|CDBEFRXE L FATHSEALTIREL,
NS RES

*k 20245 9 AKET (B4R
* 2022 11 BYET (B 3hR)

BIHEIRFERGIES 22400AMX00021000
Alinity®
YA MrSF19TSTAV Y B
75 TRy

(£RHTGER

* RN ZHHITH D . TN IO BCER LEWn T &,

- W, MBI B MR B RIE IR IS H DWW TR B RIS BT
TBHIL,

s AFICRE N RIS > THERT 2 T & AEICREEE N
R % K OREHEHRLSN T ORI DV T, AEERROEEME
FORAE L73W,

< ARETHAT ZHEHICE. © PSR DEEN TV 20N H
D, BROFEMDH 2 DTHERMEDHZEDE LTIO S T L. §7F
i, (RR-8EE (Fv FOBR)] Fid [BE-BE RMELHER)]
ZBRTBHT L,

< AHETHM T B, RIFIE LT LT R Y LDER
NTCVBEDNDH %, o THRINCANIZD KFICFE LIl
& AKTHRICHRDR T FDICEEE 21TV, BEDDNUIERDOT
YTHERZIBHT Lo dflliE, (R - BEE (Fv bOEmR)] &
& [B% - BE BFAER] 22T s2 L,

« fEH 9 BB D R L UHHHIHE 2 L <HATH ST %
i,

< AFw OREMIE, tEOREF Y T LEFCEZRT LI

RS0,
BFRAD > T FREMIE, EH S 2 HEEIC K D 52 AlRetEn
%o WERRZERNCHE S 2 B3, MEICHWIGASEF Y FEED
BTMET ST &, WEEDREDFY Fhb/RENTT T IDHIE
fitld, ZOETMOPEIEIC KB HEMELLBT 2T LIFTEAE,
1IE LW EANERDG S NVEWEENH 5,

(eI - #8&F (Fv FOER)]

Ot +

« XA 7 S—F « 7). (MICROPARTICLES)
iy 799 A€/ 7 a—F)UhikERCEER 1 (fOEEY
TRIS #B i, 2 > /87 B&EMRF (T #kK) {174 ProClin
300, ProClin 950)

« a¥¥a—k (CONJUGATE)
TV MEES TS~ ATy u—F )ik (oah
Yo : MES $Rl. 2 > /8 AZEAl (U ik fR77A] - ProClin
300)

OFL ~ U #—* (PRE-TRIGGER SOLUTION)

(L KE

O RV #H—* (TRIGGER SOLUTION)

(€A v=r=ty/IIN sl MIAVEN)]

¥ LU MU HAH— FPUHN—IFAFP- 7Ry F (RBES

22300AMX01224000) THGRE NIz Hlidsk e L THVWE T,

Alinity i ¥ 27 LHZ TR &0, BlFE D Ofzditic BRIVWAED

BLEEL,

(EREN]
MAEF MOV A b r5F 2 19 757 A2+ (27 5) OiliE CE
PRI DRZ W)

(AERE]
E2AFOLEilET: (CLIA )
RELDEE

(1) AEHBOME, KEUE
EqyE]

AFw b CREROMAFEZLHT 5 LMW TE S,

jd

CYFRA 214
09P40
G06335R04
B9P40J

fOFEADRAFLDERIME L, A+ PTHHTES T L2IERL T
0,

i FRINGE

litH) 1L
17 o BEFILA D

e EDTA-2K

s o b MATER MBSO AIIIER LT &,

- BARIE. MRIRDREZ KXY B RE 2 R To im0 D T JEDBRIC .
BAWAFICEHHEN TV SO TH S T L 2ERT BT &,

ENOESES

cUMRERLZWC &,

- AL TARIEAE U 7otk

« I—)V Lk

< Z L IBIM U 7=tk

- IS INTHAEYIRGRDNED 5 N5 ik

< IEMERIERS R 219 5 T2 M1 36 K CIUERRIRIC 7 « 77D o/ FRILER,
ZOMDORBEMMNEENTVRNT L E2FERT 5 T & FUREASIm
RRIARAENC X 2188220 T % BEDMEMRAZ. mYHERICH
HEL TORNEDT 4« T U DEENTOBAREND S %o

- AR OERZE < Tesh, N ETOERy hERBEXY hFv T
M AT L,

s NOERED

< FRIME OMEAICK LTI, FRE ORIE COREFIHEFICHE S T &,
FHEIC & O MBRAR D52 08 LTz 720 ¢l Bitke LTRig 2121
5 TH 5,

c BRIKICIEN W L 2T 5 C &, DD A IENENTICHiMET
TEI DR T & MIKBOERZR < Tz, Mk ITH L0
Wefifdac L,

- AEEMET I 278, RILTY I RIFH—EBAVTH Y TIVEE
fLaWwz &,

IEMERERR 2135 7e . ROMIKGHIERICHEROET 52 L,

< T4 7V v, FRIEK ZDOMDOATEYE STk

E 707V v RIER EOMORNEMHRD SN B, FEE

DHES ZRIC, BRI 5 BRI 5 T LIk VIR 5T &,

HEEMRARIELLUTRICHE > THEf S % 6

- WS, BRI B RIICTERICRIRT B T &,

« BRI U 7oAk, FRohie 5 BEfIT 5 C LI K DIRERIT %,

- Mtk HCHERR L. BIRIC R > C0AHEEICE. Ik 5 £ TR
RI9 %,

- TR L?:*ﬁﬁi%ﬁﬂﬁﬁ UTAIIZISHEAT S 2581, L <HfELaw
&,

- AIEEMET I 278, RILTY I RIFH—EBAVTH Y TIVEER
MmliEncé,

s BAD T TIRRIE N TOR WSS, ELOATRDE S NI O ATREN:
NH%,

- IEREZRERIR 2135 128, BRI U TRIRIC T « 7)) >, JRIMER,
ZOMORNAENRD e, WERCHER0HET 5T &,

WRAARD FEE 077 B

s AR LT =TI L, D7 < & E 20 000 g-minutes Tizb o)
ER:E

- T OREMER T a0 BERE I & ARG ) (RCF) O#lAGDED
Bl L FICRd .

L EEERIE RCF Znic A FORER THINT 2 2 &M TE 5,

) Abbott



SIS (n) = 20000 gminutes
RCF
OB () RCF ( X g g-Minutes
2 10 000 20 000
4 5000 20000
8 2500 20 000

RCF = 1.12 X rmax (rpm/1000)2

RCF - ELOIT IR 5 N 2 AEHE O T,

rpm 1537z ou—2 —EigE (—RSEOETT
VRENVEIREN TV EEFE rpm TH ).

EOLVT R - S0 BERER X 1 — 2 — D[R H YD RCF F 721
rpm [ZEE LU TASHGEZ AT 5 £ TORET 2 T
Lo

T'max SUA=RMVERLIEO—Z—D¥%, F HHATHX
Tr— (BGEEERES) DM 255, ok
& (rmax) ZHEDTHEL AU A—T1)L), RCF
ZHIT 5 0END 5,

g-minutes - RCF (X g) LDl (00) 723 U7 BfEDHAL,

BWERIAZ, U2 TNy TEIGEBREFICR LIEICH V5,
NEE e R S NTA DL BE T, IEE7Z & a0 EIHE Rk
DHZITHT %

RIEDRFRM
wk fRIAFE g REMEHIE Zoft
Mg /i =i (EiE 48 R Mefkix, M, JRIMmER,
25CE LT DEFIOECED 5T
MEEL 72) RIFT 2T EMTE S,
2~8C 7 HIH Metkix, mdft, JRIMmER,
I OF D 59
RIFT 2T EMTE %,
20°CLLR 7 HRE M7 % 7z i g 5 i
B, JRIMER, 7Bl bk
L3z,
3 I8 A % WSRO 0 R LIdEHT 5 C &,
RIRDERZ

FERR AT & CREPEIEICRIS LTealk, #onzfto T &,

sk RADLRAFSEITICHES T Lo

(2) THEME - IhEZH

T IR UIeT =23 MRENZFITH D . Shitisk Cld R 2R ERT
LEhd 5.

Fi54hE

FIE OMENE CLSI A1 RS+ > EPO7-A2 1> THiTo iz, 2
{b2ApaA

FUEIEE 3.3 ng/mL OY > T IUICIHNT, HIEEICHEE 5 2 % [ RElE
DHZMERELY VT IVEMBY VIR UGS, Ay hD
TEMANDZEDINY GEOFEME (%)) F. 10% K TH 5,
DURISR U S O b5 2 S35 > 7L gy > 7 )V ol
iz b Utz #5RZDIFITORT,

feAgadl IRIE FED T (%)
VKT SF v 500 pg/mL 1
VAT ITFY 165 pg/mL 5
RS )% 1 pg/mL 0
FEVIVE Y 40 pg/mL 3
ynaF=7 17 pg/mL 2
IhRVF 12 pg/mL 2
FLYAEY 380 pg/mL 4
ARAT7 IR 800 pg/mL 0
AV THY 20 pg/mL 2
VAR & 37 67 pg/mL 1
NAFLEER 1370 pg/mL 4
CYTIATF Y 500 pg/mL 4
e/ Lvey 1.23 pg/mL 2
CYIYARTFY 11 pg/mL 0

WNIRPEYIE

DTRICGRLEEEOCYILE Y, ANEF O Y, R INZ7E, FUY
VT4 ROARF Y FOJEMIC S Z 2582 E Lz, A+ McE
3327 FIREA 2.85 ~ 3.91 ng/mL ORIKIC, FIEMEICHEER 523
ATREMED B 2B Z I U Tze M 3.3 ng/mL DL EOMIAKICIIT %
BT 0~ 8% ThoTee LM 3.3 ng/mL KliOMIAICI5T 2 1
Bt > 70 &Y 2 VO 1% 0.02 ~ 0.32 ng/mL TH > 7z,

et =3
vyier 20 mg/dL
~NEJney 500 mg/dL
R2YRYE 12 g/dL

F VLT AR 3000 mg/dL
Z DO NKEWE

DURIZ R Uz BapEipH o> HAMA (Human Anti-Mouse Antibodies @ #1<
A MR BIERE 156l XY Y FIRF RE) BHiE#E 12
7% VTG 2175 T2o SR LURICRT

i W om0 THE 0
HAMA 14.5-122.3 U/mL 0-6 4
YT KF 47.5->100.0 U/mL 2-12 7
S (ng/mL)
i (ng/mL)
a 07\ —
=)= D) X100

sl D ARy MIEA T ALHUAZER L TWiRned, IENY X7 &

K%k

W T, BiAPOEATF Y (BRI By MIEMRICEEZ52%
ATHEMEIR R,

(3) =it
AFy B3 Alinity | Y A7 LOETH D, FEE, BAticBRVWED
BFLIZEN,

(R - BE (RF5FD)]

(1) HREORESZE
FAEIZOEFB,

(2) BEIxRE - 83 - HBE

cARFV AT YR T 7 AV

* Alinity ¥ 7F « F+ U7 L—% (Alinity i CYFRA 21-1 Calibrators, &}
%5 9P40-CAL-01, REF 09P4001)

(oA B, PR (e M#fagkdR)  £R77A] : ProClin
300. ProClin 950)

Fv U T L—RORERL NIRRT,

IRRE
Him (ng/mL) / (ug/L)

30mL X 1 0.00

30mL X 1 2.50

30mL X 1 10.00
30mL X 1 25.00
30mL X 1 50.00
30mL X 1 100.00

TE DD & 2 EFEEAELBERS (SO : International Organization

for Standardization) DRIEICHT BN EDERFDH A F (GUM :
Guide to the Expression of Uncertainty in Measurement) XU
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Eurachem/CITAC Guide) ICHEDWTHIHL, 34

KITRUTeF ¥ ) 7 L— X OHEERAED & OHEE fEIE MR T H
D, WROEEHOA NS FIHARERSEE) LI THNY 2
TEIC&KD, WERROBENEAEN S ZRNTH N TES,

PR E (k=2)

FrUVTL—& ng/mL (ug/L)
SR

2.50 + 0.1590
10.00 + 0.4240
2500 + 06850
50.00 = 0.6700
100.00 + 2.9600

) Abbott



+ Alinity 75 « 2> ha—)l (Alinity i CYFRA 21-1 Controls, #%
5 9P40-CNT-01, REF 09P4010)

(EEaEY B, PUR (e MREgHR)  fRTEA] - ProClin
300, ProClin 950)

a2 b a—) VO & OB PP 2 DL NSRS,

sz jEga il
FaS (ng/mL) / (pg/L) (ng/mL) / (pg/L)
CONTROL|L| 8.0mL X 1 5.00 3.50 - 6.50
80mL X 1 15.00 10.50 - 19.50
8.0mL X 1 35.00 24.50 - 45.50

FABCHEIN TV SOy bao—)LOERIEIE Ty NERYT
Fa<, BERARE UTOEMEMZRLI:EDTH S, Sk
WT, AFICHMEN TV 2 EHFFAONMIT, oI K ORIk
ICHB BEHEHARE T 2 T L 23T %, Y] B e 2 3 E
T 27DICERETRELHER L L TELLTIDHET 515,
cFyYVTL—ary sarvio—ibay - EEkoy b
cFrUTL—xuy b - B
Hhisx CESZaAY ba—)V T L ETE S,
- Alinity i JLBMATHIR (7S 9P15-40-01)
- BEAFGEEE (Alinity i & AT L 7V B D LEET)
AR OB EICR R g LIS DWW T, (T 2 B OBk E 75
gz,
AVTF VAR E R EEFIT OV TR, T 2 A OB E A
Zid 5L,

(3) RIEHBRDBRIEE
MDTMEZRITI AN, AFy VHT v 2A 7 7 ANV EBEIRICA > A
r=l9 32L&,
TobAT7ANDA YA S—=NVIHEBXCT vEAI8T A—2DHE
TR ZFJFEOFRNC OV TIE, AT 2 EROBEFIIHHZ 2T %
Tk,

T A IR A—=ZDOHIFNCDOWTIE, #HT 2 a8 OREkHIHEZ 2
Bz,

FEEROEMEICEIT 2REMIC DV TR, HH T 2 a8 ORI S Z 2R
T35,

BunZEH

7wl AT A—=2 TREROYAT ] 2T 25T T 5,
24

I (WIIRGE DAL X ZEH AR = IR (RO HALD

HIRGE DAL ZEHREL 2R % D HAAL
ng/mL 1 pg/L

(4) AIE () &

L FyUTL—% (Gleh), A7~ )b, avyar—+
Z1:1:1 OHETHEHL. LTOLBIKIGEE S,

CFX VT L—RIIIA T WS—T 4 ZIVENZ, KEEE %,
c RRISWIZRER, avYar— RNz, IS8 5,

2. REIEMZERE%. LMY =100 pL ZhNZ . KISEE 5,

3. FUA—300 pLz2nAx. KISEROFEE (FEER 400 ~ 500
nm) OFICREZIET %,

4. VT TP LFOCRE O BIRANRD S NEEE DO AT Y —ICHIEE
N3,

5. BIKIZOWTE, Fv VU T L—X ERAOEIERITO. FEREH
HWEEN, EEOAEY —ICHEESN TV MBI K > T, Mtk
HDY T FIERRD B,

HIEE

HEFNEOFEAN AL T 5 $aR OB IHE 2 ST 5 &,

C TUREF 2 — T I TR T 2 — T R AT B85, WIEEN T
Ths T LR 20 END 5, (FHT 2RI 22
ER-ReRaN

- FRFEISE O W o NRIC T B To b, IEBIRARTC > TV T
MYEROY Y TV A> TS T L ZHET 5T &,

c A=Y Ty T TORKLZENEEEL : 10
c %, BBICHIET 255
* WIERIE D EEY > 7))V & 1 100 pL
CFCY YTy TCEIES 258008 > 7))V 1 50 L

AT VTV R =T vy ME 3IFRILINICIIES B 51
« WIERE DL > 7)VEE 1 150 pl
< [WLCH Y Ty TTBMHES 235G 00EY > 7)UE 1 50 pL
AT VTV R =Y vy ME 3IEZBEA TIET 250 ¢
CHUL LY Y NSRS B,
AEOF YV T L—ABXT Y bE—)VOWO PN HIECDONTE
BETBHT L,
- RN OB DV TR, (19 2O EURIGIHE 221
5L,
IELWITERIRZ 155 Iedic, [T 2 RO BEkEIFICIE > TH
WIEA YTV AZITD T Lo MROBIEMX OBEEA YT F
AZEDTOBEHA, YRR DFNUHES T L.
BREDER
27 Z OHGEMA 100.00 ng/mL (100.00 pg/L) Z#Z 2 Mikid, ">
100.00 ng/mL" ("> 100.00 pg/L") D7 T I HEKREND, TORIKIC
DOWTEHBITHEINE 2 FRRZHOTTHIRNE ST 5 LN TES,
BEIFER
YTV 5 FHCTRHIE E N, ERESIC TR R 2 T T
BICHEINE NS,
FHER
HESEAIREG S @ 5 15
B> 7L 100 pLicHf LT Alinity § @A 400 pL ZiHhnd %,
AEEMETT B, RILT v I RIFH—2AVTY Y 7 IVEEM
LBEWZ &, BRECDOVTE, IBMELEDEER] (1) AESANOMEE.
FEE BREORR 225 L,
A — A —{ER T O BB MR 2 7 F 721k QC 2 7T, TmffEHRz2 AT
5T &, HREREMHALCTY Y TVBENHBIMC TR TN, AEks
R LTINS,
TG T B RIOWEMAY 0.50 ng/mL (0.50 pg/L) k&< %2
KON BT L,
TG A Liah o T2 ad, M2 I3 2 il ) s iR
T BT Lo WMUIY Y TV OREMAHERFHD FRR 0.50 ng/mL
(0.50 pg/L) Kl Thc%e. TOMBITME LENT &, HWYIRmR
FERTRINL., HlET20ENH 5.
TIROA —H—JEDFHIC DN T, T 2 Hds D BULHIHE 22
Hyzce,
Fy)IJL—vav
Fr VT L= 3 YOFECDONTE, [EHT 2 B8 0EURHIHE 22
[ N
Harho—)VEIEL, ¥y VT L—>a rziHMid s L.
—fE, BIRZRT L v U T L— 3 VORSEDERICE S NS &
ZOBFHET LICF v U T L— 3 YEITI BEFRWD, ROBE
KEHFY U T L=y V19,
sHLvay MESOMEF Y M T 35S
< IV Fa—)VORGEMD, AFITHENE R THETTFRICE DV T
ROE LI B OB M 2 AN T0 255
+ OV b =)L OE M2 T TFEICE DO TRE L TV
ald. Pa et 30 HMIC—ERF vy U T L—2a yz2ir5 T &,
WEMEC 382 N UF SR REMED B By DA VT F » ZARAE M2 FEfii L
7HES, BEY VT L—ya VAEREETBAREEN D %,
mEEESE
KRFy FOKHER (2411 Cric, REEOaY Fa—)LE% |
ERES % C &,
ERZ NGB HTEHCAC, REREEE D Y b a—)VORIEZBINS
%o
MEHNTRICE DT a Yy b o— VOB Z 3083 2 5, SIS
JGCTay ha—bogay ki, 2—7 vy Mtk X CEIHZ
FRRIICEFRDH Z a2 b O— )VOWHE T LICEMR TRETNETH
%o BH (B~5H) MICHED. 20 B EORIEZTT-> TRSNTHlE
lZHWT, BfFEN Tl (2—7y M) &id5D (ip) %
RET B EDJTEND B, WY EPHEHZRET B T2 OICEET N
FEBER L LTCRUTHETENS,
cFrUTL—vav
- AT Y b
cFrUTL—&ay b
TRy VTRV a—)b GRUTBEH)
- e R

) Abbott



— R S B OHERTIEIC DWW TIE, CLSI HA RS54 C24-A3 %

ZOMO—HHUABENTNBHA RSA VRBIRT B L,

- [EER DR FEEIFIED, KoMBIcay ba—)LZET ST &2 E
DHTVBEE. MMREDTFIECHES T &,

« a2 b a—)VORERERED R CED IZEHEHRA» 5NN TV RS
. ELWEIERENME S NTORWATEENEN S 2 728D, Hliik DR
EEGEICHE > TRIGT 2T &0 FFY VU T L— 3 VR
GhH B, FTTNYa—T 4 Y TICDNTIE, [T 2RO Hk
HHEZZIRT B L,

cHLLEy FOMERF YV T L—2OMHZRG LRI, aYv b
O — )V ORESS R & S 2R 5 2 &,

BEEEBEAIFS1>

FEIEEDNA 54 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{§ifid 5 LW T&E%, 6

EREDIREE

AFICFIRE N TV B MHREORGLE A SR TIT 2 BAO 7 m ha)bic>
WX, BEBEHLEAED 7 v v A HREOWGT Z BT 5 T &,

(5) ®BR

se

AFw Mi&, 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) %
HOTFY VT L— 3 v h—T%ER L. #Rz2HINT 5,
HLOZHIC OV T, (3) RIEMBRORMEE HBAUDEREZZIT S
Tk,

739

WERRIC R > TR T T IMNC T Z T NRREND560H 5, TOM
IKERENDARENEDH 2 7 T 71DV TIE. i % K0 Bk
HE2BMITB L,

[(AEERDOHIEE]

CTWRLIeT—2IERERNEHITH D . Siif Tl E 28R 2Rd
Liahd %,

HUECO BRI ORFEICH D & BRI U7 B ERPZ30E T 5 2 &,
TR MR 240 il 2 Ay b Z2FWTHELTZE TA, 95% M8 2.08
ng/mLLLFTH o7, (M7 —2I1cKB)

HIE EDEE
EDHERENTRFICBOTE, Y7 FHEMDPEERA LR LA
WERT T END D, V7 THEMIE. 2, M IFRE. &
AEDX S HIFEMRBERETE LRI ZCeNH B, CDD, A
Fv FOWEMIE, BERBOEROMIMRNE T3 LI TER
Vo RFY MEEORV)—ZVJIERLENT L,

< MERSRE. SER, BAYER L. ZOMODERT —2 L GbETHRE
INCHITd 22 &,

< ARy b OWERERDERIT IS PIET 256, BIMOHIE 2Ol
EAERA MRS 5 T L BHERT B,

c ARF v FOREMEIE, HORETF Y b EXT LEFE CEZRT &I
FRS7Eu

YV TIICHERNRAT 2 £, V7 SHIEMDEL BB T eNH 5,
« Y AE S 7 a—F)UHiRE W TEEENC & B 2 X A2
feEBFEOMAFICIE,. HAMA (Human Anti-Mouse Antibodies : $i~ 7
A MR BEENTOBARENEDD %, 7 8 HAMA ZETHk%
RUAE/ 7a—F )R ER TSy M THIE LSS, IEL
WRIEEDE S NG W ATHENED B 5. 7

- b MR O RIF UL, SR O a7 ) I KIG L, in
vitro DAL 7w AR LA BT LB 5, O ARMNCHIE
TEIMEHREIC S 5 SNBEBHETIX, TOX B THZZ
5HEEHNH 0 IELWIEEMESNEWATREENH 2, 22175
WCHTe> TR, MOERBIRE L 5D T ENH 5B,

© WS U 7oA dlfi U CARIEWC (9 25 A0, ML S| LARn
ce, !

CAEEMETT 7. RIVTY 7V AZFH—FRAVWTH VY TIVEER
MLEWT &, BAECOWTIE, BRELEDZEE] () AESHOME.
HEGE REDFEMESIRT ST &,

KIS T 2 R EIC OV TR, BEEDZEE] (1) AERE®
HE., FEGEEBIHT BT L,

© H OSSR ORA TR RIS DS E . FERFERMK G T D
35 %D T, HIEHRICED < B3 OMERHIKEREZEZE LT
BEmcHmT 5 &,

[t #e

TR U T =23 MRENZFITH D . Fhitiak Tl 2R 2R d
BENH 5,

pillat x|

WERFE, ERRE, FIRMER KOS 7 ADITAT v F OMEHEFA
HIFAPNIC B % JIE MR (ng/mL . pg/L) &9 %,

AKFw hOHIEEHIE 050 ~ 100.00 ng/mL (0.50 ~ 100.00 ug/L)
Ths,

IEFEN - BIRM

JRE PR

Meitid CLSI /1A R4 > EPO5-A2 IhiE> Tiiotee 1048 1 1w hodit
W FEYITL—2 . avba—)HRL TS 1 BTG Z1T-o 7.
3fFloar rua—)b, 5Floe kg 3w Lz 20 HEICHED 1 H 2 [,
Pirl ey 2 HEAE L,

BRI TUE A ER A RS N AR
ng/mL (BHTHEED) (RargBite) @
GT n (gl) SD %V  SD  %CV

arrue—)lL 120 4.83 0.091 1.9 0.097 2.0
avbho—)bM 119 14.58 0.287 2.0 0.334 2.3
arvirue—)LH 119 33.98 0.657 1.9 0.822 2.4

A 119 0.79 0.037 47 0.041 5.2
IR 2 120 3.46 0.071 2.1 0.090 2.6
AT SIZK] 119 16.57 0.301 1.8 0419 2.5
AT %! 120 71.90 1.055 1.5 1.307 1.8
AT VIZ) 119 85.99 1.172 1.4 1.475 1.7

APEANBIIE, WEMAEBE, HERREZ ST,

#% B (Reproducibility)

20y hOREZMH LT, MR 6 BT ZTTo 7z, 3floay hu—
by ABloe MiliE SRV EEERT LI 3E, D e s 4 HENEL.,
12 \ILLEORFER R 21372, REMNZ Ty b ORRZLI TR,
SEEIE O DEITRGEE MERRPIFIRYE R PHIRMED
ng/mL
YT n  (ug/l) SD %CV SD  %CV SD %CV
aybho—)LL 124 518 0110 21 0126 24 0196 38
aybu—)LM 126 1506 0290 19 0314 21 0528 35
avbho—)LH 126 3489 0517 15 0674 19 1080 3.1

A VI 122 1.29 0.051 40 0.057 44 009 74
VA9 125 270 0069 25 0.115 43 0.170 6.3
8%V 3 126 1563 0241 15 0328 2.1 0490 3.1
VAS 9%} 126 7251 1030 14 1253 1.7 2492 34
T ORI GAUEIETEID . PERIBIEE 5T,

b OETRGEE G NI . UERIFBINE, KRN 3T,
AE TR

Metid CLSI A RS54 > EP1T-A2 ICHit> TiioTze L 3 1y Motk
BLU 2 B0 L, 3 HELL RIS D it 217> LoB (7
S ERD. LoD (RIHIESYD . LoQ GE&R R OmAER L FISRT .

ng/mL

(ng/L)
LoB? 001
LoDP 0.05
LoQ° 0.15

A LoBlXEEEODY > 7 )VE 60 ELL EE Lz &D, 95 /83—t
ZA YT ZEETH S,

b LoD (FMEHLEEY > L% 60 ML ERIE Uiz & Flo, 95% DIEMEET
HWETE 5 NEETH S,

¢ LoQ (XY > 7 )7 60 |, EflE U TR L, mEtcB TR
KR CV 20% i Tz 9 /N & Uz,

=L

FEtE CLSI A1 RS 1 > EPO6-A ICHit> Tiio . 12

AFw R 0.50 ~ 100.00 ng/mL (0.50 ~ 100.00 pg/L) DT
MR,

) Abbott



KOS B MENZTEN TV S, FY VT L—XB~F avh
n—licid b MIEHKHEROFUEDNEEN TS, ¢ MHRE X7
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b MIEMETF K REEY B hCG 500 miU/mlL 5L F P280 (RIS / IR / ARG 5T &,
CA 125 3500 U/mL B F ISRIEE
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weighted Deming i~ (ug/L) 004 095 0T H317 7 LVR— NSRS § BTN
+ ECLIA ¥ & OMBIEDORGE 2175 720 198 BlOMAD GBS T, HH H319 SRV HRATY
BERED r = 0.99, [IFERRZ y = 1.00x - 0.45 THoTzo HIRTHE H316 * TR JEE O K il
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