O LM 124 %4 CRIVE VHliFeHE (HRT)
HOLMEEEER), IERE R HRREB DL 64 %0 LH JlE iz v
CHYERIPAZ R Uz, C OBEICE I Y — 2 (mid-cycle
peak) @D 10 HEiM5 4 HAGE T, HEREPRAY—270 4 H%M S
10 A%ECLER LI, ARAMIOREIZ, LHBE RE FAHT 5H
MY — 7 BMOBEE Uiz, #iZLLFICRT, (47 —XI1c k%)

LH JESE (mIU/mL)

O 95% 7%
s HipA

n ok, S N B
TR 199 2.96 0.57 12.07
EEGARBABPOLE
il 303 3.98 1.80 11.78
g —2 64 26.00 % 759 89.08
A 294 2.79 % 0.56 14.00
R DL
HRT 72 L 124 2573 % 5.16 61.99
¥ PEEE R,
HELDEE

< WEAERUE, FEIR, MOMERSR, ERATRZ E &Gy TRAMIC
BT L,

< A N ORERSEDNERAT RIS P ET 2855, IBIMOREZTOH
ERSRAMERT 5 T L AHERET B,

c RYUAE/ 7 a—F)UHiRE W ZEENC X Wi K OiREE 2
72 FEOMAFICIEZ, HAMA (Human Anti-Mouse Antibodies : Hi< 7
Ak MR DEENTVARARENAH S, HAMA ZETHAE, <
TRAE/ 7a—F ik EROTWSFy FTTHlELEEEA, ELL
TEEDESNROATEED S B, BWiEITSICHTz> TE, otk
WAREL B LN BB, 45

c b MMEF ORI TG, BER O a T ) VKB L, in
vitro DAL/ T oA BER 525 L hdb, HEMNCEME:
FEWIMTE RIS S 5 X NBEHE TR, TOXI B THERZTS
Bahnd o, IELWHEMEMES N WnlEEEN S %, ZWiETT9 I
HlzoTid, MOFERIREL 5D EHH B, ©

 H O REUEE OBUA TR BSOS IR SN T D
5 % 0T, FERFICHED < W MO M DRI S 22 & LT
BEMCHT 5T k&,

[ #E)

TR LT —=23MRENZHITH O, SR IR A2 R 2R
LENH %,

B E#EE

TPEEPHE, EARE. EERMEB KON 7 AW AT v N OPEREA
HPANIC & 2 JEMEHIFA (mIU/mL, 1U/L) &9 %,

Ay ~OMIEHPHIZ 0.12 ~ 250.00 mIU/mL (0.12 ~ 250.00 1U/L)
Ths,

BIR%

tiEE PG

FiEHE CLSI HA RS+ > EPO5-A2 It Tiio e T 45 1 By kDR,
Fr VT L—REFHLT, KR 1 5 THRHZT>72, 6 fFloe M
I83%)V7% 20 HIEICIED 1 H 2 [, Dad bd 2 HlE Lz,

e DENEBE B
mIU/ml)  CDHTREED) (rBE) 2
Y n au/L) SD %CV SD %CV
ACSIA 120 3.31 0.068 2.0 0.093 2.8
ISV 2 120 13.30 0.327 2.5 0.406 3.0
VAT 917K 120 40.05 0.940 2.3 1.113 2.8
I8V 4 119 206.12 8.845 43 9.692 4.7
AT 9175 120 0.71 0.021 3.0 0.025 35

339V 6 120 83.33 2.405 29 2.791 3.3
S MEANEEIE, IEREBME. HEERRNTEZ S,

HIE TR

Miatid CLSI A4 RS54 > EP17T-A2 ICHE> TiTo 720 8 3 1w h itk
BXU2EBOMEBEGM L, 3 O EIZIE Y Mat&2TT>7 LoB (7
F 7 FFR). LoD (MRS . LoQ (GEit R DRAfEAE L ISR .

mIU/mL
IU/L
LoB? 0.02
LoDP 0.04
LoQ* 0.12

3 LoB i3 i#EXumy > 7L 60 ML ElE Lk 2D, 95/3—k >
ZAWCHY T ZEETH S,
b LoD (3MEHEREEH > 7L 7% 60 B EHIE Liz & Elc, 95%DIEHET
WETZ 2 NEETH S,
¢ LoQ 3 EIEEY > 7 V7% 60 [HILL lE U THEH L, MFFAEGE 22%
I T 2 NBE & Uz,
EiRE
MiEtid CLSI /1A R4 > EPO6-A ICHE> THFo 720 9
AFw ME 0.12 ~ 250.00 mIU/mL (0.12 ~ 250.00 IU/L) O#iFA T
FRIEZ R
TERS M EBR AR
Miahd CLSI AT A R 5 4 > EP09-A3 I it > THr > Tzo [l /571
Passing-Bablok i#:7% [l 27z, 10

B n AHBEGRER IR X JEEEHIR

AKFw b vs % miU/mL 151 1.00 0.12 094 0.31-238.53
F—kFH b (u/L)

LHII

BRIEAOEENE

Fv )T L—2OEEIE. NIBSC World Health Organization (WHO)
LH 2nd International Standard 80/552 I 3D\ T\ 5%,

(e EXIZEER L EDEE]

(1) BRWLE (fErERSLE) DFE

« GEE OAIIE MR BEEREICIE. b MHBRB LT/ £IBEN
WD B 2WEANTENT VD, FEIE. [FR - 1BES (v
FOWRR)] 7z (B BE (BEAD)] Z23Edsce, b
R & AT EMAEI D e I LN T L 2 RFET %
HEIHSNTWAERY, TRTOL - HERYE IS BT ERMEN D
BEEZT, TNHORFEEBS XU FMafkld. OSHA Standard on
Bloodborne Pathogens IZfit> THU DS T &, BIMEMEZ BT, £
ZZ DD H ZWEICDOVTIE, NI AT T LNV 2, &
TR Y) S A A A T T BRI BT L, 1114

cFyYVUTL—AB~FIClF FHRILHAGTENT VS, FFH—i&
HBV DNA (2%, HIV-1 DNA/RNA [&%, HIV-2 DNA/RNA f&1%, HCV
RNA (24 TH %,

cARFY FORPETIE. © MRAZIRO LS, MiKkIE, HIV. HBV,
HCV ZEDBRREDRNADH2EDE LTHOHWS T L, MEICHIz->T
. BEROERMRE T D20, HEHOER, 1B A7 BIOHN
BCFRSESEML, KB EXRy T2 VT rbiknT b,

< FRHEDTE S THRMC A > AR TR VIR T H DL A
BEERITV, BDENHIUSEAO T Y TEHEEZIT ST &,

c FUA—ET IV VR TH B, IR U TE. sl E S
IfE LD, BIGASHRWE S HERET ST &,

C ARPBETHAT 2SI, RIFERIE LTI PV O LG
NTWBEDNH 5, sffllid. (K - BEF (Fv bOER)] £/
& [ BE BEARD] 22RT5C L, e oRiic X oIk
WCHEOBNH ADFET B, WO BRIEFEHOSK, BEE, <A
SEEBHH U, KL RAEWRA LRV & NAYIE X URIEE
Y ik THERT B T &,

) Abbott



ROFFFHUC BT B b TR, 2R

= |
Eu'?";@E
-

AFIAVF TV EEE
7 LIVEF— KIS ER T BEN
REXE
P261 SAN /R AT =D AFRT B T L,
pP272 HRENTANERIMEEG MO E TN &,
P280 TRAETLS / R / IREEIRE 2 5T 5 T &y
[SREE
P302+P352 A LTee T ZROKTHS Tk,
P333+P313 BRI E 23 HEB N E UGS EMOR
R/ FUTERITBZTE,
P362+P364 HERENTABRIE, FHER T 2581 3T
ZTHT L,
BE
P501 |V /AR EY) R T TR 5 T ks

ROASRC BT B fabirta SN, e R -

&

BE AFNAVFT VARG

H317 7 LIVF— KSR T BN

REXE

P261 AN/ R AT L—DWMAERF BT L,

P272 BRENTAERBIEELG NS E BTV &,

P280 TREETFLS / R / (R 2 BT 52 &,

[GRHEE

P302+P352 FRCAE LTt 1 Z2R0OKTHES T L.

P333+P313 BRI E 72 3R N E UGG EiiD2
R/FYUTERITBL,

P362+P364 ERENTABZE . TR 283U
BT L,

BEE

P501 |WEY /BRI TR 5T L

GRT—2Y—1 (SDS) 1DV Tk, HARY—PKR—rtrZ—IC
BEOWEDEL T,

FEEREN O R EOFEOFHNC OV TIE, i 2 Bis kN
HEBIRT LT L,

(2) ERLDEE

—RREEEIE

« (EAIIR 7238 & 7 a2 (i L 2 &,

v MNEREEEZS Sy bOMEEEECHT LT &,
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