%k

* %k

Atellica CH

Atellica CI

COBEFIRL e LLSFATHLHEMIZS N

| e e ] |

Ji % 5 13E1X8003100003 1

k%2024 45 8 i (5 3 0
%2021 459 A il (58 2 ki)

AR Cae > b

7T ') 5CHC4

B 2RMEEE

C ARSI A ERS O T, RSO BIICHER LTl
72 &0,

c AR OPEREFIT, BE ORI, BRERZ O BES 2 tho A
FEREEZBIE L TRAMIHEI 7280,

CEBHROSUCERE STV D LIS O IO W TR RAE L £ 8 A,

< b MR E SR, B EoH D b0 L LTHEAC IS0,

- AT RO FISUL ORE N EE L <A TH LA SN,
) e R TAS . R, PREIREE R QDI ~ A 7 2 LJE

<TZEW,

B B - EEE (v FOER)

RERA | MEREREE | =L D%

SO | e FU=FLL 7Y a—n. 7oA,
ey | BRI L2y (<o)

N T2 e ik bCAYERY 7 m—F gk, 7
(p2) | BRI L2 Sy (<01%)

B FHEN

MIFFOMEER (C4) BEOWUE

B HERE

AT, SR EE T, ISP OMIRER (C4) 1, Hit hCATFR
Vr7ua—F PR KIS LUTEREL, WY 24 L ET, ZOWETRE
P OCAEEEICEFIT 572, 340/694 nmiZ BT HWOGE & LCHIET S
Z LIk D CAREERDET,

B RELDEE

AihiXAtellica CHAAL T H B 547251 (Atellica CH) & UMAtellica CI4EAL

PG T EE (Atellica CI) O EEHZAEE T,

AEFRR L=k, Atellica CHZ AW TCHE ML £ Lz,

1AERHABOME. REGE

(DR OMWE, Bk
< ARG ORIEITIMIEREZFEH < 72 E 0,
R ERET DB IR, L TRHEE A L CEE N, TRTo
BRIZEGYEN H D b D & LTHRY N &N
 BIRZERINC K 0 MR AR A RS D BEOHEETINEIAE > T T2 &V,
s AR OERI R OWLER IS W TE, M AER B es B oo Bl i 9 #12
T TLIEEVY,
M iE R AR O EET DRI 5
BRI IR A LT IR E N,
IS DNTIER SN TV AREBIFHER LTt 2En,
C BRI A BRI EI T A0S, RIS T 4 7 v UTRED S,
KB I2N T L Z R < T2 S0,
+ CLSIM O AR ER: B 2 B ST D HESE |2 HEV S, 1B OB & v i3
MR 2 &0,
YRR R RO OV T, R oA T A L
TaBIRLIZE N,
(2) Bafh i

HEIDOJE I HBERTBRARIZ6O n LT, Z OMKEITIE, BIA

ICEEE ST Za 0,

BeeDT v PR Y a— o 2ERESCHHIES 2 Fhi§ 5 BRICBm

TREN D EITEENTCOVET A, /N EEZIET HEOMHE

WIHOWTIE, HEREE Lo T4 AT BRI TEE N,
) IR DOIRAF

c IR, 2~8CTTHMMEMRFCE £9, £z, -20°CT0H [

SR TE £,

ARTFRARIIENEEICE L T LEHRL EES 0D,

LS

FRLOEY PR OMRTEE R, BT 0T — % I BEEENIIES
WCWE T, FIHFTRE R 238 Ukl F 03Bkl 2 W Clll o2 e
MHAEEZRETHHATL. FREROFEIB N TIT> T EEN,
(4) Ktk D
MR 2T 2 BUE, BRI L QYRR O ICB LGl S h
LA EOBIHNZHEN, BIKEHAE « KR TZS 0,
2.EWME - hEEH
ASiE, B, BEE, LOOEENRI0%LL FIchd Loitan<T
VWET, CLSI EP7-A2LHEV, MIEMEIZIBN T, FRICR L RE
TEMl L £ L7,
MEFa Y br— R (EBERL) LT A Mk (WiEDE
HV) OPWEFRDOEEZ =L P TRLELDOTT, #EEN10%
EHBILBEARYEWEORENL D EEZ LN ET, TR
ZOMELETIBEELRNTL ZE N,

Wi YR CAIRE AR

(mg/dL) (mg/dL) (%)

~NESTEY () b DT
ARE ) e () 155 s
AT e () 155 0ss 2
Intralipid (FLTY) iggg 13(1)§ :z

B TR SN D HEREARIT.

B A% - BE (8MEFR)
FEN Y DELE
BN 7 3T RO, TOFEHEHLZE N,
2ELHRE - B - HHE
« Atellica CH /b2 H By 0125 & X id Atellica CI4E1L
ALE
77 UMNCH FfkEAX ¥ ) 7L —X
7IAbF R Y A (0.09%)
- 75 U ICH #fRik
- TR O R S B B
FOMDOYEREE - B EICONTITHEBROREHPAEL SR L
7ZEW,

3MERDES
AR ORID N T3 BB ORIy 7 BDEH I N TWD Z & & iR
EEV, BRIy 7 OEHIZOWTIE, HEEE EoA T4 oL
TEZRIZIN,
4. B1E
AREOEIEIZIX, 77V UCH FkERF vV 7 L—% (LSP) ZfiEH
L&V, FRAFECONTIET TV ICH fikEAS Yy ) 7L —4
(LSP) OE#FAELZSRITZE N,
- BRIE R
PLFOBEIZH N T, BIEZJEE < 7230,
CHARRIEASy T omy NREE Lo L&
CHREFAORIER y hor y MRIERRAK T L& &
CESTER DRIy 7 D8y VSRR T LT & %
CFEEEELORR, WMIENALE L 2o b &
AT T U ANIEENE OB OREEEFLORE R, MIENKNE L 7o
e x
AR O RIR L EVEHIM O TR, B I T 53K
Ry 7 EFLWRIE Ry 712 E &, 1y MRIERRZEE
TRVRY | FEEIX AT T,

IRUIT =8 LR DA D T,

N

o

7 H B i
(LSP) : b hmIEHEEA.



* K

kK

* %k

>k

& %k

+ Atellica CH

2y R ] 1 60H
Xy 7 AE IR : 14H
FE AR ORIE L EMEWIM - 30R
+ Atellica CI

oy MR R 180 H
73y 7 AR IR : 30A
PeARZE L ORI E I« 75H

oy MEEME., Sy 7 BIERBRICET 2 EHIC OV Tix, FEEs

fWEDA L TA L~V T BRI TSN,

BEMEEOREEEH T 0 77 AR OFIEIC L - L, XV %I

ERREREELHY T,
SHREBERZOREN

RSy Z X, BRI Atellica CHIZ 38U CTIX30 H [,

Atellica CHZ IR W CIX75H M4 E T,

- BRI O Z EVEIM 20 & 7RI EL F a0,
6FEEEHE
AREOREEREBIZOW T, BEFRE DR EEBME 2 D7 < & b2
JEOURBREE - @R AL SN, FRMEZDRIICIS L THES
B A BT 5 N TEET, HETHAWE L, BESHEMED
BBFIIEAEVMER < 72 &0,
FREIZHOWTIE, 2 hr— L FE RS — FEBB TS0,

PLUF OISR A B & S < 72 S0,

« B FEHE D 14

cEHLVLe Y hoREEERT LSS

c NI TNY a—T 4 U TT A O R BSREERIER I A b WE
BMAEOREZHTFIEICL Y, X0 B ES O FZRA L L
RHGEAELHY ET,

HIEM LS, Fas o BIRHE O RPN SUEE )1 E i S i RERN O K
JEEMIRIC L > CTREL-HBANTH DL & &, MERBITEYEIEL L
F9, GONERERENSHFRTHE OANTHEIL, MAEEOFEE R

% 3k

CRIREOCAE G BERRT, WEMmASREIZHDTHZ2ER8HD
9 (BIEE 7 v 7 B4), Atellica CHM: OYAtellica CI1% 7=
WE IV, BRI T 0O CAE 23300 mg/dLFREE O & fiE T,
C413140.0 mg/dLAZ 2 1=l & L TR S ET,

0 BRRNEE

WAL, M B P RE O — T, BRSO R 7 & 2
L. FREDEADN S I EAR# L ET, MRS, & E 72 RO
R VEbEnD & MRBEIZER L, 7R b= 2A0RRIZR 58
ANRHYET, b FOMIKIT, C30C4R EEBORRARMEEAND
i AD RSV A= 3 I

W tEaE

1.8 E &R B

0.4~140.0 mg/dL
FoNTBRNERPHIOEEILT 7 VY RFRENET,
2. BEVEREF O BIE EE

HEN I LY, i ORNERPHIT420.0 mg/dLE TIEESNE T, H

MR E A DEAITERORENKLE T, HEERSERE, [#

W] EFRrREINET,

3.MERE

WAL - HE BEFE) OREEICL Y BRE - EtE - [FRE

PEDK R AT o 72356, FROBREIZHEA LET,

(1) R AR
Xy T L—% (BlFE) Ol d LLezflE LI REOWSEE
DFEIE. 430 mAULL BT,

(2) IEREPERER
BEMMEHEARKEZ HOTHIET D L&, Z0ME
DE20%LANTT,

(3) IRl P BRI
TR R A B R 2 ORI R E T 5 & &, T OEEMREK
(CV) 1F10%LLF T,

B3R R E

FMEIHEN TG < 728, FEEEB B HO AT LCl, #eiep * x4 MR

fiEDOF T4 v~ VT EBRL TSN,

W EEERNHFRGE» AN EA L, BREZREET., RAS
OFNEIHE, BIEHE 2 i < 7230, HERFIEIC O Wik,
HEia LDOF T A o~ I T BB TEEN,

7 AIE &

FEERIZ LV ROBMEN BEIICFEIE S E T,

USROS
| B UK 8lpL) |

EEEN RO

WIEHE (340/694nm) HITE
| %:ﬁ@;USuU |
i‘%ﬁﬁfﬁw"cfri:/%"nfip b
&%E(MW&MM)WE
M%%%

HERFR - 105

B JIEEROHEE
1 HEROHEER

B o4y T A4 sV FICEHHOFHE AT — LA L, HR
R U E9, FEERITE T E R T8O BALICE U T, SR % mg/dL
(E AL Xidg/L (SIHEAD) THE LET,

PG mg/dL (AL X0.01=g/L (STHLAL)
2. 5EHEHH

At D% FLYERPH T CLST EP28-A3ciZiEV,
L. Atellica CIZ W THGEL X L727,

C4D B FEVEREI1312.0~36.0 mg/dL T8,
fhDRAEIL & RIS, S2FEERBIIEREZICB O TRELZS
VW, EFROEIISEMHE LTRY N 7ZE0Y,
SHELEDIE

CAREE, B MIIER OCARIEIC O BEH < 72 E 0,

Atellica CHZ W CTRRIE

CLSI EPO9c|ZHiEVY, Deming i [ElJf A F L CRkedE L72°% Atellica
CI (y) &AtellicaCH (x) OHERFARAMEORERIZLLFD L B0 T,

T P
(mg/dL)
0.9~132.7

%1 32

LN
JiIRE]
K1 AL
X2 AHPEEREL

FRBIMEIE, RERT A | HBSE R ONERE, MERERIC LY B D
T, FMAETHONOMEMRT, RLeT —2 L RRIGERDH
nET,

EIfGE=v

T

y=0.99x+0.6 mg/dL 104 0.999

% % 5.LoB. LoD

CLSI EP17-A2IZHEWVVEM L E L72'% AdhiE, MR (LoD) 2377
v 7 L (LoB) LA ET04mg/dLEA FlZ72d K Hskd S TnET,
LoDiE. 95% D= TRt A HE7R CAD B I EE LAY L 37, Atellica
CH%Z T 7 v 7 K60 E M OME I FE M AR 7SI E 12 & 2 #5135
WE 21T 72489, AdhOLoDIX0.2 mg/dL, LoBIX0.1 mg/dL & Hit &
NE L7z, Atellica CIZ VT, 77 2 7 IRIR60H 7 M O BE 1 14360
HITENC X D#3012000E 217 > 725 R A& DLoDIZ0.2 mg/dL, LoBl&
0.1 mg/dLE R & E Lz,
FIRATE T O D HIEREA,
6BEMED FL—YEY T4
AfhlE, IRMM CRM-470 (IFCC) (2 hL—HE U T 4 24 L TWET,
Xy U7 L —XOMEIZ EROFEEDEIZ N L—FE YT 24 LT
E9,

B FALXTIEMFEVLDOEE

1.REVEDEE
R KO N HCRRY &S TeRldiiX. HIV, HBV, HCVA D EYD
BENRHLH0L LTERVFNSIEEW, BEIZH - > Tl
DEMRAERET 27D ETCFEEERA L, F-0ICXEXy
T AT ETDRVWTLEEND,
CRENF S TR AIC A EHAICE, K THSICHRWRTZEOR
BULEZITV, BDERHIVUIEIO T L EE2 21T T IEEN,
 ARPECHEAT ORIEICIE, RERELTT LT NI D AREE
TR H 0 £4, FEANE, R - #EE (5o RO
) SOTBAE - HE (BEFE) op R iRE - g - SRS %
SRR, BoTIRSLOICASTZY . FEIZAHELED LS
Bl K THPITEWVIRTEOIG R E TV, LERH IR ER
DOFYUTHEEZITTLIEIND,

IRLIT =8 LR D580 00 £,



* k0.

2HEALDEE
c RBIE ORIy 7 1F, 2~8CTHRIF L E AT SRR &
TWAHAMRE TLETT,
< T YR S T IR A0 X - SR LT R E N,
=y hTH-TH, RIEOEZZE LIZLANTLIZEWN,
3EELDIE
< A TIZIZHIV, HBV, HCVZE D EYNED & DNFIET D580 H
DEFTOT, PR, HHBEAMESET, RESREBT N UL (F
PSR FE1,000 ppm, 1R LL FIRIE) T/ & — 75 e R
Wik (2%, 1L BIZIE) IC X D WHAHE, HHWEA— o
L—7" (121°C, 20530k F) 12 K DIELEE AT > T 72 &0,
RIS ENRBE L2 A I, REEY MO HELZIT-> TL
7ZEW,
 SERRVED B BRI VEFE D 1, A O R YEICHE W BEFE<
7EEV, IR ORREZFERT A 121X, ey O W OV
FRICEAT DB, KETSEBIRES O BUEICHEVLEES 72 &0y,
c RPECHEAT ARSI, RIFRIE LT U N U ARG E
NTWALORH Y £4, FMiT, WEIR - BES (v otk
) SOXMAE - A& RIEFE) OXERERE - S - SRS %
B ZE W, TUT N Y U AEEE, SE LS L, BREEO
RNERT Y R4 T 52 L0 H 50 REEORICIE, ZEDK
LHZF LT IEE W, BIEDFITEVFEEL &0,

B FRITE - AR
WM Ik 1 2~8°C
FANEI - 127 7 AR AR 2 270)

W SEEH
ERE S—AUROA—K

F7T')HCH C4 4007 R A 11097623
Pl (BE—&¥) 2K

P2 (BE_RH) 2K
(il5e)
7T')HCH HHEBRXY ) JL—4% (LSP) 11099434
LoUL 1~6 £1X1.0 mL
7T ) HCH FR& 11099300
2X15L
T OMOEEERIZOE F L L, B E TBEWADbEIZS N,
B FEXER

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

2. Clinical and Laboratory Standards Institute. Procedures for the Collection of
Diagnostic Blood Specimens by Venipuncture; Approved Standard-Sixth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute; 2007.
CLSI Document GP41-A6.

3. Clinical and Laboratory Standards Institute. Tubes and Additives for Venous
and Capillary Blood Specimen Collection; Approved Standard —Sixth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute; 2010.
CLSI Document GP39-A6.

4. Clinical and Laboratory Standards Institute. Procedures for the Handling
and Processing of Blood Specimens for Common Laboratory Tests;
Approved Guideline—Fourth Edition. Wayne, PA: Clinical and Laboratory
Standards Institute; 2010. CLSI Document GP44-A4.

5. Young DS. Effects of Preanalytical Variables on Clinical Laboratory Tests.
3rd ed. Washington, DC: AACC Press, 2007; 273.

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

7. Clinical and Laboratory Standards Institute. Defining, Establishing, and
Verifying Reference Intervals in the Clinical Laboratory; Approved
Guideline—Third Edition. Wayne, PA: Clinical and Laboratory Standards
Institute; 2010. CLSI Document EP28-A3c.

8. Burtis CA, Ashwood ER, eds. Tietz Textbook of Clinical Chemistry. 2nd ed.

Philadelphia, PA: WB Saunders Company; 1994:2183.

Clinical and Laboratory Standards Institute. Measurement Procedure

Comparison and Bias Estimation Using Patient Samples; Approved

Guideline—Third Edition. Wayne, PA: Clinical and Laboratory Standards

Institute; 2018. CLSI Document EP09¢-ed3.

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

11. Data on file at Siemens Healthcare Diagnostics.

H FLEabhtik
V—AURNVARTT c BAL T AT 40 AB%AEH
AR~ —lr T H—

* FEEG ¢ 03-4582-5520

B BERET
S—ADANIVARYET c BAT T I AT 49 AA&H
HRHEB A X KIR1-11-1 A= b T 4 RIET =2 h X DU —

11097623M1_02 (CH: 11110186_EN Rev. 02, 2019-11,
CI: 11642862 EN Rev. 02,2023-01)



