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Yo TRIS #RMEW. 2 278 B2kl (U mk) -4 - ProClin
300, ProClin 950)
«a>Ya’7—1 (CONJUGATE)
THZYIm MES T ra T AE S Y a—FLFitk (i
DEEY)  MES $E@i, 2 > S E2e e (7 vk ER
ProClin 300, ProClin 950)
* MAFRRIR (ASSAY DILUENT)
(F7=EEY - TRIS #BE #1474 : ProClin 950, 7 {tF bV D L)
OFL +Y H—* (PRE-TRIGGER SOLUTION)
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Mis BRI O
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EDTA2 RV W L
ANRYVF UYL
AR ) F L (SESEEIIA D)
- BEIRE. MADOREEEE XA 2 EEEZ 52720 O T, JIIEDERICIE,
MADAFIHEREIN TV R HHOMKTH S T L EHERET ST &
REDERM
cDIFEEHLRNC &,
I L TANTEE U 72k
< T—)U LMk
« F UL AL Mk
- IS MG RNGED BN Sk
- EREIRERS R A5 5 128D s 36 K Gk 7 « 70 > JRifiEk,
ZOMMODRENNEENTVWERWC LTRSS C &, HuREHSim
FRTAIRAIC X 1B 72 20 TV 5 BEOMmERRE, mHih ey
HELTWiRWzD T 40 T UWEENTWBARENEN D %,
c BRI OBY G S Tedd, HVEETOERY hEZREXRY hFv T
TS L,
VELLNOHEED
< PHME OISR U Cld, $MmE OBLETC OB ICHE S T &,
BHENC & 0 BRI S 2 08 L 72720 Tld, Biike LTI %121
Rt ThHs,
BIRISIEDN N T L EERT 5 T &, @D LA HIERNCHIFET
RO R T & MIKOERZERG S Tzdic, MIAT LIS L0
Hzfifdsc L,
IERERERE 21532 728D, ROMMAIGRE R EE RO % 2 &,
T TV, JRMER, FOMMDRIAYE Gk
- FEZET SRk
FE T4 7V, FRINER, ZOMDANAEMNED SN BGEEE. HEE
DEET ZAMC, HORIVT v 7 XA F—Z M50, 10 [ElfEHS
LT LICKDEMTZ L,
BHERAIZ DL RIS > THEd %,
- HESHRE, BT ARNC e RIS B T &,
« HUERLE UL, EORIVT Yy 7 AIF =205, 10 5]
HEfild % 2 I K D TciERIT %,
- ik HETHERE L. BIRICR > TWAEEIE, HM—Ick3 £ TR
M %,
AT MTRRE N TORWEGS, IELWERLME S s Eek
NH 5,
- BelRZz IR O S %,
TR D FE L)
c REERELT 2 —T I L, EOIEET B,
CBIERIAE, YTV TERBRBRESICE LIEICHW S,
NEEEMGFED b N ARIADZE LTl IFEZ & R WIBIHEMR
DRIEET %,
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BRAFDIRTFSRMF

4GS Tt REREHIE  Zoft

My /e =i 24 Wl Betkid, M@, ARk,
DEFRI OGO 59

RFTBTENTE D,

2~8C 7 HIE Bk, mf sRimEk,
STEERIOFRICED 5T
RETBHTENTES,
7 HRELANICHIE Z 17
DI & Tl g,
20 CLLRTHFET % C
(‘_).O

20°CLAT 5 4R M F 723 mAED S 1
ff, FRIMmER, e 2 B

L3z,

MAFPFRIMERZ T U T LI E. S DICTTEIM L TV 2 Mk B
T35 &,

3 &A% SRR 0K UISEHT 5 T &,

RIRDEHESE

AR A K ORI RIS RS U 7o s, oREfTo Tk,

sk A DLRAFSRIFICHES T &

(2) THEME - hEEH

T IR LT =R IERENRHITH O . Sk TR 2 MRERT
BEhH %,

F5hE

Mgt CLSI 41 4 RS 4 > EPOT-A2 Icht > TiT o 720 2 AFy b 2ffi
LB, FUBYED PIVKA-TT OEEEIC 5 2 5810 DWW T L
foo REIREUITFHYE %, PIVKA-T HEEAH 20 mAU/mL. 200
mAU/mL O IfiiE I & ClsEy > Vi Uiz, ¥ V= lE L,
PIVKA- 1 ishiigtr > 7 )V OWEEE 2 TRhini > 7L & Llg U 7z,
AR E

NI DWW Tt L 72 f5 SR 2 DL ISR

FHE (%)

et B 20 mAU/mL 200 mAU/mL
SR €] = e it 20 mg/dL 2 4
ey Ley (anil) 20 mg/dL 2 2
~NEJneY 500 mg/dL 5 4
WaVI\TH 12 g/dL 2 6
AR EAN 3000 mg/dL 3 1
Jokrorvey 150 pg/mL 3 1
HAMA 91 - 6220 ng/mL 6 2
(n=20)

VYR FHET 18.1 - 556 IU/mL 4 2
(n=20)
FEA

FHNT DN TG U TR Z DL MR Y,

FE ()

S b3ie3 20 mAU/mL 200 mAU/mL
T AV Vi 0.5 mg/mL 2 2
ATTaT 0.4 mg/mL 3 3
TN T2V 0.6 mg/mL 3 4
7R FVT) F Vi 0.5 mg/mL 3 5
Y43 Bl 0.14 mg/mL 4 1
Y43 B6 0.25 mg/mL 4 2
Y23V BI12 0.5 mg/mL 2 2
PANS 10 mg/mL 4 3
HI7 b= 2 mg/mL 3 2
AVE—=TzHY a 3000 IU/mL 4 1
AYA—=T v p 3000 IU/mL 3 3
AVHA—=T UV y 3000 IU/mL 4 3
Y2757 /CDDP 7.24 pg/mlL 3 2
Aa sl 100 pg/mL 4 2

kK

k%K

S~ —Hh—
Jififfs < — A — I DV TG L7zl Rz LU ICR S,

TR (%)

J~ — 71— R 20 mAU/mL 200 mAU/mL
AFP 1900 ng/mL 0 4
B-hCG 14 250 mIU/mL 2 3
CA125 950 U/mL 3 1
CA 153 760 U/mL 3 2
CA 199 1140 U/mL 2 5
CEA 95 ng/mL 0 2
Cyfra 21-1 95 ng/mL 6 2
AFP (L1) 95 ng/mL 3 2
AFP (L3) 95 ng/mL 1 1
AFw MICAF ALIUAZHEH L TR0 e, IBENY A7 205

T, RATROCEF Y (BRI By) MEERICEER 52 %15
[EAES~4AN

(3) Z it
ARFy B3 Alinity | A7 LOMETH D, FElE. Bt BRVED
BLIEE,

(A% - BE (8FAD]

(1) HEORFHAZE
FERE T OEFHVS,

(2) HEEZRE - 236 - HARE

s ARFy NHT YA T AV

+ Alinity PIVKA-T' - &+ VU 7 L—% (Alinity i PIVKA-II Calibrators, %!
ih%= 1R17-CAL-O1, REF 01R1701)
(EhEaw U VBRER. 227 Eeees (7 yhk).,
PIVKA-TI (& MHI2R) 81741 : ProClin 300)
Fr U T L—ROWRERLIFICRT,

R

i (mAU/mL)
30mL X 1 0
30mL X 1 40
30mL X 1 100
3.0mL X 1 300
30mL X 1 5000
3.0mL X 1 30 000

TIE DK S 72 EFEHE(LA#HE (SO © International Organization

for Standardization) DR EIC BT B RENEDEB DN A R
(GUM : Guide to the Expression of Uncertainty in Measurement)
¥ LU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) IZ}DWTHI Lz, 34
KITRUTeF v ) 7 L— X OHERAED & OHEE I PRI 2 T H
D, EROIEYHDOA NS FIHWRERSES) LM TR %
Trick b, WERROEARNEANEN S ZHINT 2 ENTES,

RN E (k=2)

FrVIL—& mAU/mL
AL

40.00 + 0.7360
100.00 £ 1.6200
300.00 = 4.7400
5000.00 + 107.0000
30 000.00 = 834.0000

* Alinity PIVKA-TT - 1> b @—)1 (Alinity i PIVKA-II Controls, &%
IR17-CNT-01. REF01R1710)
(FaaaEY: U VBERER. 2237 2@ e (T2 mk),
PIVKA-TI (& hapR) 8774 © ProClin 300)

) Abbott



a2 b a—) VO K CE P2 LU NIORY,

YL B
R (mAU/mL) (mAU/mL)
80mL X 1 50 32.5-675
80mL X 1 500 325-675
80mL X 1 10 000 6500 - 13 500
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I, Bk UTOBEMEIPHA R LD TH S, ShiRicE
WC, AFHICFEH TN TV 2 EHFHONEIT, P X TR
B B ERFHERTET 5 T &2 HESET 5, )70 i BRI 2 3R T
T 27DICEERTRELHERE LT TFDRRET 5N S,
cFY VT L—ray caviro—ibay b EFEEEay b
cFyVTL—FZav k- s
BRigk CEblzay va—)LaHfdT 5Lt TES,
« Alinity i HOEMARHE (EEFS 9P15-40-01)
© BSEAREET (Alinity i & AT LA, 79 R D LEET)
AR OBEICR B IRESIS OV T, i3 2 a0 BIREIEZ S
B35 C &,
AT F VA REIR BT OV TR, i 2 B O E S
ST BT L,

(3) RIEHBRDBRIEE
MDTMEEITI NS, AFy VAT v 2A 7 7 ANV EHEIRICA VA
r—=Ld 32 &,

7oA T7AINDA VAN VHEBXUTT v AT A—2DE
Ry BT FEOFHNCOWTIE, AT 2 EEOBEGIHEZ ST %
&,

7w A 85 A= ZDOHIRNT DOV TIE, i 2O IiEiIEE S
Mz,

FEAROBMEICIT BN DOV TIE, S 2 BBR OB &2 SR
5L,

(4) AE (B8F) &

L FvUTL—% (fFehh) XMk, BRI, ~ A 7o S—7 ¢
), AVVa— 31555 DEATHHL, LUFDEBD
RIGEE S,

s F U T L= REBIRICHRIATRIR E < A 7 1 S—T « 7072
A RISER %,

c RESWZEGRZES, VY ar— RN KSEE35,

s RSB BR L%, L Y A— 100 pL BN KIS H %,

« MU A—300 pL 7z A, KISERPI DI (= 400 ~ 500
nm) OFOCHRE ZWET 5,

2. Fx VT L—RDF NS PIVKA- T % & FOEHIE O BHRAD
ROHLNEEED AT —IRE I NS,

3. MtADFIREZE, HEOAT) —ICEEIN TS RERICK >
T WAAHID PIVKA-T 45 %R %

IERIPE 72 B8 A2 T RIS DWW T B HZ 1T 5 8Ha1E. MIKICHRIRL 72

TR FREE (BISERD ZHIA T 10 I F R U2 BBz v,

[FRRDSIEZITS o

HBIEE

WEFNADREHNIME I 2 IR DU E 22T 5 &,

C TURIAF 2 — T E I TREF 2 — T AT 256, MiARD 5
ThsT LR BREMND D, (FHT 2 HEEEOHHLHINEZ 2
ERCRERaN

- IO B R B/ NRIC T B 728, MEBENC Y > TV i
WY ROY VT IVINA-> T VBT L RERT DT L,

A=Y Ty T TORKLENEEL : 10
TR, EBICHET B5E
- WIEHIE D FEY > 7))V : 80 pL
< [WUH Y Ty TTBMHES 235G O4EY > 7)UE 1 30 pL
CAEEY Y TIVR R =T ricy Ma, 3HERILUNICHIE T B8
« GIEIHIE DT > 7))V EL 1 150 pl
< [WLH Y Ty TTBIIES 255 04EY > 7)UE 1 30 pL
Y TV A=Y vicky ME 3REZBEA TIET 255
CHUL LY Y NSRS B,

cAEOFY VT L—EZBXCTIY A= )LORD N FETONTE
ST BT &,

« RV BEIROIEEIC DOV T, T 2 EIRO TS IHE 2 5]
352k,

C IELOWIPERS R 2155 7zdic, (T 2 BEROBkSIHEICHE> TH
WHEAYTF Y AZITH T & TEROBENK OFEEA YTV
AZED TV BEE, YR OTFICHES T &,

REDFER

PIVKA- T O#IEEA 30 000 mAU/mL Zi#8x 3 #fkld. "> 30 000.00

mAU/mL" D7 T BNEREND, TORKICOW TR HIFERE 721

FARZHNTHERIET 5 MM TES,

BEIER

Y2 TIE 10 FHSHEBIIE SN, EBRICHERGRZ DT 72D

HEICH TN 5,

FHER
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100 5zl A 2 mHd I ThiRna &,

10 AT S 5, Y2 7L 50 pLicxt UT Alinity 1 Ho@RiAz R

i 450 pL Z RS %,

F— R —VER I DBERIA R T E 1213 QC 2T C. TRERE AT

BT &, FIUGREMGEH LT > VBB AR X N, HERS

RelLTHEIN5,

TRUERZE DT BEGOHEMA 40 mAU/mL LLEIC7E2 K SICHmINT %

z&,

TR AN Ulsh o 235603, #ERZ RS 3 2 S i@y ammag R

TR T, TS T IVORGEMED 40 mAU/mL K Tdh %55

B TORBRIGME LENT &, WMUIGHREPERTHERL. HlET S

NS B,

RO A —Z—J7EOFNC OV TIE, 13 2RO BRI E 72

W3zc k.

Fr)IL—3v
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B35,
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ZFORIZAETEICF YV T L— 3 YETS BEIRVD, KOS

WKWEHEFY YV T L—2a 0 Z2i79,

Ly MESOMSET Y MEMHT 55

« Y bE—)VOREMD, AFITHEO R THRETFIRICE DN T
BUE LT M SR ORI 2 AN TV B 55

- Y b a—)VOERHEIPEZ R FIRICE DO TERE L TWiaWng
Gk, Y s 30 HMIC—EHFy U T L—rarzirol &,

HEMIC 2 U T AREE DB B0 D A > T F > AR B K L

Feat, BEy ) T L—ya v EREE T AAHENEDND S,

mBEEEAZ

AFxy FOFZRER Q4R Ceic, fEEOaY ha—)Lk& 1

[\ET ST &,

iR O H T EHCHE, RERIGAIEa Y b a—)VOREERENT

%5

FEHTEICH SV Ty ba— VOS2 RET 250, KEIC

mLTayra—)bogay ki, =7y Ml X OB~

HERINC DD S T2 b a—)VORIE T L ISR TRETNETH

%, ¥tH (3~5H) RN, 20 [ EORBEZRTT > TESNINE

EAEANT, HEESNZEEE (2= y M) &iZ5DE i) &

RET R EDEND S, WY aEHPIZRET 3 DICEE TN

FLFHH & LTI RAET BN,

cFyUTL—rav

- ATy b

cFyUTL—2my k

Ty TEY =)V GRYTBRES)

- WER

— R S BRI TS DWW TCIE, CLSI AiA RS54 > C24-A3 %

ZOMD—NENTVBHA RS A0S BT L, ©
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« a2 b a—)VORERS R R TE D T E RN SN TS5 5
. EUWDHIERENME SN TORWATREENH % 728, ik O
FEEPTEICHE S TRIGT B T &0 FFY VU T L— 3 VD ERG
BB B, bITTNYa—T 4 Y FIEDNTIE, #ifT % B3RO
HHEZZRT BT L,

cHLLEY FOMERF YV T L—2OMHAERB LRI, av b
O — )VOHIEREF & PRI 2 R 5 T &,

BEEEAAFZ1>

FEEEHD A RS54 & LT, James O Westgard, Ph.D. ® “Basic QC
Practices” Z{§ifid 5 LW T&E %, 6

TEREDIREE

AFICFE N TV B MREOMGEZ Sk CITo Hao 71 k. auicD
W, BEREHEED T v v A REOWGTZ BT 5 T &,

(5) #&R

it

ARFw ME, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTF Y VT L— 3 v h—T%ER L. #ERz2HEINT 5,

739

WEFRRICE > TR T T IMICT ZTMRREND LGN LD, TOM
KERENZAEENDH % 7 5 71DV TR, il 2 s ORERDIH
HeBT s L,

CAEEROHEE]

TTITRULIEET—=2I3RENEHITH O, Sifk Tla A 2R ERT
BENH 5.

HIE R RHEM ORISR D& | SRl U 7SR 23 E 5 T &,
AFy b OWPEEHARDMEEERA DS L 72 193 ik Z T,
CLSI A RS54 C28-A3c ITHE> TiTo e /3T XA MU w 7k (P
+ 1.96 SD) ZMHWT. BEMOREH /A O HYE 95 % 7 B HiPH &
ez Lz, 7 QY7 —Ric &k %)

HEE O HhYE 95% %
BLSHPH
RS (mAU/mL)
s n  (mAU/mL) &/h TN TR R
A 193 18.87 8.58 40.24 11.12 32.01

HARENTO, —f#7&7y A 7E LT, 40 mAU/mL AE S h
T3, 8

HELDEE

< WEEAE UL, IR, MOMRERSR, BRATRZ E LAY TRAIIC
HWrd 5T &,

< AFy b OWPEREIDERFT ST IE T 256, BIOREZITS C
L HERET B,

< AFy FORBEME. MHEORES Y FEXTLLRCHEERT LI
BE 5720,

* RUAE/ 7 a—F)UHiRE W ZEENC X s X OiREE 2
7z FEOMAFICIEZ,. HAMA (Human Anti-Mouse Antibodies : Hi<7
At MUK WEENTVSARENENDH 5, HAMA ZE5THikz <
AT/ I a—F iR ERAN TS 3y S THlE LSS, IELW
EEPESNBROVATEEEDR D %, BWiETTIICHTz> TE, fhofEH
PREE BT LN B, 910

- b Mo ST, AP oRES a7 VICKIE L, in
vitro DAL/ 7 v e A ER G525 N DD, HENICEY L2
EEWMEHOR I E 5 ENABE TR, TOXSBTHERIT S
Bahnd o, IELWHIEMMES N 0WnlgEENH %, ZWiETT9 I
BHizo>TlE, MOWEHRIREL LB MDD, 11

e MEFOV U FIRTIE, iSO /a7y VKB L, in
vitroDA I/ T v BB Z 2 END 5. 2WizEiroIchliz->
TE. MOBRHIRTEL 5B ehH b, 1

- B4 XV KHLUAZ ZTHEY OBHUE PIVKA-T DEICEDINA T A%
I EEITAREMEN D B, PR, C2 IV KPS, 232 KER
TREOBHE, £E7IVaA—NVZERL TW3 7))V a— )V IEHEREZ R
HB#FE, PIVKA-TI DEDIEDNA 7 AZRT T e hb 5, 1214

- H CRIER R ORI TIRRERIGDOE A, RIS T O
5 %0, PIEMFICED < BRI hOMELIERIEIRSE 2 EE L T
ATk 52 &,

(t #E

TSR T =2 3IRENEHITH D . B TIIHEBHRZRT
Bahb b,

RESRE (REFTHEEEH)

ERTI LoQ) BXURMBEA (LoD) DREMNZT—ZDHIMSH
HY L 72 BIEREDH (GRS el Refibe) 2 LU MR d

mAU/mL

SE R E P 2 7.60 - 30 000.00
FRIE i b 30 000.00 - 3 000 000.00
R T REHIH © 3.02 - 3000 000.00

a ERMERF (AML Analytical Measuring Interval) (&, LoQ ~E&
FIRTH 5, B FETES KTNA 7 ADITART Y - OPERERTS
HPNIC H 2 RHEMEH (mAU/mL) &9 %,

b FRPEHN (EMIL: Extended Measuring Interval) (&, 7t FIE~
B ERXTHRERTH %, KTRWNERZ 100 5L Lz 2 OHiH%Z
RLTWV5,

¢ #EnIHERIPH (Reportable Interval) (&, LoD ~#FRIEHIFAD R T
%,

E T wRAT 7 AV EOERRIERE FROMMEE I 3.02 mAU/mL
TH%,

IERENE - BIRME

TR PR

MEHE CLSI 1A RS+ > EPO5-A2 Ifit> TiToTe, 12 % 1 1w FORk
O Fry )T L—%, arirua—)LZEHLT, #H1 5 TRz
7o 3flDaY hr—)b, 1HIOE b SxOb, 2 flo e b S
V72 20 HIENCIED 1 H 2\l e &b 2 HHlE LT,

HENFBIE SN ABIE
JHEE (D THERE) (FapsitE) @
Y7 n  (mAU/mL) SD %CV SD %CV

avbhru—)LL 120 51.22 1.082 2.1 1.164 2.3
avbho—)bM 120 50561 8.836 1.7 10.219 20
avho—)JUH 120 1033313 175644 1.7 215713 2.1

ATV 120 2597 0.816 3.1 0.842 3.2
AT Y 120 9380.37 152219 1.6 174059 19
JAESIZK] 120 26161.13 531460 20 607698 23

& WIEANEBIE, WEMEBE, FEmBIEE BT,

sk FFBIME (Reproducibility)

2 0w ORI LT 88 6 B ChRE 2 To Tz, 3floay ho—
U 1B Ms S, 2 Bk M S V% 12 JilE ., s
Tl 3mbia e 4 mlE Uk, (RENZT Y N OFREE LI RITR
£l

e DHTREE  MERANTEBIER  FEEIED
Y27V n (mMAU/mL) SD  %CV SD  %CV  SD  %CV
avh 125 4966 1272 26 1539 31 1695 34
o—)VL
avk 125 49126 9640 20 10040 20 13205 27
01—V M
avhk 126 982572 174190 18 182279 19 279261 28
o—)VH
SRV 124 39.06 1.184 30 1237 32 1338 34
JSxV2 0 124190086 36107 1.9 39527 21 55671 29
J83V3 125 2062885 426091 2.1 451201 22 518119 25
AOHTREE GRVENTERD ., e E a8,
GRS GIEPITERNE), MERI AL, HERT A Z B,
HIE TR
FEHE CLSI A1 RS54 > EP17-A2 IZfit-> TiTo7z, 16 31y FoidHk
BRU2HOBSEZMEMA L, 3 HELLLICHE Y #ET 21757, LoB (7
7 LR, LoD (BHBRFD) . LoQ CER FIR) DKzl FIcRd,

mAU/mL
LoB? 1.27
LoDP 302
LoQ® 7.60

) Abbott



2 LoB L a 0y > )L 60 BILLEHE LIz D, 95 /83—t~

ZAIHE T BIRETH %,

b LoD (3MEHEREY >~ 7L 7% 60 [ EHIE Lz & Fic, 95%DIEHET
WETEZRNEETH S,
¢ LoQ I35 >~ 7L 60 mLLFHlE U TR L, ¥FFAR 30%

&)

ICHY I B EvNRE L LTz,

B

Wit CLSI 414 R4 > EPO6-A IHit> Tiiotz, 17

Ay MIEENHEHREETH S 7.60 ~ 30 000.00 mAU/mL TrEf#E
NCIN

MBS AN BRAAE

« BiEt & CLSI A A R 5 A > EPO9-A3 IC 1€ > THT > Too I J5 141
Passing-Bablok 7% fu 7z, 18

HAL on AHBIGRE Y ME R

Alinity i A7 Iy (i
vs ARCHITECT
T7FIAY—

mAU/mL 127 1.00 -141 100 11.01-

29 868.76

+ ECLIA i & OB OMET 2175 72. 290 BIOMKROGERKERIE. H
BIEREC r = 098, [HIRFERRIE y = 0.96x - 1.49 ThH o7z, [HIFEHIE
Passing-Bablok %% v 7z,

RIEADEEYNE

#x 5D E A, FRICEERE N TV B EERE R 73 EIAAE LR,

% o

Kk

Kk e

k%K
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