94— 100695 LE680

CORANEZLRATHLEAL TS,
T BERICHEOHAIIITRELTENTESEL,

RSN LT = 36 i * 2022 4F 2 A T (58 2 iR
2019 4 7 AVERR (B8 1 R
B 58 B % 5 13E1X80206000170

B/3z° L RF LG

MRBRERAHR-TILAZIWISUARTFE —E X b

O/\NAPEEE GGT Gen.2

[£/0EEE])

1. KfEEAZE R THY, TS o B BIZiEE A Ll
7EEW,

2. WEREFICESRRZWNL, BRIERCIZDOMAR R L
LORECL Y E R A BTHIBTL T7EE N,

3. WS SCEICEEHEE N A B AR VTR RIS TEAL
TS, sedfis oA B K O E- A& CofE I
DWTE, JERROGHEMEERIELRET,

4. REDBGTHERCAER p-=ha 7 =V FFEERBECET O
T, iR TERAIAATZO L 72N I FTe, B -ORE IR Bl
NARNIDNTEE L TLIZEWN,

5. {3 DR O WRAT ST K OV Il i B A L<Fe ., miadlic
PeoTH AL TIEEY,

[Fetk-BEE (FVLDER) ]
a/NREE GGT Gen.2
*R1 AR
TUNTV
*R2: FE
L-y -7 NEI-3-TINVRF Y —4—=ra T =UR
*(R1:7WY a2 B, R2: RT3 g Q)

(EREBEM]
Mg X o H v~ —I N E IV NTUART T —E(y -
GT)DHE

[RIERE]

vy =GT 1. L-y ~Z WAL -3-J)VARFL ~4-=ba T =R LIV L
TV EIREEL, Ly I NEIN-TV NI b 5-T3 -2~
e BEFEBEERLUET, ZOEKREND 5-TI/-2-=FrZth
FEOESNE L EREL v -GT &R RO ET,

L—y 7 MEINV-3-hViK ¥y —4-=baT =) + 7Ty

y-GT
»
»

Ly -0 W=7 Vn )y + 5=T3)-2-=hnde AR
(ELDEE]
1., AEHBOME-REGE
U E L : M T Mg (-~~~ Li, EDTA-2K)
MEREOZEME D2 15~25CT 7 HIf.
2~8°CT 7 HIFH.
-15~-25°CC 1 FEM%LE
BRI ORI Lo T, ER R EE KT THE1RHY
FT, BIEEEOETEMER U TET 28413, il
B ORETT ORI TS,
R OB, RNCE D RIEEI T TR,
BRI EIANTFEET DA TR CTLIZE,
BUEPRAT LT RRAR O B AR O M0 I UV | Al O R iR
IEELBEFIL TOBRIEICHE AL TLIES0,
2. HEYE-hEEA
(1) AR ULEPEE 50 mg/dL, FEHRAE YL
20 mg/dL, ~EZBE PR 200 mg/dL, ILE (L FY
EYR)L AT w7 A 1,500 FTEIC S 255213 +10%
LINTF (y ~GT JEHEAS 40 U/L OFEHT LD MEIE) 9,

1/2

cobas’

2) AR OIG IR B TIXE I 5 2 A BT HY
i’d‘/u 4), 5)0
() FEWITH /e —ALLTHRIET TV B E, FFIT 1gM
(O NT oy abb—h~rarsaZ Vs fiE) e &
FEMEIC KT DR R DA NHVET O,
*3. Z0Dfth
AFRIKI TR pro NIEA/ R pure 2 EEATEET,

(AiE-RElREAE)]
1. REOREAE
ETORRIRIZZOEETHEALTIZE N,
YRR . B8 S v 7 L —&—I1(C f.a.s. T)GFE) &4
LCL7EEN,
2. HEOREM
RBAEIRE: 2~8CTHAMBETLE
IR E 12 HWLE
3. RELELFE-B/M-HE
#*e2/NA pro XL/ A pure 7L

HEV ST Y7L —4%—1(C.fas. 1)

«7LFarbr—)L CCl

L Farba—)L CC2

co XA AT -G NACL

AR, &R ORRA SCE R OB EA Z S IRES 0,

4. BEFRE
FEMZR B E BRI R RTA—F— B L THVET O T, ¥
tETBMWEDELTZEN,
*(1/3Z pro D)

(1) UK GRIET T ) | R, 30 2.3 u L Z2=VEY
FI, MR 19 L KOMERIK 57 u L Zh0Z, 37°CTA
UFaX—rar LET,

2)  FEW15uL 2Nz, 37 CTA L Fax—arLET,

*(3) 5 LN S 70O R L&A F K 415 nm,
Bl E 700nm THIELET,
(4)  RETTo 7 EAEROW I B L BN DR ERE R L,
BELOR BB L EDD vy —GT iHMEEZ RO FET,
5. WEEE
KA IZIX, L Farke—/L CCl, L Farha—/L
CC2(3I72) & Z i AL 72E0,

[BlIEZRDHEX]
1. BIE#HROHERVSERELHH
BB LR -
FEE13~64 U/L
M 9~32 U/L
(JSCC BEHE bt inE)
FEVEGEPHI . MEFRE, IE S, WE AR IZ LY B2 585
APRHVETOT, Fhisk CHRESHZRD B FEL TS,
2. #HROHEIZHNIDEE
HEHP FREBZ5EMEZRUZBRE UL, HO0TO EE
NP MENDREICONTL, EFBEIRREE AV ChiikE
AR TRIEL TEE W,
[148E])
1. THEE
[ A& BEIE) |OTRRICHE Y, B - IE fet: - [R1RF P
BMEDBRREAT o756 Tt OBSEISE AL ET,
(1) BRERVEREMERER
BEATE MO & B RR Z M E T 5 L& BEATE D £
18%LINTT,
(2) FEFBRERER
R—EERARME 3 BFEICE T EE MEMD CV
EIZZENEI 6%LL T TY,
(3) AIEHEHE
3~1,200 U/L



4 BAIETRE

LoB: 3U/L
LoD: 3 U/L
LoQ: 3U/L

CLSI HARTF A EPIT-A22 12t ~»T, 7T 7 RIR
(LoB) . B HiR S (LoD) | E&EIRA (LoQ) #H HLEL7,
2. REFAOEEYE
JCCLS CRMO01 (&5 [ A HEM) EE HAw)

(A LEXIEERFELN EDFE]
1. Bk E(BRRRL) OFE

1) BREROCKRGHOBILIE, EE TR, ERrEiy
DOERFER K O FIRBEZ 5 3 5678, lesc:ﬁ%ﬁﬁ
NRNIDNTHEBEL TLESW, £2, HIER THIZILT
HPEoTLIES W,

2 ‘iﬁﬁ\fl\ o THSLHICASTZHEAITIE, EHIZKATLYD

MATBRNIET 70 E 0)55%@%%??“\ VIR HIEE
EﬂifD%&iT&E‘%; FTLIZSN,

(3)  BHENFSTRIE L ORI LT A I
jﬁ%®7k“(/)‘l:l/‘(lmbf<7léb\

4) HREZIFLELAIIKTHIRL TOBRE - T
“Sl,\O

(B)  BEENE U A I, U S R A (20 Y SR e
1,000 ppm,0.1%)72E DI EIEZEM AL TLWwH S Ak ﬁ
%H&ofd_éw ek, MERBBICIK, T 20O T8

EIZI FERH#ELTLIES N,

6)  BRIEKR O ZTO DS PT CIEERE TR Z L2
TLIEE,

(1) Kf&i% HIV, HBV, HCV 72E DA VAT LAY DGR
HRHDHLOEL TR, BRI IMRAE A L8
FHIT A EARKE S E AT 121°C T 20 4rRBIEL
ENR A AT B0, R EE SRR A (B 2RI 1,000
ppm,0.1%) 12 1 BEEILL RIR 372 82 k0 # L TLIES Y,
INHOEE T, L) SAITHEREITo TLIEE N,

2. FRLtDOEFE

(1) HIERKOVEFESIIHFEHAOLOEMH AL, FORSE-E L
7S IXIEDO B IR L2 TLTEE N,

)  RIEEMPTIFEITIECHE > TRIFL, BB S5 81
TE DG LS TIRAEL TS O IR A& 728 01T
FEHLZRNTLIZEN,

3) BYLORRLRE N IEST-HRELZRE A THEAL
TRNTLIEENY,

4)  REDBIINORIER L OMAEEELEZIRNTIIEE N,

(5)  RFID Z¥ab L7z, SIS TLIZE N,

6) T RTORIIIRAF SISO FIZIRO Y TR T

LEBIC

72E0,

(1) TR CORIRIL S UL TR A O V5 YL %3k
TLIEE,

®)  WIEROFHBUZII L THRERIKEMFE AL, AKEAKIZA
WNWTLTESNY,

9) BRI AENC 15~25CIcRL, LIRFIL TSV,
72720 BUIRVIR R0 AL TR LR TK7EE LY,
(10) AREZRTFTHEL, BEORECTRIFEL TIZEN,
(11) ALOREA Y MNIFMHEATEEEA,
3. RELDIE
1) EECEVAECZERICOW T, B Y L FREICHE
MIFHE T O AT TSN, £2, TNOHEBEIET D
AT, FEERF I > TED LN EILE-TL
7280,
(2) FERBORNBEREETDISAIIL, BEEDICETIHE
W2~ CIEFEFESEY) iF%%%%&EE%ULT&&@L
TLIEEW,
(3)  BEIET DBRIL. AE BB L BSOS
LCLIEEN,
@) BEEORIEEF U AT, R R (9
FIREE 1,000 ppm, 0.1 %)7Z2EOWHEIEAEFEHLTL WS

R LA

MTHRE RS TIZEWN, 228, SEWMBEIT
@$ W LI FERR#EL TSN,
4. ZTOMOEE
A S EDIE I T EF RS Em OB EZ R L E 328, B
7R EE A UD A NHYET O T, BEIZSCTHBEMEIZS
WSSz L2 BEID LET,
(BT A & - B3 EME])
1. FFEAE
2~8CTHRAFL TLIZE N,
2. AR
12 %1
fi FH PR (Exp. i34+

(G4 Ef]
ONR DRTL-G ONRERE GGT Gen.2

B

FRLHIL THYET,

400 TR~

*R1 RN 7.6 mL
*R2: FE IR 6.0 mL
[EZ#K]

1) Szasz G. Methods of Enzymatic Analysis. 2nd English ed. New
York. Academic Press, Inc 1974;717.

2) Tietz NW, ed. Clinical Guide to Laboratory Tests, 3rd ed.
Philadelphia PA: WB Saunders Company 1995;286.

3) Glick MR, Ryder KW, Jackson SA. Graphical Comparisons of
Interferences in Clinical Chemistry Instrumentation. Clin Chem
1986;32:470-475.

4) Breuer J. Report on the Symposium “Drug effects in Clinical
Chemistry Methods”. Eur J Clin Chem Clin Biochem
1996;34:385-386.

5) Sonntag O, Scholer A. Drug interference in clinical chemistry:
recommendation of drugs and their concentrations to be used in
drug interference studies. Ann Clin Biochem 2001;38:376-385.

6) Bakker AJ, Miicke M. Gammopathy interference in clinical
chemistry assays: mechanisms, detection and prevention. Clin
Chem Lab Med 2007;45(9):1240-1243.

) HARBRBRAEEE RS S IEUERP

8) Clinical and Laboratory Standards Institute. Evaluation of

Detection Capability for Clinical Laboratory Measurement
Procedures. CLSI Document EP17-A2. Wayne, PA: CLSI; 2012.

[(MWEhtik]

Oy BAT T I AT 47 AR XS4
AL = Ja—ar o H—
T108-0075 HAUHERHEX HEmd 1-2-70
ZV—Z A%/l 0120-600-152

[ ERFEEEDKA X ITBFFRUERR]
Oy BAT T I AT 47 AR XS4
T108-0075 HEUERHEX HEm 1-2-70
ZV—Z A% L 0120-600-152

COBAS is a trademark of Roche.
/3R (% Roche DEETT,

021- 9 PT)AF1vIAGREH

0 8931569 001-B

o

8

£6

9— 100695 L




