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YR/ H RS i R . %
A~ S 0G5 159 B 1 25 S A AN E . ﬁﬁ%wﬁﬁ - be gy e g e wn .
A, LU ombH B A EAEA, &

AMER (n=21) P SHIETLT i LA R x, FE
F A 375 s ) A AT REA (n=21) R[] I AE M E A as LR g B h y o B
(n=10) TSGR, e ol TP, HiT iR, S8BT (g/L)
_ Passing/Bablok ERSAEINE

ﬁ“‘ﬂ 1 f;"“J . ) =1.049x-1.70 $=1.041x-1.43
fed L A ¢ = 0.989] ¢ = 0. 9891

B |a/L % B |g/L|% =

1 -’I SD{md 95) = 1.2 Sy*x = 0.7

g/ L £/ L 4 : et P W
il i 27 |o0.1]0.39 32 [o0.5][171 iz ] i B 64
Precinorm | 30 0.3 [0.85 [20 [0.6(1.99 MR AaEQREGE N 16—46 g/L.
.
Precipath | 30 [0.2 [0.63 [28 [0.4][1.37
1
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R

Ik dEER: AE A 35 g/L R )
WA+ 0%, THUE 2.

B [THERTF 60 (&SR EmiEER
Y FEWREL N 60mg/d1) ¥EA I BT
WL HIRECT 1000 (M4 EAmmL A
1000mg/d1) &4 0 Bk

fem CPAEY « L LT 1000 (Hh=Hs
W £k 2000 mg/dl) WHBEZE TN, HE
FIE L ek ey ek P R H it = ER (e] A DR TR 2.

S REE CRMER)

Po/L.

R R B A RS AR SR TR B 8 Ak
fir. AHhRRE S AdRHERET 21 REE I,
BL 3 e 2 0 o far M P .

B e S E

10 —70g/L

X (e T R T ARG ST B o SR .
e ERThiE v {LEs b, A 0. 9%NaCl &
BT R TR (. 1+41) . HiSsSERE L
WRET (2 .

Z%E
Z W, Tietz ¥
AN 34—48g/L

#rEIL 0—4 K. 28 —44g/L

JLIE 4 FK—14 %: 38—54g/L

14—18 %, 32—45g/L

B SRR 5 N EE 2o (R e ik AT A 3
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%R,
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1. Non-waived unmodified tests — moderate
and high complexity tests (& 55 EiA%)

2. Non-waived, modified (or in-house developed)

tests. (5 Bt E Bl R B IR R BUT & Bk 5
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CAP-LAPHJESK

COM.40300 Analytic Accuracy/Precision Phase Il

 The laboratory verifies or establishes analytic accuracy and precision for each
test.

COM.40400 Analytic Sensitivity Phase Il

« The laboratory verifies or establishes the analytic sensitivity (lower detection
limit) of each assay, as applicable.

COM.40500 Analytic Interferences Phase Il
The laboratory verifies or establishes analytic interferences for each test
COM.40600 Reportable Range Phase Il

 The reportable range (analytic measurement range) is verified/established for
each analytic procedure before implementation

COM.50000 Reference Intervals Phase Il
 The laboratory establishes or verifies its reference intervals (normal values).
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JT AN RIS 77 A
B LW INVERAIZZ PR (CLSI EP10)
R FE R FBREREE M ( CLSI EP5)
F BB R AT iR B MR E TR ( CLST EP9)
B TERSME ( CLSI EP6)
R ZETHRE ( CLSI EP7)
EFRBRMNFIPES ( CLSI EP14)
¥ 5 B FIERF B MR R B P IESE (EP15-A)

CLSI Clinical and Laboratory Standards Institute
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AP/ H A RmSEamre It feddsn ™ 7%
R E AR S B S P-4l -

A (n=21)

FH A i35 FfsE ] S 47N (n=21) K [8]

Cn=10> FEEFFEFI,. @ ] =5 Mk .
i 4 o 121
FE 5 j i3 ) SD CV g ) = ] CV
{EL ar /1 B =] a L | %
g/ L o/ L
A i 27 0.1 0.39 | 32 0.5 1. 71
Frecinorm 30 0. 3 0. 825 a0 0. 6 1. 99
.
Precipath | 30 0.2 | 0.63 | 28 0. 4 1. 37
L
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1. FERBRYE (comparison of methods

experiment)
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2. S ) JRCVP IS RV A IE

5. BEH glL
BhgE HmEgsR 0E RE® KAFEE VISATEE THE O O®BE O EE vis e
200811 544 527 323 47.4-580 496-558 % 83 it
200812 634 6189 242 55.7-681 5B3-655 % i it
200813 723 705 255 63.5-775 664-746 % 65 il
200814 818 810 11 729-891 763-857 * 9% it
200815 798 B0 23 70.2-858 734-826 % % it

FriEd AL A 100%

KFREE 02 VISRE 59

ik AL i

{58 Roche Modolar D2400/P800

R Roche

it Roche
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3. X T ¥EEPT/EQAR 43 #r il H
W 5 B I AR SE G = AL 23 51 2 GP29-A.

{Assessment of Laboratory Tests When proficiency

Testing is Not Available; Approved Guideline
GP29-A) ALY 777 (Alternative Assessment
Procedure AAP) .
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) \r_—_l = A} \l:] —
R R IRETR IS EME K B RETEIR
SRS AHRHETE (%) % ETE
NERE L LB 16.0 + 20%
RINAEARDEHTEE 15.0 + 20%
Y- AR B 11.0 + 20%
WM BEIR A 18.0 + 30%
N80 15.0 + 30%
R B 15.0 + 30%
BN 11.0 + 20%
BEA 5.0 + 10%
HEH 6.0 + 10%
BEAER 15.0 + 20% + 6.84 mmol/L
ik 7.0 + 10% + 0.33 mmol/L
12.0 + 15% + 26.5 umol/L
12.0 + 17%
8.0 + 9% + 0.71 mmol/L
9.0 + 10%
14.0 + 25%
4.0 + 5%
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1. H iz

Analyte: Na CX-5 Analytical Range: 100-200 mmol/L

Lab Analytical Range: 100- 200 mmol/L

Sample Theoretical Measured Value
Level Value (x) Average (vy)
M100 L-0/5 100 T3 1

M100 L-1 120 1221

M100 L-2 140 142

M100 L-3 160 164 .1

M100 L-4 180 184.9

M100 | -5 - 205.6

CLRSH WEST CHINA HOSPITALS.U.




Linearity Plot For NA

Measured values

100 150

Theoretical Values
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IRk i =N

3. BiRESRAVFRE LK

4

g S i)
{H {H

0o |0 5 10 |5 ol
100 |95  |100 [105 |100 | | ///////
200 |200 |195 |205 |200 | |
300 (310 [300 [290 [300 |
100 [380 |390 |400 [390 |
500 |470 | 460 | 480 | 470

600
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PO 3R v

g PIME | W% | SOFCV% | SD | 2SD | J5VATE= | TEA (10%)
fi Z=+2SD

0 5 5

100 100 |0

200 200 |0

300 300 |0

400 390 |-10 |3 12 |24 |-34 +/-40

500 470 |-30 |3 15 |30 |-60 +/-50

SPTIETEE  0-400
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(clinical reportable range, CRR)

SRUUEY/M A RN P

I PR A] i 2 Y0 [

Faxtia R 2 W IR = XA
B A T AMR, ARSI AR . U S ST Ab
HEAFRRI R BE AL T3 #r i =Y

MR E
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IRk i =N

RALEE 1/2 1/5 1/10 | 1/20 | 1/30
CEEa RO

SEE 505 245 98 55 24 19

500 243 107 52 27 17

495 256 103 48 26 18

SEEME 500 248 | 102.7 | 51.7 26 18

HIRE 500 250 100 50 25 17
i 2% -0.8 | 2.7 3.3 | 40 | 6.0
[A]1c% -99 | 102.7 | 103.4 | 104 | 105.9

1. MG o] SR B K R
2. CRR_EFR: 20%500=10000
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KK FR ( (lower 1limit of detection, LLD) )
B EPEARN EIE N2 (563D fEbrifi %
Ly F IRl 25 100 “ 227 I I R
2 95%99%1T 3t CAATEEIA)
3+ EE: /NFLLD
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h A WRR

e REE (functional sensitivity, FS)

RN EAFRECNCV 20%A I FREEAWE, &
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h A WRR

<[]

Difie RBUE

Within-Rum (Vo (Dose)

10

3.9 nmol/L 13 58 161 309
- [=] T T

IJILS I:D 4..5 1-2.5 2:!
IMMULITE 2000 Total T4, pg/dL
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NCCLS C28-A validate the transference of established

reference intervals to the individual laboratory
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2. ZHENERE

Calculation from
comparison
method
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5 “HBIHE” 1
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¥
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Test Method Result

“0Old” reference
. limit
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gt TE:

Use available statistical tools.
www. westgard. com/medxcel. html

www. westgard. com/mvtools. html
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