|CDBEFRXE L FATHSEALTIREL,
NS RES

*k 2024 5 8 AET (B 4HR)
* 2022 8 AHET (B3R

BLERRFEEDEIES  221AIAMX00001000

Alinity®
C-RTFFFv b
C-NFTFF 7Ry

(£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,

< AHETHM T B, REFIE LT LT R Y LDE R
NTVBLDNDH D, o THPITANTZ D BFICAE LI &I
&, K THRICHEVIR T FOISRIEE 21TV, BENDHNEEERIDO T
YTHERZIFZHT Eo afilid. [FK - BEF (Fv FOEA] 72
& [B% - BE BFEHER)] 229 s2 L,

- fEH 9 2 AR D R L UHERSIE 2 L <A TH ST %
c,

(eI - #8&F (Fv FOER)]
Ofd3EFy
« XA 7 S—F 1 7))L (MICROPARTICLES)
ik b C-RTF B AE /7 a—F )UHIREREREER 7 (o
HY) : TRIS $EfEk #1474 : ProClin 300, ProClin 950)
«avYa—bk (CONJUGATE)
7)Y LEEie b C-XTF R AT/ Za—F)Ufifk
DOEHEY)  MES $Eliie, & > /87 A bkl (7o dsk), SmEt
Al RS 7T FY L)
« AT FRIE (ASSAY DILUENT)
(F&EHY - MES 8%k, SmisiEsl. 2 27 8HEA (72,
U ARR)  #FH] : ProClin 300, ProClin 950)
OFL +YH—* (PRE-TRIGGER SOLUTION)
il Wi S
OV #—* (TRIGGER SOLUTION)
EaEaEY  KEEF Y L)
X LU MU A — bPUH—IFAFP- 7Ry b (KREFS
22300AMX01224000) THERE NI Z @RS e LTHVET,
Alinity i ¥ A7 LHZ THEHL7Z2E 0, HIFED Oz BRWED
"L 7ZE W,

(EREK]
1, USRI D C- RT'F R Ol

(Al RE]
fesfFeeiuseliEis (CLIA )

(#BfF LDEE]

(1) AEFEOME. FKICE
TRikiE
AFw b CEROMEREZ LN T2 LN TES,

OO BAFELRINE X, AFy FTHEATE S L2ZMEREL TV
AN

kXK e

jd
C-Peptide
09P36
G06334R04
B9P36J

1L / 1A
e PRI
M7 (IR
17 o BRI D
1 EDTA A1V 7 L3

ANNY VY FT L
VAV S RVEN
VAV G2 ity N
TAbF RV DL/ T avfEhy) o L
AR Y FT L U BEERIA D)
CARFw NTIE. ZTVEEF RV Y LAY ORI I T E &R,
b b, M RS OKIRIC I Ay R OMEERT ENT
VR,
< WCROFUR R Z i LTV 23555,
RIMEDITIR B AHEMNED D B
- BARE. MIRDORERZ KA 2 EEZ R 272 0O T, JIE DRI,
MADAFICTEMEIN TV R HHOMAKTH S T L EiERET 5T &
IR
ARFw b TEMIAL LT 24 KR ZHHT 5 W TE S, R
THRRARM IS 24 RERILLEBIR U, SREFNERIM L RW T &, R
i 2 ~8CIIMMET BT &,
RIEDE
cDUFEERHLRNC &,
- IEAL TRTE(L U 7ol
o T—=)V LTIk
« F L LA U TRk
- IS MTHAYIGRDED 5N S Mk
s IERERIERR 2132 T2, BIKICIE T « 70 >, JRIER. Zoftho
RNEVDNEZENTOIRNWC L2 MRS 2 T &, PuRFEFIS A fR#]
IC K BIEHZZ T T 5 EEOMERAE. BN TERIC/TEEL TV
BONTEDT 4 TV UHEENTOSARENEN D %,
s BRI OB RN STzdh, HNETOERY FERBEXRY vFv
TS &,
REDRA
c PRINE ORISR L T, S OSLE T O BHREIAEICHE S T &,
FHENC K O MERA S 2 0B L 72720 Tld, BilkE LTI %12
0 THs,
c BRICTHN RN T L ZTERT % T &, 1ARH 35 A RIENICHRET
HWERIOBRLS T &0 MABOERER STzdlc, Bk &I L0
BzfifHTsC &,
IETERERS R213 % 12D, ROMMAITRIE R O 2 2 &,
< T 7Y, HRER, ZOMORNAEY)Z G TR
ELD 74TV SRR ZOMOARNENERD DN B GEE. HEE
DEET ZAMC, RHORIVT v 7 XA FT—2 M50, 10 [mlfEES
HTLICKDEMTZT L,
RIS L RICHE > THER T %,
- BOERUA, IR B RTICTERICEEdT S 2 &,
o WEREELE U ok, EOR)LT Yy 7 AIFH—E MW S M, 10 [
HEffld % 2 LI K O TciERIT %,
- WAz HETHEZE L. BIRICE > TV AIEEIE. k3 E TR
g %,

BAADTIE NS T & THIER

) Abbott



AT INTIREAIENTOEWES, ELORERDE S a0 alielt
b5,

WA T « 7) 0 JRILER. Z OMOREMNEEN TV 255138
[T AT Lo

Tl oD it Lo e

s MAZELT 2 =TI L, 27&< &% 100 000 g-minutes TiabhlhJy
#Ed %,

« T OSEEZ i T 9 i Loy B & AHE O ) (RCE) OfflAEDE D
B2 FICmRd .
LG EERE G RCF 2 tic A FOFHRATHING 5 2 e TE S,

ENE DR (4)) = 100 000 g-minutes
RCF
PO BERER (5 RCF (X g) * o Mintes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

X ERERIER R 21 5728, Y5 F 2 — 7 &M LT, 2500 RCF
PLET, A2 &% 100 000 g-minutes & 7% X S 10T 52 &,
RCF = 1.12 X rmax (rpm/1000)?

RCF - EO BRI B NS RO,
rpm - 153MdH 7z 0 ou—2—EE (—RCE LT T

VENVERENTO DT rpm TH5S),
OO BERER] - a0 B3 0 — X — D [EHEAYH D RCF £ 721
rpmITE L THSIGEZ RS 2 X TOR L35 C
L,
I'max - SYRA=MVTRLEA—2—D 4%, F EHTH
T'r— (BGEERTREN) DA eEHT 255 2k
£ (rmax) ZHADTHMEL BNV A—F)L), RCF
ZRHNT 208N D 5.
RCF (X g) LD BEReR (57) 723 U7 B D Hif,
IR, BTV TERGERESICR LIECHY 5,
NEEEM RS 5 NIMRIADR L HETIE. IEEZ S KRV BRIk
DHEDIT %,

g-minutes -

RIEDIRFRM
LGN T RN Zoft
i / if4E 15 ~30°C 24 I 8 IFRILANICIIE 217D

EORRIKIE, g E 72
M#ED S i, AR ik,
DEERIZRET BT L

48 RE LN IS & =2 17
bRV, MmigEE e
W nEED S i, FRIMER,
DR ZRET BT L,
M F 7z & fm4Eh 5 i
ff, JRIMBR, 2317 bk
FRC I e

3 AR 7 L2
AOREREFITH B A
Shizhotz,

24 W[ IR D BRELSE T 1%
24 RER LIS @ =2 17
bW IR. -10°CHL
T TR FT BT L,
3 7 HHE 7 LT
EOREFEFICHEIIA
S5Niahoiz,

3 A7z 8 2 % MASEME O DR LIS 5 T &,

RIRDEHEE

FEARARIR TS & OIS WG LTc s, £REfro T,

2~8C 48 EfE]

-I0CLAN 37 A

PR 2~8TC 24 Wfi

-10CULR - 37 A

sk RADLRAFSEIFICHES T &

(2) WHEME - HEEF
TTITRLETF—2IIRENEFITH D . Bhiids T3 R B2 R
e %,

F54E

FEHE CLSI HA RS+ > EPOT-A2 1t THio Tz, L A2 LU FITRT,
BRI

et T SEAEICRE (%) @
~NEJney 500 mg/dL 101.8
vULEY 20 mg/dL 996
) ZUES A R 5000 mg/dL 102.3
AVITE (e bTIVTIY) 12 g/dL 919
1 7 P 100 TU/mL 93.1
HAMA 1000 ng/mL 99.7
IRIEE 0.4% (v/v) 100.5

SE3IfE (ng/mL)
A (ng/mL)
THEIE (%) = $RTOY > T IVOEIEED T/

by KT 200 ~ 800 1U/mL D> FIL T, THImEIE
1893 ~809%TH -7z,

AR (%) = X 100

IR

e RS PRI (%) @
JL7F=Y 600 mg/dL 100.7

IE3 6 g/dL 946
Ja—A 300 mg/dL 100.1

e vy L 6 g/dL 95.1

Ve AN 6 mg/dL 100.1

FfER 20 cells/pL 100.1

FE (ng/mL)
HEE (ng/mL)
SYEIER (%) = $RTOY > T IV OEIERO il

AR (%) = X 100

sl D ARy MREA T ALHUAZER L TWianed, ITENY X7 &

VI ET, BkrhoeAFy (€232 By) WMITERRICEEZS5 % %
ATREMEIE 72U,

DIEEM

Fiatid CLSI 74 RS54 > EPOT-A2 K> ThTotze L Fr U T L—%
ABXUY Y T INCEERIEE R R ATREN O & % WE 2 L FISR T i
FEICED X SIS, Ay FEHOVTHE Lz, #RZ2L ISR,

et % (ng/mL) RARIEME (%) 2
LhAR) Y 8660 0.00
ZIhdy 10 000 0.00
EhTaA v AY Y 100 12.80
Y ILF 15 000 0.00
Y hAYY L€ (GF-1) 1000 0.00

s 7 VO PRERE (ng/mL) —
o RN YTV (ng/mL)
S (%) = ORISR (ng/mL) X100

(3) Zoft
ATy 3 Alinity | AT LOMHETH S, FEME, BticBRVWED
LRI,

(% - BE (&FHD)]

(1) HEORHSZE
HEARITOEE S,

(2) BEZIRE - 84 - HBE

cAKFy T vEAT T A

+ Alinity C- X7'F R « F+ U7 L—% (Alinity i C-Peptide Calibrators,
BUAHFES 9P36-CAL-01, REF 09P3601)
(ZaTHEY ) VRS, HEF NV T L RSy < i
W, EHl, A k C-XTF R {454  ProClin 300, ProClin
950)

) Abbott



kK

Fv VT L—RORERLNTRT,

W
wE (ng/mL) (pmol/L)

30mL X 1 0.00 0
30mL X 1 0.05 17
3.0mL X 1 0.24 80
3.0mL X 1 1.20 400
3.0mL X 1 6.00 2000
3.0mL X 1 30.00 10 000

HIE DAHED E 72 FEFEEE(EAHE (SO © International Organization
for Standardization) DOHEIC T B N EN T DXKBED A R
(GUM : Guide to the Expression of Uncertainty in Measurement)
XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) 12V THIH Lz, 23

KITRUTEF v U T L— X OIRERA D & OHEEEIF IV T H
D, WRDOIEENHOA NS FIHARERLE) LI THMNT S
Tlic& b, WERROBARNEARMEN S ZHINT 5 ENTE S,

PRIRAEDNE (k=2)
ng/mL (pmol/L)

FrVTL—&

A
0.05 = 0.0029 (17 = 0.9787)
0.24 = 0.0067 (80 = 2.2447)
1.20 = 0.0254 (400 £ 8.4538)
6.00 £ 0.1865 (2000 * 62.1543)
30.00 £ 1.0881 (10 000 =* 362.6914)

+ Alinity C- X7'F K « 2> ha—)b (Alinity i C-Peptide Controls, #f#h
%5 9P36-CNT-01, REF 09P3610)
(ExGaEY ) vk, e UYL mARE LY < il
. ZEEAL, Bt t C-XTF R {R17# : ProClin 300, ProClin
950)
O hua—) VOB & 35 £ T O 2 LITITRY .

ng/mL
I CERERIE RE

[raNGE]

pmol/L
BB

[raNGE|

RE [conc]| [conc]

[controL]L] B8O0mLX1 100 070-130 333  233-433

80mLX 1 400 280-520 1333 933-1733
80mLx 1 1600 11.90-22.10 5333 3967-7367

FEAEICHKENTWA Y b —) VOEHEIZ T Y MEERNT
Fa L, B ekE UTOBEMFPHZ R LD TH S, ShiRkicE
W, A E N TV R EHFIPAONMIT, s X U5z
KBV ERHIPAERET S T LW B, Y] HHPH A R E
T EHDICEEIANEELHEANE L TR TFHBFENS,
cFYYTL—vav cavio—iboy b e pEny b
cFyUTL—&Kov k- KR
B CEDaY v a—)V T3 L ETES,
« Alinity i HOEMARHIE (5FS 9P15-40-01)
© PSRRI (Alinity i & AT LA, 79 R D LEET)
BRI B IR RS DOV, i3 2 a0 B IS Z S
B3sTl,
AT F VAR ERIREFIC OV TIE, i T 22 ORELIHE %
BIRTBHT &,

(3) RIEHBRDBRIEE

WD TREZITI RIS, RFY VAT v AT 7 ANV ZHIRICA VA
r=L9g %2 &,

7oA T7ANDA YA N—NVHEBRXTT v AT A—2DEK
TRe ZEFEOFHNCOWTIE, AT 2SR OIEEIHE 22T %
Tk,

T YA IR A—=ZOHIFNCDOWTIE, #HT 2 EaR O kS22
B3z,

AR DOBAEICBET 25ENC DV TR, S 2888 ORI S 2 S0
ERCTeR-

BunZi

7wl AINT AR [REROHAL) 2GS 2 MO T B,
25

TR (WIRGE DAL X ZEHRE = AL (RO HAD

HIRE DHAL ZEHGREL ZE % D HAAT
ng/mL 333.33 pmol/L

(4) AE (BF &

L FvU7L—% (llFehd). RERRR. <173 —F 1 7)b, O
YVar—1r25:18:10: 10 DRIATHAL, LFD LB KIS
B,

c Fy U T L= RIBAERIEN O A 7 S—T ¢ Z)VEINA, K
IEEE D,

c RRIEWZRER, OV Yoy —rEIA, RsEE5,

c RRISIZERZE%, L MU H— 100 pL 2Nz, KISEE 3,

« MU A—300 pLZ A, KISERPIOFIE (1R 400 ~ 500
nm) DOFEREZRIET B,

2. C-RT'F PRI L FORE D BIFRIURS S NAEE D X £ Y —ITid
HENs,

3. il MBI DWTE, Fv U T L—2 LEKIC 1 DEFZITV,
FENHIE SN, HEORXAETY —ICHEEN TV RERIC K -
T BlAHD C- RTF R ZRD S,

4. JRBIKICDWTIE 10 R LT, Fv U 7 L—2 LFEERC 1 O
TEZATV, FOURENHE SN, EEO AT —ICEEEN TV D
BEIUC K > T, BIAHD C- XTF FEEZRD S,

AEE

WEFNEDOFEHNIAE T 2 ERDEULAIHE 2 ST 5 &,

CTUREF 2 — T E I TRRF 2 — T 2T 255, RIERD T
Ths T Lzl 20END 5, (THT 2RO H 22
THTL,

- FRFIBROW B S NRIC T B 723, WEBILERTIC Y > T VA T
HYEROY Y TV A-> TS T L ZET 5T &,

s[> T IV T TORKLEREEEL : 10

i, i

C TR, EBICET BE
* WIERAE DR > 7 )V - 75 pL
[ YTy T TBIMIES 235G 0O0EY > 7)UE 25 pL

Y VTR A=Y iy ME, 3IERILINICIE T B8
* WIERAE DR > 7))V & 150 pL
< RCY 2Ty TTBIALE S 29808 > )V 1 25 pl

c AT VTV K=Y vty Mg SIHEZBEA THET 250 ¢
cHULDELY Y NS B,

R

C . EHICHES B8 ¢
* WIERAE DB > 7))V & 100 pL
[ CY YTy T TIBIMIES 25800 > 7)UE 1 50 pL

Y Y TV R—=Yvicty MM 3IREILINICHES B85
* WIERAIE DR > 7))V & 150 pl
[ CY YTy TTBMIES 258 00EY > 7)VE 1 50 pL

CEEY VTR A=Y vy ME, 3REZBA TIIET B ¢
CH UL DELY Y NS %,

CAEOFY )T L—ZBXT I Fa— VO FWITECDOVTE
S5 L,

- — R B ER ORI DV TR, (T 2 BERR D BRI &2 S i
5L,

< IELOWITERERZ 1G5 7ebic, [T 2 MO BEkSEICHE> TH
WINEA YTV RZITS T &, MROBEN L DAY TF Y
AZEHTOBEE, UMD FMUCHES T L.

BREDER

My, e

C- T F RO 30.00 ng/mL (10 000 pmol/L) %z kL.

"> 30.00 ng/mL" ("> 10 000 pmol/L") D7 T hFRENE, TOM

IOV T FRRZHOTHRIET 2 N TE S,

FHR

HESERAUGR © 215

FE2BEEA LTINS & WiRE > 50%) HIEMD &< %5 (>

15%) WREMDN D 5,

) Abbott



P2 TV 75 pLISH LT Alinity § @A 75 pL ZiRhnd %,
F— X —VER I DB EMIA R 7 E721& QC X 7T, HmRfGHE AT
3T &, HHMGHREMH LT Y TVIENEHBICEH I N, JERs
RelTimEEhs,
TRRERZ DT ZHTONEMH 0.03 ng/mL LLE (10 pmol/LLLE) €
BBEEICHEMI B L,
TSRz AT Ulah o Tehaid, fHR7Z 85 9 % il Ey) a Mg
T BT Lo WRUIY V7 )VOREEA 0.03 ng/mL (10 pmol/L)
K TH DG, TOMPIRE LEnT &, WYIRAIRER TR L.
FET 2 08hH 5,
R
24 BEFERIR{AIE HENIFFIRT "URINE 1:10" 2 ZIRL CERAIET 5T &,
BENHER
B TIUE 10 BICHBUE SN, WERSRICHIRETR 2 T T2 ED
HEICEE N2,
C- R7'F R OJEfEA 300.00 ng/mL (99 999 pmol/L) Z#EZ % 24 IKf
MIRMRAIE. "> 300.00 ng/mL" ("> 99 999 pmol/L") DT 5 FMERE
N2, TOMKICOWTRFFERZHOCTHIME T2 N TE 5,
FHER
HESETTIUS S © 20 1%
B2 7V 50 pL I LT Alinity i HS@ERRAT R 950 pL ZiF0d 2.
F— X —VEREH DB EMRIA R 7 E721& QC X T T, HRfGHE AT
5T &, WHMGHREMH LT Y TVIENHBICEH I N, AERs
ReLTREENS.
TSR D ZEOREMEA 0.03 ng/mL LI E (10 pmol/L BLE) 1
BBEEICHEMI B L,
TSRz AT Ulah o TehBld, fF7Z M5 9 % il Ey) a MR
2N BT L, WIRLIZY > TIVORGEEA 0.03 ng/mL (10 pmol/L)
K TH DG, TOMPERE LEnT &, WYIRAREERTHRL.
FET 2 08hH 5,
TIROA —Z—FIEOFMMC OV T, [T 2 B OTULEIAE 225
HyzT e,
Fv)IL—av
Fy VT L— 3 YOFETOWTIE, T 2R OIERGIE S
Hyasck,
#Faryra—LziEL, Fr VIV TL—va YEHETS T &,
—JE, HEEM LicF v V7 L— g VOMBEDNEIIREENS &
ZOBIIIET LICF v U T L— 3 YETIRERZEOD, ROBE
WKIEHFY VT L—23 072179,
cHLwvay FESOMES Y MM 250
« Y FE—)VORGEMEA, AFITHENS MR THRATTFEICIEDOWT
RE LIRS B OB I 2 AN T 255
+ OV P =) VOE P2 HRFHNTFEICE DO TRE L TWiang
B, DELE 30 HEIC—ERF vy VT L—a 275 T L,
TE IS 82 RAE S FIREME D & %5y D A T v AREH & F il L
AL, BEREY VT L—a v EREETBAREEND 5,
mEEESE
AEw OBREH (48D TriC, REEOaY Fa—)LE& |
FRRES S T &
fliag OREEEEHTEHIAE, BRI b a—)VOJlEZBINS
%o
A TEICE DV ay bo— VOB E T 255, HEIC
JBUTaAy br—)boKay T i, Z—7 Mid X OBz
HRRINICERZ DS % I M A —)VOYEEE T LICE il TRETRETH
%o BH (3~5H) MiciEb. 20 EL EOHIEETT> TEHLNlE
2T, BRSNS THE (Z—7 Y Mi) &id5D (fip) %
RET BEEDTEND B, BY)SEHRIMZRET 2 TeDICE /TN
ELEHBERE L TR AT ENS,
cFYVUITL—vav
e =R
cFyUTL—Zoy b
cTaky TRV - GRYNTREA
- JERE
— R AR I OHEE TS DOV CIE, CLSIHA RS A > C24-A3 ¥
ZFOMD—RNBENTOBHA RSAVRBRT ST L, *
« BERR ORSIEEFFNED, KO BIC oY ba—)VERET B T L &2E
BTVBHA YAMERDFIUCHES T &

« 3V b E—)VORERRA R TED L EHRED SAN TV B G
. EUWHIERS RS SN TOIROATRENED B 5 728D, SOk
JEEHTENCHE S THIST BT ko HF v U T L—3 3 VR
GERBHB, BT TNV a—T 4 VIO TIE, T 2 BRI
mEZBIRT 5 &,

sHLvB Y FOMIERF Y U T L—2OfiHZRE LRI, av b
T — )L OISR & HRP A T8 % T &

HRTEDZaY ha—)UE, WETDOAA R T A > DRI

WO TINS5 C &, Btk CrEdlza > s a—)VOBHRSIHEIC G
TNTVEEMHPIE. HXTBHEME LTS L,

fFd %3 Fa—)LON—ZERNAEDORIC T L THEYITH 50
ZiERdaT L,

BEEEAAFS1Y

FEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC

Practices” ZflifH 4% LA TE S, O

TEREDIRIE

AFIEEMEN TV B HREOMGEEZ FHif T o Jrao 7 m k)b
VT, BERTELERIED 7 v A MREOWGTI 2 BT % T &

(5) #&R

H

A+ M, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) %
HOTHFY VT L—ra =T ZER L. #RZHEINT %,
HLOZBIC OV TR, (3) RIEMEBRDRMEE BMUOEREZBINT S
T,

739

WERRICE > TR T I T T S IDHERENZ AN DS, O
ICFRENDHRENEDD 5T T 71CDNTIE, i % HE8 OIERHIH
HeBT T L,

CAEEROHEE]

TR LEF—RIIRENLHITH Y, SR TR IR TT
LEhd 5,

HUERSO REEM ORI D & B HERICHE L 7 BRI 2 e 5 T L.
SEiOME 2. CLSI HA KT 41> C28-A2 IChit-> T 7z, © #fx
UM A D IMiE 35 & O 24 RERIRZ R 1 HE Lz, #5R2LITIC
T, CYIETF—ZICEB)

25/8—tkY 975 13—t

RRpAt n o PR ZA I 2A ) HA
i 123 178 0.78 5.19 ng/mL
24 WK 123 3526 8.20 116.28 ng/mL

98" 7560 23.74 20696  pg/24 R
3123 FIDRMAD S B, 98 I DUNT 24 HefRHEHEZHIE Uiz,
HELEDEE

< WEASRE, SRR OMERER, BRI A & &G TRAMIC
g sT L,

< AF v FOREREDERITRICTET B850, BMOREEITOHI
EAERAMERT B T L AHERET B,

« RURE S 7 a—F )RR DA X B2 L AR 2T
7zEBFOBAHICIZ,. HAMA (Human Anti-Mouse Antibodies : $i< 7
At MUK WEENTOVSA[RENEND 5, HAMA Z &5 Hilkz~
AT/ 7a—F )RR O T WSy N THIE LS E. ELWH
EEME S NI OCATREND S B, B ZITSICH > T, DIFR
PRELB T ENHB, T8

c b MMEF ORI TG, BER ORI a7 ) VKB L, in
vitro DAL T v A ICHBREZ BT ENDH B, HENCE X
FEIM RIS E 5 X NBEE TR, TOXI B THEZITS
Lahd o, IELWHEMEMES s WnlgEENH %, ZWiET1T9 I
HlzoTIE, MOFERIREL 5D EHH B, O

© H OSSR R EE ORA TSRS DSE . FERFRMK G T b
5 20T, MEFERICHED < BWHIMOME PIHRIER S 2 2B LT
WOl 3 &,

) Abbott



ek

k%K

[t #&

TR U T =23 MRENZFITH D, Fhiiak ClE R 2R 2R d
BENH 5.

Pl el

HEREPRIE. AR, TS KOS 7 AT A F v b OMRETA
HIPAMNIC & 2 JE WP (ng/mL. pmol/L) &9 %,

P& # PR &, g, m4E T id 0.03 ~ 30.00 ng/mL (10 ~ 10 000
pmol/L). JRTIZ 0.30 ~ 300.00 ng/mL (100 ~ 99 999 pmol/L) T&H
%o ROMEN 10 BFHTIT> 72,

IEREM - BIRM

JiE% RIS

MiEtid CLSI /1A R4 > EPO5-A2 ICHE> Tiio . 1048 1 1w oDt
W FY VT L= av ba—)VEER LT R 1 B CTHREZITo T,
3floar ra—, 3FIDL M SV, 36O MRSV E 20
HENCHED 1 H 2m, Dixl s 2 HWE L,

T PHTREEE ERAEEINEY EBIED
NI n (pmol/L) SD % CV SD  %CV ~ SD  %CV

Y hu—120 304 82 27 85 28 102 33
VL

arhu—120

1270 303 24 312 25 319 25

VM

Y bHE— 120 5620 1319 23 1406 25 1607 29
JVH

M sx)b1 120 198 49 25 5.6 2.8 6.1 3.1
RSl 120 3383 940 28 986 29 1046 3.1
RV 2 120 15814 4313 2.7 4313 27 4374 28
JRAxIV3 119 49303 12305 25 13632 28 14044 28

& PHTRE GENAERMD ., WERBEE, HEAREZ S8,
DBHTREE GUENTEIND . SEIITEIE, FEmBIE, BRI
ZEL,

MENEBIME  HER N
P fiE (BHHER) (kP 2 WHO 122D [EIYYER

¥l n (ng/mL) SD %CV SD %CV MR K CRY > 7 IVICREAIEE D C- X7 F K WHO FZHE R & 5 D
EISC ) 120 093 0021 22 0021 23 RIS KOTMU TR ZETT> 2. AF Y MBI 3 C-RTFR
avhra—IM 120 3.83 0065 1.7 0075 20 Yﬁg;ﬁ%i%@fgii ;Z'%zci 93~ 106%. ¥4 99%. T 98
avku—VH 119 1677 0484 29 0550 33 —
[INAAE VI 119 0.72 0012 1.7 0015 21 ;’E‘IJE-F[‘E . e _ h

. MEHE CLSI /A RS54 > EP17-A2 1> Tl Tz. 12 3 1y h ik
7 $) 2 19334 0053 160057 L7 BRU 2 BOMMBZM L, 3 ARILLEICH D i 27> 7 LoB (7
R ZA VK] 120 2546 0630 25 0638 25 27 FBR). LoD (BHIESD. LoQ (G IR DAl Ll FIcRd,
s3Il 1 120 8.29 0164 20 0216 26 ng/mL pmol/L
RISV 2 119 4402 0826 19 1039 24 Lop? 002 7
RS3b 3 120 14631 3253 22 3354 23 LoDP 003 10
a RN, PSR, HaEmBEE S, LoQe 0.03 10

MENEBIME RN 2 LoB XY uoy > 7 )b 60 ML EHIE Lz 20D, 95 /83—t~
YA (PHTREE) GiarBitk) 2 2 AIICHS T IS TH D,

YT n (pmol/L)  SD  %CV ~ SD  %CV b LoD & > 7))L % 60 ML, EJIE Lz & Eic, 95% DIEHET
avha—L 120 311 6.8 2.2 6.9 2.2 HETEBRNBETH S,
avha—)M 120 1277 216 1.7 25.0 2.0 ¢ LoQ (MY > 7 V7% 60 [mILL EllE L TR L, RSO TR
avko—VH 119 5588 1611 29 1831 33 KATE CV 209% Z2ili7 3 Mg & Lz
&85V 1 119 239 42 17 48 20 B
s $x L 2 119 1112 17.7 16 19.1 17 FiEHd CLSI HA RS A > EPO6-A IcHt> Tl tes 13
353 30L 3 120 8487 2102 25 2128 25 A R & 0.03 ~ 30.00 ng/mL (10 ~ 10 000 pmol/L) DHIFH Tk
TAE A 120 2763 548 20 723 26 '&%m?h"
RISV 2 119 14674 2753 19 3462 24 *Eﬂgfiﬁﬁmﬁ\ o . . o
Sl 3 120 18768 10842 22 11179 23 « MiEHE CLSI A R 5+ > EPO9-A3 IZ HE > THi»o oo Il 51X

a MEANEEE, MEMEEE, HEEREEET,

HEIM Reproducibility)

MiEtid CLSI 414 RS+ > EP05-A3 ICHit> Tiiotz, 11 & 1 1w it
HFrY VT L—&, avba—)LEEH LT, #E 3 B THREIT- 7,
3floay ra—)b, 1ok Mg SV, 3FIDIK SR )V 5 HEE
IKPED 1 H21Mm, Dl &d 3EME LR,

RN PETRGEE O MEERPEIIME R BN D

Y n (ng/ml) SD %CV SD  %CV ~SD  %CV
aYbhm—120 091 0.025 28 0026 29 0031 34
VL

aJrho— 120 381 0091 24 0093 25 0095 25
VM

JYbhBm— 120 1686 0396 23 0422 25 0482 29
JVH

Mg Sx)V1 120 059 0015 26 0017 29 0019 32
RS 1 120 1015 0282 28 0295 29 0314 31
RSV 2 120 4744 1294 27 1294 27 1312 28
PRSIV 3 119 14791 3692 25 4090 28 4213 28

& GHTRTE GIUENFBITD . JERBIIE, HEmBItZET,
b OHTRIE GRIEPMBIE . BERIFEINE, FEmEE, Beasn pt:
ZEL,

Passing-Bablok 1% H\ 7z, 14

HOL n MIBIEREC BN S IR
Alinity i ¥ 27 Iy ffifif ng/mL 135 100 004 094 0.19-29.65
vs ARCHITECT (pmol/L) (11.63) (62-9882)
T7FIA4Y = J&  ng/mL 120 100  -028 096 0.33-284.13
(pmol/L) (93.77) (108-94 708)

« CLEIA % & ORI OME 217> 720 B /57513 Passing-Bablok 5%
oz, fRZ2LURISRS

HAL on AHBIREC YR

HHE R

A¥vbhvs  0F ng/mlL 119 10 00 09 02363
CLEIA % & ng/mlL 60 10 48 09 063130
BIFRDOEEE

wkFy )T L—X, OV ba—)VOEEZHEANEERICE DIV TVS,

PIEEHE X National Institute for Biological Standards and Control (NIBSC)
& D, 1986 FICFR E 7z WHO International Reference Reagent for
C-peptide of human insulin for immunoassay, code 84/510 IZ3EDWN T
%o
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(1) Bk E (fEB&BALE) DR

AR ATy FOWETIE, b MAZIDES . IRTOE FHE
YL, EAEREHE ISR E NIRER I3, RIS ED &
% &# % . OSHA Standard on Bloodborne Pathogens IZfit> THL D
P> T Lo BEHEMEZ FTOWHE, T ORWNDH 2WHE, A E
WIHERENTEICDONTIE, NI4T T4 LNV 2, £TI3E,
Hitk, HERRIC & BB R A A A 7T 1 H RGBT k., 15718
s AEFw FPORETIE, b MRKZEO PS5, BikiE, HIV, HBV,
HCV FOBROENMNHZED L LTI IRS T &, MECHIZ>T
& ERORERZRET 57, EHOBK, JWEL A7 BITHEN
BCFSZERL, £k 8RRy 70 V73 bR &,

< AEEAEE S THROC A S T2 AT T Hac i T F OIS A
BRIV, BREDNHNEEMOT Y TEZRITZT L,

s FUA=BTIVAH VAR TH %o ERICERL TR, RN EHE R
B LIED, HEALBRWESHET ST &,

< ARE TR T HaEICE, RFAIE LT M F R Y LDER
NTVBEDONH5, afflld, (R - #BEF (Fv bOER)] £k
F (- BE (BFAR)] 2352 L. HLofmic X OIFRE
ICAFTEDTRN AT AMFELET B0 IO S BRI DS L, B, <A
DB L, 8K, RRZWALENT &y NAYH X UARRLH
YT ETCHEET ST L,

KOS T B G FERE R, NS 7Y

725 AFIAVF TV EEE

H317 7 LIVF—MERIGER §BEN

H402 * IKEEYICHE

H412 B2 X ok EEYICE S

RENER

P261 SAN /RS AT L—DOWAFRF BT L,

P272 GRENTAERIEEGN O HE TN &,

P273 BRIEAOf ZET 2 T &,

P280 TRAETLS / R / IREEIRE 2 5 I 5T Ly

[CREE

P302+P352 FRCAE LT 1 Z2ROKTHES T L.

P333+P313 RIEHEE I RBMECRGA  BMOZ
R/ FYUTERIBL,

P362+P364 ERENTABRE . FHER T 2581 3T
Z9HT L,

BE

P501 |NEH | B i) 5 L CHERT B T Lo

% EC 1272/2008 (CLP) Z@EAd 25 EE%4 Lsu,

OSSN B fafr FPER R, RS2 R g

TALF R Y LEED

EUHO032 fi & DRI X 0 IEFICHEEORN A ADFEET
3,

P501 N | R ) i C IR T b T

ROMSRCBIT B bt SN R, A e R -

&

g AFIVAVFT IOV EES

H317 7 UIVEF—E SR GRS TR
H402 * IKEAICHE

H412 kBB X 0 KA A E
REXE

P261 SAN/ K AT =D AR S T &,
P272 GRENTANEERIEEGD SRS T &,
P273 RIEAOflZET 2 T &,

P280 RAETAS / IR / RIS 2 ST 5 T Lo

*

ISRkEE

P302+P352 BT B35 Uiy« 2ROKTHS T &,

P333+P313 JE R E 72 3 RBENE RS Eli0Z
BT TRERITIB L,

P362+P364 ERENTARRIE . FHE S 2581k
ZTBHT L,

BEE

P501 [P / A B i) 5 T TR T B T ko

% EC 1272/2008 (CLP) %A 25 G344 Lsw,
ROGAKIHICT 2 EMRA FEN R, FEFEEZRT

[conTROL[M|[CONTROL[H]

O

*

=L AFIAVFTVAVEEE

H317 7 LIVF—MRMRIGER § BTN

H402 * KAV EE

H412 EIRfGE 2 X 0 kEEYICE S

RETER

P261 SR/ AT L—DWAZERT BT &,

P272 HERENTAERIEEEh S S RnT &,

P273 BREIANOfHZET 5 T &,

P280 RAETFAS / (R / (RIS 2 ST 52 &,

ICRREE

P302+P352 FRCATE LTcht 1 Z2R0OKTHES T &,

P333+P313 BRI E 2 ERENEC TSGR B
R/FYUYTERZIBT L,

P362+P364 ERENTARZIE . FHE S 2581
BT L,

BE

P501 | / 73337 Y75 7k CHERT B T L

% EC 1272/2008 (CLP) i d 23551E5%4 Lisu,
*PERITIEICOVTIE 3) BELDIFEZBIRT DL, Fie, 27T —
22—k (SDS) Wb3LBRZELLMHE TSI ST L,
ZRTF—2—bk (SDS) IZDOWVTIE, HAMY—HPKR—rtrZ—Ic
BEOWEDEL T,

A REN DL R FEOTFEORHNC OV TIE, i 2 Bis kN
HEBRT DT &,

(2) ERLDERE

—hRI T EEEIE

o (ERRR 230 X 7 a2 (i L 2 &,

cFy MPAERREESZF Y FORERETTHH LN &,

cfi—Dmy FESOMMETH> Tl AETEET LI LANT
&

DR

< REIIMERR TR LT, RBE O F FRE0HICHAIRML THL T
o BANCHINm DI 2 By, 5 BHEERERIS 5, RICH D
FRZEMICUT, 515 RERERRAIT 5. 3N H—FY v YDR
MVNESRHICTEED KR OFERT 2 &, RA 78— T ¢ 7))V,
HE PSSR MVOHMZEICHBT 22 &b 57H. TOXI IR
MUTBIREND S,

RAORERE LT, M3y FOBEmICH BN T oy ZHiIC
F v AND,

CRMUZRE A — R Y DIRENMECTOWABAREEN S 5728, 17T
TIRRET 8 RFfiiliE & . JUANH A % DZRFD,

A — MUy UEERE LT LESGEAE. @M ETTOSATHENE
MH BTz, VLTIKET 1 FE ., JEHNHZ 5 D%,

cAFy FOMKRIEOREEZILLEND D, H— RV v IHOR
HITTANEET B &, WA E U < b3 I it o s [BHAR
U, IEUWIERS RO S NI O ATRENED S 6

SAERH O W FOREDOFENIC DWW TR, [T B B O A

BT BT &,
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HEDREF

TR RN O ORI

KpAE 2~8C EHBRE T LCRRETHET ST L,
NTREETHREEE AT
ol A—1r U v Y
3. AR ESRMIC 10
I AERREAI L, 32T IREE
T 8 MHKET 2T &,

HaR L MEoRTE 30 HE

BAEE 2~8C MR E T SCHRIKETHRET BT &,
SCTREECRFE T
o il —1r U v Y
WBEERd ST L,
AR D ARG RIC K B PhgE
DOHLZEBE < Tz8, RFED
Fyv oy SO F Y v
WHEEH LanT &,

FRERIIHIRICRRE L E EHFET 20, HDVIKERD SHO HL TR
179 %, A2 EmADERO LIz ZE, FrLOHHEy v 708
ZHD, ITRkEFX2~8CTHRIFT ST L. M BHLO LU TRAF
T 2atHIE, L TIRER MDD, EEDFER ML AT THFET ST
LERHERT B,

I B R SHD HIdEIC DOV TR, [EHT B B 0 Bl
HEEZSHT ST &,

HENHIL

Fy )T L=y a Y TCII—PRELRGED, aY ha— Vol
NERHIPAZ AN T 2551, MEDNBE L TV A ATREIENE Z 5N
%o BoNREESIEIE S U, FHlERITS C ko RBICIEUTH
Fy T L—varkEiroC .,

I TN a—TF 4 VT DWTIE, i1 2 Bk O NS = S
ERCTERaN

Fr)ITL—20%(H

« ZOFEFMEHITRERWIATH %,

« 2 ~ SCOMELEAM B th LTcts, I ICHEHATRETH %,

- [EHRGICEERMICTERIRAIT B C &y

FrUIL—20DRE

- fERHIRZEA T LEnC &,
FRE  REAENIN (SRS A
KREEH 2~8C FERIRE T

R E T LW F v v 7T,

ZxE O THRIFET %
z&,

%13 2 ~ 8°CDRTF

BANCRT T &,
FrUTL—2F, BRIy FUTHOLEIONTETH, mEEINT
WEWKHIE LT R I v F 7 ENTV3, BEERMAD SN UDED
ONTERERMAERBZ 2 L, BIITOF v ) TL—2EfHTE R0
EHRET, RERMIZT v A5 A—Z L E—MIdBEN TV,

ZEEMIAROFENC DV TIE, i 2 R OTILEIHEZSET % C
L,

T A IR A—=ZDHIFNCOWTIE, #HT 2 a8 ORUkHIHEZ 2

Hyzc e,

Fr )T L—20OFERFIE

cFy VT L—20ony FESE. Fy U T L—ZOFICHRIE N T
BN—O—REMVTHRET S ENTE S,

cFr )T L—RTF—ZOFREICOWVTIE, T RO Bk #
BT BT &,

cF YV T L —2DLF =X —JEB X UOERAD LY N IEICDWNT
. HHT 2 BEROBILGIHEZSIRT 5 C L.

a¥ bO—ILO#fR

c ZOFEFMHNRERRIATH S,

« 2 ~ 8 COMRFGATM B H LT, 3 ICHEHRTRETH %,

« [EHAGICEERMICHERIRAIT 5 2 &y

B 2~8T

O baO—ILORE
fEFAHRZE A TR Lana &,

CRIFIRE R 7 L OTERER I
KREAEH 2~8T AR E T
% 2~8C MBI E T =2 PO TRIFET
L,
% 2 ~ 8 CODIRTE
BN Rd T &,

av bao—ILoERFIE

caYbha—)VoORpERZSITBIE. RMVEREEICLT, aYk
O—)VLZ 45§, a>vta—)VMZ 4§45, a>ta—)VH% 41§,
FTNTNZLS T BMEDY VTV T R %,

OV hA— VDL —X—EBXUEIRADE Y FTEIC DOV T,
9 2 EROEUEIIAE 2205 T &
Fv)JL—%, 2V bO-Ibo%it

. RO, Y. Fr )T L— 3 YRR EIE S RV, O
¥ b a—)UVEMEI NN S T EOBRNH SN B EE. Fv )
TL—a20ay bu— VB L T2 HEEMEDN H %,

() BEELDEE

< BfRHNCIE HIV, HBV, HCV HFDOBRMEDE OWFET 22NN D %
DT, B, HHEHaREZ SRR ) Y L (AshiEER
& 1000 ppm, 1KLL RIRED £@37VEVT7 VTR 2%, 1
RERILL BRI IS K2 W@HU, S50 EA— 7 L—7 (121°C,
20 7LALE) 1T KB MFEIIRE TS T k.

B X UBRESRFEET 2 HAICIE. FEEYOWUME X U
T BEA, KEGRYIEEEOREICHE > TAHET 5 T &,

- AIREIOMADIEL U 7235 B iE . TR L 7oA 72 WG CI N L
TR U 7235 2 Vel CHRUE B - 7o, & 512 0.1 % Rk -
U LER7E E OmYI R ER T EES C &, MY R R
H (P, 722, FMkRE) ZEHLTIT T L,

< AWECTHMT 2 E8IE, RIFRE LTI PV Y LA EE
NTW2LDONH 5, . (K - #iEF (Fv FOER)] i
F [(BZE-BE ERD] 22528, 7T MUY LR,
E, B L RICL TERMEORIET ¥ R KT 52 Lhdb 50D T,
BERET AHAICIE. KEOKEIITHT T &, ZREFERS LD
EDOWTIE, T 2 HEORIHRZSRT 5 &,

(Frid75&. ARhHARE)

S AR
AR b 2~8C 11f&5A
A2 NN
- TU MU H—DBE TR, bV A—ONERRBIR
fEHRRIE, SEEICRRENT VS,
|G2E=2=Liv) |
. S HIEES 9P36-02-01 100 EAX 2
AT AISN—T 1 )V 6.6mL X 2
s VY al—h 6.1 mL X 2
« BUAT 104mL X 2
(REF 09P3620)
A F e 975 mL X 4
« hUHH 975 mL X 4

¥ Alinity i ¥ A7 L2 TR 72E 0, {720 Ozt BV E
DELIEE,

(EZE3HA]

1. Clinical and Laboratory Standards Institute (CLSI). Interference Testing
in Clinical Chemistry; Approved Guideline—Second Edition. CLSI
Document EP7-A2. Wayne, PA: CLSI; 2005.

k2. ISO/BIPM Guide to the Expression of Uncertainty in Measurement

(GUM), 2008. www.bipm.org/en/publications/guides/gum.html.

#%3. Ellison SLR, Williams A, eds. Eurachem/CITAC Guide: Quantifying

Uncertainty in Analytical Measurement, 3rd edition, 2012. ISBN 978-0-
948926-30-3. www.eurachem.org.

4. Clinical and Laboratory Standards Institute (CLSI). Statistical Quality
Control for Quantitative Measurement Procedures: Principles and
Definitions; Approved Guideline— Third Edition. CLSI Document
C24-A3. Wayne, PA: CLSI; 2006.
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5. Westgard JO. Basic QC Practices. 3rd ed. Madison, WI: Westgard
Quality Corporation; 2010.

6. National Committee for Clinical Laboratory Standards (NCCLS). How
to Define and Determine Reference Intervals in the Clinical Laboratory;
Approved Guideline—Second Edition. NCCLS Document C28-A2.
Wayne, PA: NCCLS; 2000.

7. Primus FJ, Kelley EA, Hansen HJ, et al. “Sandwich”-type immunoassay
of carcinoembryonic antigen in patients receiving murine monoclonal
antibodies for diagnosis and therapy. Clin Chem 1988;34(2):261-264.

8. Schroff RW, Foon KA, Beatty SM, et al. Human anti-murine
immunoglobulin responses in patients receiving monoclonal antibody
therapy. Cancer Res 1985;45(2):879-885.

9. Boscato LM, Stuart MC. Heterophilic antibodies: a problem for all
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10. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision Performance of Quantitative Measurement Methods; Approved
Guideline—Second Edition. CLSI Document EP05-A2. Wayne, PA:
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*#11. Clinical and Laboratory Standards Institute (CLSI). Evaluation of

Precision of Quantitative Measurement Procedures: Approved Guideline—
Third Edition. CLSI Document EP05-A3. Wayne, PA: CLSI; 2014.

12. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Detection Capability for Clinical Laboratory Measurement Procedures;
Approved Guideline—Second Edition. CLSI Document EP17-A2. Wayne,
PA: CLSI; 2012.

. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
the Linearity of Quantitative Measurement Procedures: A Statistical
Approach; Approved Guideline. CLSI Document EP06-A. Wayne, PA:
CLSI; 2003.

14. Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimation Using Patient Samples;
Approved Guideline—Third Edition. CLSI Document EP09-A3. Wayne,
PA: CLSI; 2013.

15. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

*%16. US Department of Health and Human Services. Biosafety in

Microbiological and Biomedical Laboratories. 6th ed. Washington, DC:
US Government Printing Office; June 2020.

% 17. World Health Organization. Laboratory Biosafety Manual. 4th ed.
Geneva: World Health Organization; 2020.

. Clinical and Laboratory Standards Institute (CLSI). Protection of
Laboratory Workers From Occupationally Acquired Infections; Approved
Guideline—Fourth Edition. CLSI Document M29-A4. Wayne, PA: CLSI;
2014.
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