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A B N AN D AR L (WSIREE: . AWt 255, AL T,
P55 KL, B 3L L% SHNEN TIEZK.
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PSR A (ST MERTSR)
K2 SENELHE EERENTHEFZERER

R AL IRBESENELRE T ERERTHREAERER

b RSN PAEEER s
2R
4N + Inm
KBS <0. 5nm
FE +0.5% 7 UK ABTC
(Roche) #&
2% Mo #RAE
n SRR
}i W, AR, R
5y T BE RN
jg 0. 010Abs.
Ei;; B E S <0.2 %t
' FRLZT H S +0.002 T
DA 76 500nm B4 A 100485 <
0.2% 1
(B EN S 10. 00£0. 01mm
T RN IEN 37°C+0.1C
. pH 7~ME <<0. 05pH TERE: <
pH 1t
0.03 pH
R 0. 5-2ul : 10%;
2-10ul: +4%;
10-50ul : + 1%;
50-2000ul : +0. 5%;
2T
MR iR =R 3 0.5-2ul:<<5.0 %;
2-10ul: <3.0%;
0-50ul: <0.5%;
50-2000ul : <0. 3%;
e V- HER 0 ) 54 JJG1036-2008 K 5 AL
b R R R
BE Iml :40.010 ml
FLPRZEZR 2 ml:=40.015 ml
8iii} 5ml :£0.020 ml
10 ml :40.020 ml
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25 ml
50 ml
100ml
200m1
250 ml
500 ml
1000 ml
2000 ml

:+0.03 ml
:+0.05 ml
:+0.10 ml
:+0.15 ml
:320.15 ml
:320.25 ml

:£0.40 ml
:10.60 ml
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a) SKIGAFR
TS GGT I ANy 7 1 5 il
b) =5 HM
PR IR AR GGT & AN & FE 52
c) LT
DA = FPAN [ B2 VR A TR N SEBR AR AR, 43 JIAE 36°C 37°C. 38°CHAT
GGT Ak ¥i% Ik R FBE (O i, AR DU 2 5 SR e AT R B A% GGT ARG PR
FEMR MR, SRR S T MG IR REC R, kit
SR AR AR GGT P52 ) REREL, KR BEAE D GGT MR A & B VP 58
ISR R 25 GGT M= A B VT E 5 6
d) sEEssR
U FE M E B A5 R LR AL
R AL FRFEIBFENELSRR
MELER (UL
B
WRE 1 W 2 W 3
1 56.2 99.1 227.1
36¢ 2 55.8 99.8 226.8
3 56.8 98.2 227.9
1 58.8 103 238.2
37C 2 57.8 102.1 237.5
3 58.4 103.6 237
1 60.5 106.2 242.5
38C 2 61.0 106.9 243.6
3 60.1 105.8 242.8
e) Hdnkbr

FUR P LT At AL B 45 R AR A2,
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RA2 FWENBEREEHELERE
TR o
1 2 3

BE (UL 56.27 99.03 227.27
SD (U/L) 0.50 0.80 0.57
36°C CV% 0.89 0.81 0.25
AN HA(E % 96.46 96.24 95.66

HI1E% 96.12
B (UL 58.33 102.90 237.57
SD (U/L) 0.50 0.75 0.60
37°C CV% 0.86 0.73 0.25
FERT M % 100.00 100.00 100.00

BH% 100.00
BME (UL 60.53 106.30 242.97
SD (U/L) 0.45 0.56 0.57
38°C CV% 0.74 0.52 0.23
HIXTE % 103.77 103.30 102.27

B % 103.11

GGT fEALTE MR S5 B A ¢ R LK AL,
GGTHE {b iF PEK FE 5l R R
104
/

HEXT GGT M
¥R IR A Ak X GGT 8 4b 3F M Wk ¥

102

100

_—

%

GGT

/

98
o /

94

y =3.4975x- 29.662

36

37

38

AL GGT HEALIETEIR SR 1R AR
M R BE AR AR B

I=N=7,

=287

52RO R
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Y=3.4975X-29.662, IR EERARL 1°C, AHMN GGT AL IE 1k AR 3.50%
(REBAREO.

) IREAAXT GGT Wl & AN 2 E REMi (1 11 5
MR IFCC—GGT EALTH MRS % AR, GGT MR AR
AN 0.1°C . BRG] R ) GOT Wl & 25 SR AR N EE L 40 A, %5
EXF GGT ﬁﬁciﬁfﬁki&ﬁ%iﬂ!ﬂ%%l)\Eﬁi‘/ﬁ‘{ﬁﬁﬁﬁa%fﬁﬁﬂ%%WE&E’}E%W GGT
IR REECREL B R
W CRNED SIESH) GGT AR A i 1t VA W& FR) AR A v AN 5

=01 3500-0.20%.
J3

g) SEEZEie
TREAAL G N 51 GGT HEAL I 14 T P52 I & i AH X B vHE A 5 T
5 0.20%.

A4.2 PR BTN RS bR AR 52 B T 52
a) SEIGAFR
PeRARKT GGT WA & B 5 m
b) SIRHM
PEE P AATANT GGT Wl AN & 2 5 1
) RIRTTIE
PL=EANRE RS 3G NREAR, 5% A 408. 5nm. 410nm. 411. 5nm i3
AT GGT MEALTE PRV FE I &, AR I 2 285 SR o BT i K AR A X GGT Ak 1
WERIFEM, LR KS GCT AL MR E B R ACC R, PRt
BAARKT GCT BT I RECREL, B KA GGT M= AH 52 & VP 52 (1)
ML R 25 GCT W& AW FEHIVE S & .
d) siRghiR
VR P LI I 25 TR L3R A3
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R A3 ZREMBNELRE

MELR (UL
UEN
1 2 3
58.9 118.7 261.1
58.4 118.1 259.4
408.5nm 58 117.9 258.8
57.9 118.6 260.1
58 118 260
56.6 113 248.2
57.1 1121 247.5
410.0nm 56.5 113.6 247
57.3 1135 247.9
55.9 1125 248
53.5 107.1 236.8
53.1 106.9 237.5
411.5nm 53.1 106.1 236.1
52.9 106.5 237
54 107.2 236.5

e) it

FUR P LT AR AL B A5 R AR A
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RAM BWRELBEHELELERR
gk
T S
1 2 3

BIME (UL 58.24 118.26 259.88
SD (U/L) 0.42 0.36 0.86
408.5nm CV% 0.71 0.31 0.33
FHXT (% 102.75 104.71 104.91

HIE% 104.12
BIME (UL 56.68 112.94 247.72
SD (U/L) 0.55 0.64 0.48
410.0nm CV% 0.97 0.57 0.19
HAXT % 100.00 100.00 100.00

BE% 100.00
HfE (UL 53.32 106.76 236.78
SD (U/L) 0.44 0.46 0.53
411.5nm CV% 0.82 0.43 0.22
FHXF HI1E % 94.07 94.53 95.58

BE% 94.73

GGT BALIE IR E S KRR LK A2,

%

GGT

GGTHEAL LR LR KL R

106

. \
102

100

.

98

N

96

™~

y=-0.26%%+206.11x- 41,510.53 \

94
408

409 410 411

nm

412

Kl A2 GGT EIEHIRE S KRR
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BN GGT & 0 R B R E 5

R IR E X GGT 4k 7% M K FE 52 1 R B R R -
Y=-0.26X?+206.11X-41510.53, K0 KA&F254k 1nm, HIF GGT Ak if ik
A4k, 3.39% (REARED.

B BT GOT MM AW i o B
R4 IFCC—GGT [ALIF IR S5 1 U R, GOT MR KA
AR InmEE T GGT MR B 5, [R50 5 bl 5 (4
Bl B K IR R R T 0.20m. BB AL a R0 GOT IR 45 B A5k
W, AR GGT %Mﬁrﬁa‘z@ﬂw%%AE@%‘/&N@%E%%
Te L KA GOT BRI R RS, B F 3t
Wk CRAED) BIHRH GGT Ak i e S S 1M o b o 5 s i

2002 3399 0.39%.

J3

0) SEEZEe
WK AR G N SIS GGT M AL IE M IR B I & AR ot bR v AN o
A 0.39%.

A.4.3 pH A4k 51N A RARAEAN T T B VT 2
a) SEINHFR
pH 21k %F Amylase il & AN 52 B 1 52
b) sEIeH M)
TEE pH Z24b 5 Amylase & AN & B 520
c) LI TUTA
PA=AN TR BE BV & IS N FEAS, 43 R FH = A R SN pH
6.909, 7.020, 7.133 HEATAEAH Amylase FMEALTE MK BT IO, AR FE I &
ZERHT pH BT Amylase MEATEPEIRE IS, E#7 pH 5 Amylase
EATE IR R R A &R, FEbiH & pH 224Xt Amylase I & 50 i R
B AE, K pH 1EA Amylase W& A0 & E I E FIAL KR S 5 Amylase I
BANE RV E S A R
d) SEiess R
F I I I B 45 R R AS.
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R A5 ZIREMFNELRE

MEZEFR (UL
pH
1 2 3
61.2 165.5 201.9
61.0 166.3 202.6
6.909 61.1 165.8 202.1
60.9 166.7 203.7
61.0 166.5 202.0
63.8 175.8 217.9
64.6 177.3 217.3
7.020 64.1 176.8 216.5
64.0 177.2 218.0
63.9 176.0 217.6
68.5 192.3 239.5
67.9 191.1 238.1
7.133 67.5 191.7 238.6
68.7 190.2 237.9
68.2 191.1 237.1

e) it

FUR P LT At AL B 45 R AR A6
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R A6 FWEMBEHIWEELERE
2
T %
1 2 3
BE (UL 61.04 166016 202.46
SD (U/L) 0.11 0.50 0.74
6.909 CV% 0.19 0.30 0.37
FHXE HA(E % 95.26 94.08 93.10
BIE% 94.15
BE (UL 64.08 176.62 217.46
SD (U/L) 0.31 0.69 0.60
7.020 CV% 0.49 0.39 0.28
HIXTE % 100.00 100.00 100.00
B11E% 100.00
BIE (UL 68.16 191.28 238.24
SD (U/L) 0.48 0.78 0.89
7.133 CV% 0.70 0.41 0.37
FXT I % 106.37 108.30 109.56
B11E% 108.07

Amylase fEALIETEIRE S pH FI9¢R WK A3,

Amylase %

AmylaseffE 1t ih YEi S pHA) R

112

108

/

104 /
100 /
96 —
y=83.524x2-1110.7x + 3780.8
92
6.9 6.95 7 7.05 7.1

pH

7.15

Kl A3 Amylase HALIEHEIRE S pH IR R

2018 4£ 03 A 01 H kA

2018 4£ 03 H 01 HsLjf




CNAS-CL07-A001: 2018 3022 71 4L 26 7T

pH X Amylase Il & 520 R BRI T HE

WA pH 224k X Amylase f# 1k 3% 4 W B2 52w /) bR B oR R -
Y=83.524X2-1110.7X+3780.8, %1 pH &F481k 0. 03, AN Amylase {463
JEARAL, 2.00% (REZRED.

f)  pH kX Amylase I & AN E 200 HPEE
WRHE IFCC—Amylase HEALTEVEN B 25 AR ER, WIlE pH 2240 A
REEEIT 0.03. fR7E pH 2L 512 Amylase & 45 F H)AR AL A FETE 73 Afi 5
0.03

iz AN EXS Amylase 1/%143?5‘?@%2&?)%%%)\E‘Ji‘xﬂ&ﬁﬁ%%fﬁ?’?f%u

pH Xt Amylase &m0 1) R R %L RITR A
pH Ui ANED SI#EHT Amylase A7 P IR I & HAE AR AN 2 B

~003 5 00%-1.15%.

J3

0) SLIGEE R
pH (I NE) SIEN) Amylase HEALIE T B I & I AR X bRvEANH & 2
A 1.15%.

A 4.4 B RAMEAE E
A, 441 BRFRUEARTREE u (y) —AME T bsAEZE, 2 AHR T E Y 2 (HmE
HEE I S8, WRIEAHE AR (K TR A AR R, AR E A%

AT A A THE R A BT 2R Ul (y) = i{ o } U2(x, ), FEH N B ST B AR

RELME R EL AN EAEIELANER B =B 0, &2 R ML R R AT &
FHRS & AR VEAN R € T A (0 T

uy(y)= \/ufel (Wl)+uZ, (temp)+ U2, (ph)+......

B R E AN E BE TSR A NI R

A4 4.2 SKIs EIE GOT HEALTEVEMR I & Bbr HE AN E B T 5 < 1)
P S5 5 MU GGT MEALTE PRI 2 AN 78 BESRUEAT = A B BARMISESG =
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NEIMERE R, iR AE) SHER GGT MEALTE MR BN & KA bR
HEANHE BN 0.20%, BARARAE (RN B SEEHT GGT M AT EMR 2 I 5 g AH o o v
AHEFEN 0.39%, L3N R BLIERS %y 0.35%, HHX & Bibn A 2 BETHR T -

l"Irel (GGT) = \/urzel (WI )+ u|r2el (temp)+ urzel (CV)

= J(0.29%Y +(0.39% ) +(0.35%)"
= 0.56%

R4 GGT Ak I T A B R I B M8 R 125, 4U/L, HA R EARTEE T E T

u,(GGT)=u,,(GGT)xx=0.56%x125.4U /L =0.703U / L
A 4.5 JFEAHE
A 4.5. 1 EAHEE ERITH R ITVE
PN T FEI VT B 5V L
U =kxu,(y) kU, =k, xu,(y)

HAU U AT RAHEE, kK, NEEET, u(y)NE s EE. %t

FE—FU =kxu (y) 5%, FAESERRTES, KEHHN NBE Y ERSA6EA

A, FLVay (A bRHE R 10 00, RO F T, ARV == u(Ay()y) )
Z i

i=1 Vi

FAKAN O50) B, AEHTF K HEFEEE 2, UG, HEEERIELN 95%,
PR RV AT S A IR WU P R 4. HE, 3V, N T 6 B, RS

RO TR AT 2 BT B0, =k xu (), BDRRIE B M2 p GO (10 t 40 Al 5
FRIARK, =t vy ). SRIBHBZB T K8, — BRI p (A 9% 95%,

ZHE OL T IEFE 95%.

A.4.5. 1 LB =& GCT AL IR BEY A & FE 1T B o
U =kxu(y)
—2x0.703
=1.41U/L

A 4.6 AHE AR
GGT M EMEALIHETEIRE: Coor =(125.41.41U / Lk =2
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PSR C: (BTRMERR)
i KE§ESESHE LR EFSHRBARIMF

Cl1 BIPM, IEC, IFCC, ISO, IUPAC, IUPAP, OIML.Guide to the expression of
uncertainty in measurement (GUM)[M]. Ist edition. Switzerland: International
Organization for Standardization, 1995.

C2 BIPM, IEC, IFCC, ISO, IUPAC, IUPAP, OIML.International Vocabulary of
Basic and General Terms in Metrology(VIM)[M]. 2nd edition. Switzerland:
International Organization for Standardization, 2008.

C3 ILAC.ILAC Policy on Traceability of Measurement Results[S].Australia:
International Laboratory Accreditation Cooperation,2002.

C4  ILAC.Guidline on Assessment and Reporting of Compliance with
Specification(based on measurements and tests in a laboratory) [S].
Australia: International Laboratory Accreditation Cooperation,1996.

C5  APLAC.Method of stating test and calibration results and compliance
withspecification[S]. Australia: the Asia Pacific region that accredit
laboratories,2006.

C6 1SO. In vitro diagnostic medical devices —Measurement of quantities in
samples of biological origin — Presentation of reference measurement
procedures[S].Switzerland:InternationalOrganizationforStandardization
2003.

C7 1S0. In vitro diagnostic medical devices —Measurement of quantities in
samples of biological origin —Description of reference materials [S].
Switzerland:International Organization for Standardization , 2003.

C8 ISO. Clinical laboratory medicine —Requirements for reference
measurement Laboratories[S]. Switzerland: International Organization for
Standardization,2003.

C9  ISO.In vitro diagnostic medical devices —Measurement of quantities in
biological samples —Metrological traceability of values assigned to
calibrators and control meterials[S].Switzerland:International Organization
for Standardization , 2003.

C10 ISO.In vitro diagnostic medical devices —Measurement of quantities in
biological samples —Metrological traceability of values for catalytic
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Cl1

C12

C13

Ci4

C15

Cl6

concentration of enzymea assigned to calibrators and control meterials [S].
Switzerland:International Organization for Standardization , 2003.
IFCC.IFCC Primary Reference Procedures for the Measurement of Catalytic
Activity Concentration of Enzymes at 37°C.Part1-9[S]. Germany:
International Federation of Clinical Chemistry and Laboratory Medicine,
2003.

ISO.Reference Materials-General and statistical Principals for
certification(ISO Guide 35)[S].Switzerland:International Organization for
Standardization, 2003.

CLSI.Evaluation of matrix effects;Approved gaideline(EP14-A2)[S].2nd
edition.America: Clinical and Laboratory Standards Institute, 2005.
CLSI.Method comparison and bias estimation using patient
sampls;Guideline-second edition (EP9-A2) [S].2nd edition. America: Clinical
and Laboratory Standards Institute, 2002.

IFCC, CLSI.Metrological traceability and its implementat;a raport(X5)
Germany: International Federation of Clinical Chemistry and Laboratory
Medicine ;America: Clinical and Laboratory Standards Institute, 2003.
Eurachem/CITAC.Quantifying uncertainty in analytical
mesearment[S].QAUM:2000.P1
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BisR D: CERY

R 3R)

%5 CNAS-CLO7. CNAS-CLO1 £&k*tHR

£ D.1 AXH%EHKE CNAS-CLO7. CNAS-CLO1 &Z*E%E

A RK CNAS-CLO7 %3k CNAS-CLO1 %3k
1 1 1
2 2 2
3 3 3
4.1 4.1 4.1
4.2 4.2 4.2
5.2 4.3 4.1.55.2
4.3 4.4 4.3
4.4,4.5 4.5 4.4,4.5
4.6~4.15 4.6~4.15
5.1 5.1
5.3 5.1 5.3
5.8 5.2 5.8
5.5 5.3 5.5,5.6.1,5.6.2.1
5.6.3 5.4 5.6.3
5.4 5.5 5.4
5.4.6,5.6 5.6 5.4.6,5.6
5.7 5.7
5.9 5.7 5.9
5.10 5.8 5.10
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