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25 ml
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250 ml
500 ml
1000 ml
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:+0.05 ml
:+0.10 ml
:+0.15 ml
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:320.25 ml

:1£0.40 ml
:10.60 ml
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R M I R 25 R L% AL
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WRE 1 WRE 2 WEE 3
1 56.2 99.1 227.1
36C
2 55.8 99.8 226.8
3 56.8 98.2 227.9
1 58.8 103 238.2
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3 58.4 103.6 237
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BME (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 HA11E % 96.46 96.24 95.66
BIE% 96.12
PIE (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
HIXHE % 100.00 100.00 100.00
BE% 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
FEXT$511E % 103.77 103.30 102.27
K1t % 103.11
GGT MEAIEPEIRE ST 1% R WK AL
GGTHE fh iE ik & 5l F HI X &R
104
/

102

100

_—

%
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/
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oc /
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R4 IFCC—GGT iGN RS L /7 (R, GGT RS2 L
R 0.4°C . (B E RS A Bl A2 1 GOT T2 5 A L A T A N
Bt 66T @@a&f@a&r@mﬂ%a)\a@m&m@ﬁ@a%ﬁwﬁ@zmﬁ GGT
TR R RS, B R
L CRONED IR GGT b 1 v i B 1 4 b v A i 22

=01 3 5006=0.20%.
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IR BEARA LN B SIAECH GGT R A T A1 R P52 U0 2 PR B vEE AN 5 152
79 0.20%.

A2 AR T N HIABR AR HEA T 2 FE 0 VF
a) SEEAATRR
BeAKARXT GGT W& AN 58 FE 521
b) SE&:H )
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c) SEIHE
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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
57.1 112.1 247.5
410.0nm 56.5 113.6 247
57.3 113.5 247.9
55.9 112.5 248
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
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FUR P LT AR AL B A5 R AR A

KA FREMIFEHE R RER
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RFE
1 2 3

BME (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 EI(E % 102.75 104.71 104.91

$1E% 104.12
A (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
FEXT EI1E % 100.00 100.00 100.00

%1E% 100.00
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BE (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
FHXT (% 94.07 94.53 95.58
$IE% 94.73

GGT BALIE IR E S5 KRR ILE A2,

GGTHALTF LR E R KR LR

106
104 &

102 \

100 \

) N

96 \
y=-0.26x2+206.11x- 41,510.53 \

408 409 410 411 412

GGT %

94

nm

Kl A2 GGT fEALIETEIRE S KRR

B XT GGT W& oM R R E H 5

RO A X GGT i Ak 3% PR IR R w1 R B ok &
Y=-0.26X?+206.11X-41510.53, i KA&254k 1nm, HIF GGT Ak iF ik
254k 3.39% (RBARED.

f) WA GGT WA & B 52 1 PP €
R IFCC—GGT MALIE VRN E 225 J7 kU E K, GGT WM& ik KAk
ARG InmHRZH T GGT MIEZ WK BT, KIS0 = hr Al AF AL
FERUE KT AR T 0.2nm. BB G R GCT M & 25 R &k

. 0.02

NI AT, SN EXS GOT AL G ]

Fe LB AALRT GGT M EFZ M 1 R AR AL, B R
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Pk G SIEH) GGT A i 1k A< 2 Wl 5 AR X s vhE AN € S5

=002 3 399%-0.39%.

J3

g) SEEmLhie
WAL G NED SIER) GGT HEAL VG R B I & AR X bR vE A 5 P
A 0.39%.

A.4.3 pH R0 51N IR X bR A 2 VT
a) LI AIK
pH 24X Amylase Wl & A 7€ 1 52
b) SEIRHM
PEE pH AR L% Amylase S AN < FE R 20
c) SEETTk
DA =S TR BE BRI RS, 43 iR =PRI S S pH R
6.909, 7.020, 7.133 HEATREA T Amylase HOME AL IE PRI BOMI&E, AR4E I &
RN pH Z4LXT T Amylase fEALTETEIRE IR, 257 pH 5 Amylase
HEAVE VIR AR R BOC R, RIS pH AR 40X Amylase Wl & 5200 (1) R
AL ¥ pH 1EN Amylase Ml & AN € JE 2 ISR 22 5 Amylase il
BAE VRS S A R
d) sSEEess R
T L I I B 45 SRR AB.

R A5 ZIREMFENELERE

MEZER (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
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N

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) Hudimabi
HUR B LTS B s Ab PR 25 R LR A6,

R A6 FIREFEMBEREGESERER

oz
binhs-
1 2 3
BIE (UL 61.04 166016 202.46
SD (U/L) 0.11 0.50 0.74
6.909 CV% 0.19 0.30 0.37
FHXT EI{H % 95.26 94.08 93.10
BI1H% 94.15
A (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
HIXT % 100.00 100.00 100.00
Bt % 100.00
BE (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
FEXT$511E % 106.37 108.30 109.56
Bt % 108.07

Amylase HEALTETEIKE 5 pH KI5¢ R ILIE A3,
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AmylaseffE 1t ih YEi S pHA) R

112

108 -

1o /

X
¥ /
=
g 100
< /

96 /

y=83.524x2- 1110.7x + 3780.8
92
6.9 6.95 7 7.05 7.1 7.15

pH

Kl A3 Amylase EALIETEIRE S pH HIK &

pH X Amylase I & 5% R B R T 5

R pH A2 1k X Amylase f# £k 3 1% K B 5 OB BR B R R
Y=83.524X%-1110.7X+3780.8, %1 pH 444k 0. 03, AHN; Amylase fiEALiE ik
FEARAK, 2.00% (RECRED.

f)  pH AT Amylase Wl & A 52 & 5200 1) 1F 8
R4 IFCC—Amylase fiAb 3 T & 22 )7 vk SRR, il pH 24 A
AeiEaid 0.03. e pH 2L 51N Amylase W& 45 B 1484 N EETE 50 A

0.03

HEZA AR Amylase (AT VAR BEN & 51 N RIFR AN E LN NG FeLh

pH X Amylase J & 520 (1) R B R4, BIFK:
pH CHRIANE) SIHELH Amylase M40 iE M < P I & PR AF G b dEAS B o2 5

=008 5 00%=1.15%.

J3
0) SEREie

pH (B NE) SIEK) Amylase HEAbIE T I A A X bRy AT 5 2
A 1.15%.

A 4.4 B AR HEAT B B
A, 441 BIRFRHEAEE B U (y) —AME T brE 2, IR P E Y 2 E1E
TMEHAEOE I S8, WRIEAH E ARG (T B2 & R RFRYE, BRAL AN 5 A%
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T%ﬁiﬂﬁﬁ%i‘ﬂﬁiﬂﬁ%é‘ﬁiﬁ%ﬁuf(y)=i{%} G(0), SR I SRR

RILNE KL AN RAEARLANER B =BT, R 20 KR ML I R AT 5
FARS & AR VEAN R R PV A 200 T

u,(y)= \/ufel (wl)+uZ, (temp)+uZ,(ph) +......

B AR HEAN E BETT B2 3 h

Ao 4042 SIS E GOT MEALTE MR E & bR A AN o8 FE TSR R 1
e S0 M GGT AL & PRI BE AN SRR = A TR ARSI =
WE IR, AR GRAE) SIEH GGT AL i 1 ik B I &2 (A X bk
HEANTE FE R 0.20%, KA CRINED 512 GGT M Ay M 5 Il & PR AR XA v
AN FE N 0.39%, SZI6 R LIRS % FE N 0.35%, AHXE A BObR THEANAf i B TSR

Uy (GGT) = JUZ, (wl)+ U2, (temp ) + U2, (cv)

rel

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

RN GGT Ak 15 PR A B (I B 3B 125, 4U/L, HoA bR E B ST -

u,(GGT)=u,,(GGT)xx=0.56%x125.4U / L=0.703U / L

A 4.5 YR ERE
A 4.5 1 F A2 E T 7 vk
¥R A € BT R TR e R
U =kxu,(y)sku, =k, xu(y)
HAU U AT BAEE, kik, NEERT, uly)hE BbstE e . st

FE—FU =kxu (y)IHHE, RLESERR TAER, REHIH FERE Y H 51N

ERM, LV, (& BB R 1 1 10, A, A5V, =~ U(AV()y) )

V.
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FAKAN O50) B, ST K HEFIERE 2, M UG, HEEERIERA 95%,
AR TR AT RS B A RS E R . (B2, MV, /T 6 I, Mk

Pl A E T TR =k xu (), BURSE BEEEEAR p D 19 t 504l 57

ﬁﬁMﬁWwﬂﬁMﬁ,*ﬁﬁmm@§ﬁ¥kﬁ,—ﬁ%ﬁmpﬁﬁ%%ﬁ%%,
ZHUH T LR 95%.
A 4.5.1 SEBG MG GOT MEALIE IR Y R AN € L 1T Rl

U =kxu(y)

=2x0.703

=141U/L
A. 4.6 AHfEERE

GGT M EARALIHE TR E: Coor =(125.4+1.41U / Lk =2
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=

PSR C: (BTRMERR)

C1

Cc2

C3

C4

C5

C6

C7

C8

C9

C10

i KBS 5 2% LR ERSFHIEAR XM

BIPM, IEC, IFCC, I1SO, IUPAC, IUPAP, OIML.Guide to the expression of
uncertainty in measurement (GUM)[M]. Ist edition. Switzerland: International
Organization for Standardization, 1995.

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.

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

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

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

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

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

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.

ISO.In vitro diagnostic medical devices —Measurement of quantities in
biological samples —Metrological traceability of values for catalytic
concentration of enzymea assigned to calibrators and control meterials [S].
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Cl1

C12

C13

Ci4

C15

Cl6

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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=

B D: CARHMEMIR)
A% Ek 5 CNAS-CL32. CNAS-CLO1 k30t i

£ D.1 A% E CNAS-CL32, CNAS-CLO1 &A%

AR CNAS-CL32 %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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