Atellica CH
Atellica ClI

| e e ] |

COBEFIRL e LLSFATHLHEMIZS N

%2025 4F 2 HekiT (5 2 i)
2018 4F 8 AfERL (55 1 hR)

Jifi 2 5 13E1X80031000048

N7 IvA T rFy b

T7TYVACH rT35<42 2 (Tob)

B £HMTER

AL B E S T O T, RSO BEICH LTl
EEw,
CAREOPERRIT, BE ORI, BWAIERZ OB 5 o #
RE & EE L CRAMITHET 230,

 BFIRSUCRA S AT 5 LSO A SO TR RGE L 4 A

< T DR O TR OB &% L AT 20,
YR ORI TR, R, (REMIRBLR OB~ % 7 & LIE

) IR DLRAT

BRI, SR T8I, 2~8C TRl E TE £, £
72, —20°CC30H s fRF & 775,

RV Y EAR = URIER R G LT D B ORI,
4~GIFEI AN IZHIE L 722 WA TR < 72 308,

ARIERIRIIENIEEICR L T IZ a0,

RO WO #IE, BT oT — % XIS B ERHTES

WTCWET, FIH ATEEZR S S SC-O H OB R 2 O TRl R E

CEEN P AR AT, &R OTHE 50O T < 7S,
. @) WAk D%
Y, - t »,
B R - WEF (v FOMA) Wb Wi 5 Bt Wbk O R ORI B LTl S h
W | I | o Y BAEORRICIE . BAEHA - 27 < 72 S0,
Syl | BRE | 1 | NI IIA VR T T v 7 AR 2 HEMH - HERA

AdE, i, BE, LOOEER10%LL Fickesd L okitanh T
WEF, CLSI EP7-A2IZfEVy, M{EMREIZEB N T, TRIZR LIZRE
TR L £ L7

MEFaY hr— AR WIEWERL) LT A MK (WiEDE

(P1) = A 2 KRR

. g — e METIRA VU~ URE) 7 0—F
Sy po | IR 1 B

(b2) — 2 — HY) OPERBROEEZ =L FTRLEZLDTT, BEN10%
DB EWEOEENRDD EEZLNET, AEME R
E EEEN ZOBERTITEELRNTIEEY,
MBS TMIgET D 75~ 4 > DHE Wi YRR Tob it EE
= (mg/dL) (u g/mL) %)
m AERE ‘
i ) ~NEZBEY () 500 4.4 <1
A, NTI~A T UERT T v 7 2k (PR) ROBL N T T~ A v 500 11.1 2
VR URAE ) 7 —F PR (Ab) W, REV=T AT T v 20 43 2
APEEEE (PETINIA) LT3, BiEFO T I~ (Tob) X AR Y Ve (BEH) 20 11'0 |
AbIZXF LPREBEA L, ZOfME, BESEMETFLET, LEBNoT, § :
LTI O TobI T SLBI U E 3, BRERIE, WL 4 545/694 nmiZ FERAEI LY L (EE) 20 4.3 <1
B DWIEL LTHET S 2 Lzl v RkdET, 20 11.0 2
N7 7~A Y +PRTAD —P PR-ABEAIK+ F 7T~ 1 2 -Ab Intralipid ($L0Y) 288 13'3 i

0 BELOFE
AT Atellica CHAILZE A B /0724 (E  (Atellica CH) K& UMAtellica CI4{k
SR B BT (Atellica CT) LIRS T,
ARBFIRTR LT-RBRIE, Atellica CHZ AW THEM L £ L7,

< MIE & OUAEFIZ UL F OMENTFEL TH, FRICRLIZREE T
IR S Y T A, TobIRE4AOw gmLIZE T D, ZAHD
WEIZ X AREIXI0%LL T T, BLFOT — & [ Atellica CH & [7]%
DORFESMNZE, T Avvay YU —RHNTHEBIE LTS,

1AERHOMEE., REUE W Wy E(E“OL/Z“;
(D RRIROVEE, BREUE °

< AREOWE TG ITMIE (~ Y U F o L) iR < TELNTI) T 20 mg/dL <10

=YAN T F oYY FoUE 50 mg/dL =10

BRI HEE, R THIHEE A TES Y, TRTO TINTY 15 mg/dL =10

BIRITEEMR S D b0 & LTHRY V<7230, TESNLE X —)L 10 mg/dL <10

+ WHRZERNC K0 MBI AR 2 B D BROHERFIAICAE > T 2S00, TUEVY v 5 mg/dL <10

RO OSBRI DT UL, BERER I B o B Bl T AL R 5 mg/dL <10

e TSN, BT =AYV 10 mg/dL =10

- MIEBRARIEIE D EET 2 RN SERICEE S T 7EE VY, HIN7EE 12 mg/dL =10

BRI LRIk 2 LT EE N, HLR=Y v 200 mg/dL <10

AL THEREATODRIEITEA LTl 7ZEn, t7rrFr 100 mg/dL =10

R E RS T A RN, RIETRIZ T 7 ) AT, B e 30 mg/dL =10

RIANRTNT & E R TZE 0, VA BN STV 25 mg/dL <10

+ CLSLM O AR ER it HLARGE ST OHELZ IV 3Dy Bl & 0 3l I unTTERFLR 2 mg/dL =10

W ERETEE N, sunra~wy 5 mg/dL =10

- R IR AR DFEMIC OV T, MR oA T A L L AT I—)L 500 mg/dL <10

THEZBRITZE N, VAFUY 10 mg/dL =10

MRS LTl 72Ewn, aFAyv 10 mg/dL =10

(2) Wefh it ANF TN 3ug/mL =10

1l O W I BB AR RIA38 0 LTT, CoBKRICE, R T 3 g/ml =10

RABOT v FARY 2 — 5, 28 MECHHIES 2 EH+ 5 BB Adkind 30 mg/dL <10

MCLEADRIEENTOEE A, BAGEREEET SO TXART 40 6000 mg/dL <10

Wz~ T, EREE LA T4 o~ LT EBHL S0, TXRLT TS 2500 mg/dL =10




B

e PO Vs s

(%)

TN 2 mg/dL =10
D=V 5 ng/mL =10
Ty z2u~vA v 20 mg/dL =10
TH )=l 350 mg/dL =10
T hRAZ VIR 30 mg/dL =10
ZutI R 2 mg/dL =10
LV e 12 mg/dL =10
~) v (K 8000 TU/L =10
AT T Tz 40 mg/dL =10
U RA 6 mg/dL =10
VI oh 3.5 mg/dL =10
xA~A v 10 mg/dL <10
RFNvA T 50 mg/dL =10
=aFr 2 mg/mL =10
VN TFY 14 mg/mL =10
Ny oL E S =)L 10 mg/dL =10
Tz )L E R — L 15 mg/dL =10
EE 10 mg/dL =10
TVI R 10 mg/dL =10
TuR¥L T o 0.4 mg/dL =10
TNT I 12 g/dL =10
GE/7 Y G 12 g/dL =10
FEA 12 g/dL =10
Vo= A FRAF 750 1U/mL =10
WU FLEE 50 mg/dL =10
YA~ 10 mg/dL =10
vIwA T 50 mg/dL =10
o Es—n 5 mg/dL =10
ARVT b~ v 20 mg/dL =10
ANT 7 =)VT IR 150 mg/dL =10
ThIHAL 7Y 4 mg/dL =10
FHET74 Vv 25 mg/dL =10
IR 500 mg/dL =10
IR 20 mg/dL =10
V=] 3 50 mg/dL =10

FRAEETIHONDMERMIIL, RLIeT =2 LRRDIGERH Y £7,

B R - BE (REAHR)
1.5/ Ny U DElE
PR 7 13T R TR D=0, ZOF FEAL TSN,
WEGHRE - M - HHE
- Atellica CH {7 [ @4 Hr &8 i Atellica CUE(L S50 A B4y
M dE
- 77 UACH My *x+ U 7L —%2 (DRUGII)
- 77 U SICH Tk

- TR OO R L A B

ZOMO LR - SISOV TSR O BRI E A S <
7EE,
IO LR

BEER ORI 0 2B ORIE Ny 7 BEH I TWA Z & &R
7EEV, Ry 7 OB oW TR, BRI Eo A v T A L
TESMITZEN,
BRIE
AREOWIEIZIE, 77 U ICH MA3EY ¥+ U7 L—%2 (DRUGI)
FHALLTEEW, FRGECOWTET T Y ACH mHEpxv U 7
L—#2 (DRUGII) OHf#EEE SR 230,
- B IE [E] bR
PLFOEEIZR N T, BIEZ SN < 7230,
CHEARRIEASy s Day NREEE oL X
CBIEFEAORE R v hor y MEEMBAK T LizE &
CERIEEAORIE Ny 7 DRy ZEEMBAK T LIz &
R EEEOME, MIENNE Lo b X
C AUT T U AN E O% ORSEEELORER, WRIENLE L 725
7L x
AR ORI L EEWIM O TIRIZ T, B I T 53
Ry 7w LWRIE Ry 7 IZZ M &, vy MEIE R A E &
TRORRY . FREIE R TY,

+ Atellica CH
w1y MEIEERE 2301
Xy 7 WAE R . 7H

AR AE % ORI E VR - 30H

*

*

« Atellica CI
7y M E R 1801
Xy 7 IR R : 30H
FEARIE I O RERZE EVERIR - 90R
oy MZIEMRE, Sy 7 RIEMRBICBET 2 E®IC oW T, e
W EDOA T A~V T B TEE0,
EMBESOREEH T 0 7T AR OFIEIC L - Tk, X0 HEZICE
ERLERGELH Y T,

5 HBREBEROREN
ROy 7, BRI . Atellica CHTIX30H [#. Atellica CI

TIX90 H &L E CT9,
« B EREEIE L 22 EVERIE 2% & 7o BRI EL 7T & W,

* 6. FREEE

AR OREHEEE BT DWW T, BEFIRE O RS FME &) 7e < & b2k

ORI - SR AL EEV, BMERDIRDIIIEG U TRES

BYEZ BTN TEET, BETHEDEIL, BHETEDWE O

Bl B VMER < 72 &0,

FAREIZOWTIE, v b —LEREY — F 2B E N,

DU O8I 38 IR E 2 Ehi < 7230,

- B S HE O 14

cHLvey hoREEFEHT LGS

NI TN a—T T T L% ORIERE RN RECE RIS A
brRRngEE

ERAEEORKEERFIRIZ LY,
ROGELHY T,

HEEAS, %25 O WIRHE O &5 PH N X U2 FEhE S 7o A =N Ok

JEEPIRIC L > CRRE LT-HBHNTH D & &, MEREITEMEICEL TV
F9, BONTRENHFATE» SANTZEE L., MAEOREEH
FIEZHE VTG 72 &V, FEEHEOEHRO AT LTk, a3
W EDOF T~ VT EBRL TS,

KSR B RATFRTH 2 D AN 5 AT, R EREE T, hiE=
O FNEZHE, FIEHE % FEhi < 7230, HEETIEIC W TiE, s
Ef LOF T4 o~V T B EE N,

F VBB EE O TR S L

JRIE &

BEERHC K0 ROTIED H B I Sk,

AR
| 55— EE (363 uL) |
!
[ 3 QouLl) TREUK (13uL) |
|

FRF =X b

Itk (50uLl) +77 U0

| ARk (38uL) CH 7B (2001 L)

!
WG (545/694 nm) HIE
|
[ 45—k Q0uLl) +HEEUK (10pL) |
!

| —

R%37CA > F 2_— |
l
W (545/694 nm) HIE
!
T E R R
R AERUK O BRI T A E I,
BT E N,
HERER - 9%

SR LA T A LT

B EEROHIEE
1 IEROHIEE

SR DA > T A AV TR O R A — L2 EH L, R
FEMLUET, WERITEREREE CED AN UT, % ugmL
(I EAL) 0T mol/L (SIHEQZ) TG L £,

B pgmL (AL X2.14= pmol/L (SIHLAL)

2 AYMMAPIRE

TobD A0l PR LI BHF OMEZENH Y £9, Z<OBEITBNT,
4.0~10.0 p gmLAFAMFIRE TH D L EDNTWET R, ZOHiPH
NORENARNREELNET, K& (FF7) MPHREH2.0 4 g/mL
A DLGE TR FEREZA LD ON—RAWTT, EfE BE LI
Y72 A i R A B E < 72 S0,

LOMRAIRL L RIS, AR PREZIIFMERICE N TRECES
VY, FRLOMEIFZEMLE LTI < Zan,



BHELDIE
Adnid, B MIEXITE FMSE (~SU D F T L) O TobHfE IO
IMER L TZE W,

B BERMNER
TobBIE 1%, TobiBRIEE 5 DBW, 1AMk RSN E =4 ) > 7 I
LET

B fHEE
1.8 E B
0.3~12.0 u g/mL
B oNTAERBNRERHAN OBEIE T 7 I RFRENET,
2. B e RO E S5EE
HEV I LY T M OVl oo ) E S 1324.0 1 g/mL & THEE S
1, AEEREZ AV DGR ORENSLE T, HBE RS
X, [HBf] ERmShvET,
3.1AE
W% - AR EEFE) OREHEICE Y, RE - EfE - FREE
MDOBRRREAT IR ST HE, T OB EICHE LET,
(1) SR 3
Xy U7 L—2 (BlFE) OLULLE LULsEIE LR O G
D7, 60 mAULL T,
(2) ERfEMEABR
RS AR Z O CIES 5 & &3, KREOHEMIT £
0.3 gmLLAN, |« GREORIEMIZER LD =15% LN TT,
(3) [l P L 5
TR P R A B R 2 AR IR R I E 32 & &L T O EE1R 4K
(CV) 1X10%LL F T,
4 tHEEMHE
+ Atellica CH
CLSI EP09-A3|Z 7\ Deming ELAR G A2 H L TR FE L7210, A
(y) &7V v 27 2AH—h) vy F7I<=A3 > (N) TOBR (x) O
BMEOREFIILL T L0 TF,

\‘4 t'_k/r ] . .
Fath Rt REBHE e
(1 g/mL)
% y=1.01x+0.07 z g/mL 0.1~10.2 105 0.996

X1 Bk

¥2 FHBEILR S

+ Atellica CI

CLSI EP09ciZ itV DemingEAREIF 26 LTk E L2, Al (y)
LTV I AH—R Y vY T T~wA T (N) TOBR (x) OFHBEME
OFEFIZLL T D EBY T,

(u g/mL)
i 75 y=0.93x+0.2 11 g/mL 0.3~11.9 101 0.997
1 A
%2 FHBIREK
- BhaRi 2=

Atellica CI (y) & Atellica CH (x) OFE#RMHBIMEORERIFLLFDO & B
nTY,

T P A ] NEL R

S EITEY (1 g/mL) r

i 1% y=0.98x+0.0 1 g/mL 04~11.2 101 0.998
K1 I
2 AHBIEREL
FABIMEL, BT 1 > HBo R ORERE, MERERIZ L0 7z

L7280, FRRAEETH O D HIERRIT,
BV ET,
5. A BORE M

CLSI EP09-A3!Zf¢V DemingEL#R AT 2 VTR E L72"0, MiF (x)
Lt (y) ORFEEOFKIIIUTOLEBY TT,

RUTeT =4 LR D56

B e

BRik (u g/mL)

EIfE=v

i

(~Y 2 ) F 7 1) y=1.00x+0.1 u g/mL

0.7~10.0 50 0.979

M1 R

%2 FHBAMR %KL

RAFEO RS, BT YA . BIRRMERIC L B2 5720, %
MRAECHONDMEMRIT, RLIcT —F ERRDLERH 0 T,

*%6.LoB, LoD
CLSI EP17-A2IZHEVVEERE L & L7212, AR, BHRA (LoD) 277
7 EBR (LoB) LA ET03ugmLll FIZ/d X HfGtESnTnET,
LoDiX. 95% DHfesE TRt Al RE72 TobD eI LAY L £ 97, Atellica
CHIZEBWT, 77 v 7 BIR60JE K& ORI R R 60 E 12 X 5k
1200178 217 - 72 A5 5. ARMOLoDIX0.2 1 g/mL, LoBi£0.1 x g/mL & &
HENE L, Atellica CIIZEWT, 77 v 7 RIRG0ME Mo OV FE
RGOME T X B IEI200E 247 - T hE . AshOLoDIF0.3 1 g/mL,
LoBld0.2 p g/mL & HH & E L,
EREETHONIMWERBRIT, RUET—Z EBRL5E808H0 7,
TREEYPED FL—HYEY T«
Adhl%, USP Tobramycin Standard?> & % U 72 NAEYESR IZ h L—H &
V7 4% HLTWET,
Fx V7L —F O EROBEEYBEIZ N L —F YT 2F LT
ESr N

BN EFALEXITERNEDEE
1.HEVWEDEE
CRE RO N HCRRY EETeRldiiX, HIV, HBV, HCVE D EYD
BENWRHLH0LE LTERVFNIEE, BEIZH - > Tl
DERERT 27D NETCPRELZERAL, 08Xy
T AT ETDRNTLIEEND,
CRENF S TR AIC A EHAICE, K THSICHRWRTZEOR
BULE 1TV, BERBIVUTERIO T Y %EE2 21T T IE S0,
KA R E N E EN TV A T2, JRIF R YLIR o T RE
MRHHHEDE L TR N TZEN,
c WOBIKICBT 2 fERAa FIENH, EEFEERLET,

B, B LB AT, 5-7 na2- A F 4o
VFT Y B3GR U2- A FIV2H-A I F T —
N3 (3:1) EEHEALTVET,

H317

P280, P272, P302 + P352, P333 + P313, P363, P501
ST

TUAX—MEERN AR ZTRBZEAAH Y 9,
R4S, fRiEA, REMIRSEN OCFEYf~ A 7 %
FHRLEEW, FRSNIEERITEESE NS S
RNWTL &, RIBIAELESA, AdAES
BOKTHES T EEN, KGRI IIRE N ET
7-%A. ERIOZM/TY CEZIT TS EE W, (5
INTEKBEEHEHT L2HEICFEEL TS EE
WV AW S O ZRE, 07 B IR IR % OYE o B i
PEVBEZES 72,

2EALDEE
c RBE ORI 713, 2~8CTHREFE LS AT/ ICHE S
TV D AR E CRETT,
© TV S AT IR 0t F A2 RS L2 T IR E 0,
cH—mYy P THoTH, MEOFEETRLITLAN T IZE,
EELDIE
< B {ATIZIZHIV, HBV, HCVE D REYNED & D BNFET D580 H
DEFTOT, FBIR, EHFLASRASE, KEEFERT N UL (F
ZhHE SRR IE1,000 ppm, 1RERILL BEIR{E) XU/ v —AT7 LTk R
Witk (2%, 1L ERE) L2 MEAE, H5 04— b7
L—7 (121°C, 204304 1) (2 & 2 IRE M A4T > T IEE W,
RIS ENTRB L2 AR, REIY RO FREEITH-> TL
7ZE0,
© SERRYED & 2 IR LR EFEEM IS . A E O SEHEIC IV BEFE<
FEV, REEORASZFERT 256 121E, FEFED O WL NG
HICBT DI, KETEERGIEESOBUEICHEVLEEL 7280y,

W TR - BAER
WEHTIS © 2~8°C
AR - 124 7 GERHIBRIIANE I 207)

W EEEE

mf S—AURAROA—FK
F7TYVHCH TSI A4L 2 (Tob) 4007R +A 11097517
Pl (BE—3ldE /5 =33K) 4K
P2 (% —338) 4R
(Bl5E)
7T ')ACH mepEYF+!) TL—%2 (DRUGI) 11099405

LoyL1~5  £2X5.0mL



7T ') hCH FHRi& 11099300
2X15L

ZOMOWIEHNITHE F LT, B TRIVWAEDbEZE Y,

|
1.

10.

*11.

EEXE

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.

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.

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.
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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.

Young DS. Effects of Preanalytical Variables on Clinical Laboratory Tests.
3rd ed. Washington, DC: AACC Press; 2007:885.

Tietz NW. Clinical Guide to Laboratory Tests. 4th ed. Philadelphia, PA:
Saunders; 2006:852.

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

Data on file at Siemens Healthcare Diagnostics.

Gilman A, Goodman L, Rall TW, Murad F. Goodman and Gilman’s The
Pharmacological Basis of Therapeutics,, New York, NY: MacMillan
Publishing; 2001:1232-1233.

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; 2013. CLSI Document EP09-A3.

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