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HOME U.S. POLITICS CRIME ENTERTAINMENT HEALTH TECH TRAVEL LIVING BUSINESS SPORTS TIME.COM ‘=i vibpEo @ IREPORT % IMPACT
Hot Topics » Economy « Myanmar - Finland + China - America Votes » more topics » Weather Forecast International Edition
i 8:04 a.m. EDT, Tue September 23, 2008 ) MIsx  SHARE  EMAIL SAVE PRINT
= ] - D STORY HIGHLIGHTS
Chlna s talnted mllk Scare spreads o NEW: Burundi, Gabon, Tanzania ban import of suspect milk products from China
IOba" o MNEW: Singapore, Taiwan, Bangladesh, Malaysia, Indonesia, Brunei impose bans
g y e Head of China’s quality watchdog resigns over tainted baby formula scandal
e Fourinfants in China dead, over 52,000 reported ill from tainted milk powder

EAD =14 VIDEO k! BACKGROUND

From Arthur Brice
CNN

BEIJING, China (CNN) - African governments have stopped importing Chinese dairy
products as the crisis which has seen more than 52,000 Chinese children poisoned by
melamine-tainted goods spreads.

Burundi, Gabon and Tanzania have joined

Next Article in World »

Most Popular

v STORIES
lost Viewed Most Emailed Top Searches

Ted McGinley voted off ‘Dancing’

governments closer to China — including
Indonesia, Taiwan, Japan, Singapore and
Malaysia - in banning Chinese dairy
products. At least 11 countries have

Mother, son both die of mad cow
Would you move to Alabama for $50k

Coastal storm threatens Carolinas

A baby is held down as he is given an ultrasound
scan for kidney stones in a hospital in Wuhan,
Hubei province

banned imports.

: Bush: E ind
The precautions come as the number of O r

affected children in China continues to
swell. Four babies have died from
melamine-tainted infant formula and more
than 52,000 children have fallen ill,
Chinese authorities say.

Obama blindsided by McCain?
Sneaky 'daylighters’ risk jobs
Witness tampering in Palin probe?

FBL: lvins wrote he knew attacker
"l think we will see more cases. but it is, of

lalm &

Bailout met with skepticism

-l
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)
Quality Assurance/Quality Control C/'/

B Quality Assurance(QA) & & %%

¢ The planned and systematic activities implemented in
a guality system so that quality requirements for a
product or service will be fulfilled.

B Quality Control(QC) & & & #1

¢ The observation technigues and activities used to
fulfill the requirements for quality

(American Society for Quality)

> R AR R R & R
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m ISO/IEC 17025 : 2005
(CNS 17025 74058)

General requirements for the competence of testing and
calibration Iaboratories

HEER ok SRS

m |SO ! International Organization for Standardization
m |EC : International Electrotechnical Commission
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ISO/IEC 17025:2005
¥ Management requirements

4.1 ,B_Fk

- EEREE

Organizaton .

——————————————————————————————————————————————————————————————————————————————————

Rewew of requests, tenders and contracts

A5 FEe et 2 ¢ e
Subcontracting of tests and calibrations
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=\ ISO/IEC 17025:2005 )
L (S | S,
%’ Management requirements C ¥EDA

4.7 kg %

Service to the customer
4.8 ¥2 73

Complaints
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ISO/IEC 17025:2005
¥ Management requirements

Control of records

4.14 p FRFEFE
Internal audits

4 15 ¢ 2
Management reviews
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(P ISO/IEC 17025:2005
(=52 - ‘
zs’ Management requirements C/lFDA

5.1 it
General
52 ~ &
Personnel
5.3 W EIREIE 2
Accommodation and environmental conditions
5.4 3% > 282 2w
Test and calibration methods and method validation
553% %
Equipment
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- C )
o) ISO/IEC 17025:2005 (O
= Management requirements C YDA

5.6 = R it

Measurement traceability
5.7 # &

Sampling
5.8 3% % d2

Handling of test and calibration items
5.9RFHFF2 FFIFE

Assuring the quality of test and calibration results
5.10 &% 3R £

Reporting the results
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2% B C/l,%A

Wi * g [l (scope) :
Ot R AP RS ZFRP O ERGEE)S
e T TR Rk SR L And A #
m & — [ (specificity)(:E # |+ selectivity) :
Otk ENATAEE T RS T AT o PR
fo F iRl 2 e 4
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AR ) C/’%A

W 3 =t (batch)
L EF I AAE A GRRYAARKR G bR
Ao AR REF P A - KRR AR T
AT I - ARk R - PR o F - PR A RE
I - : ) 5 E X .
fF zﬁ’%\‘ri\‘#ﬁ IJ/\\Zﬁ’%\&"ﬁ
W 2 14 (linearity )
& b Rl - RUER (S B)EEPN 0 RS A
FHRSTEF L RBERREE FRFER(RE)S D

AL 7 o

132 R & 51 REHRTFETFTEAHEds p. 34



m %z (accuracy)
O FIL TP N R iE g - NNE BN - SRR
2T
m 2 R (precision)
OHILA - BT E S EBHE o SR IIEE T AT 5
- kPR B R 2 dRITARR o
m trueness

¢ the closeness of agreement between the average
value obtained from a (large) series of test results and
an accepted reference value
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>
¢ 21 F X C/'
R % Reference value FDA

A

Probability Accuracy
density 3 g

>

< - » Value
Precision

B[SO 5725-1:1994. Accuracy (trueness and
precision) of measurement methods and results
- Part 1. General principles and definitions.
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Low accuracy:
poor trueness, poor precision

Low accuracy:

poor trueness, good precision
I3 ERSHIBBRRFE ST FEFRAR

Low accuracy:
good trueness, poor precision

3

high accuracy:
good trueness, good precision



B I3-7 v k&5 (field blank sample)

W iF:x 7 v k&5 (trip blank sample)

HX % 5 v &% (equipment blank sample)

& filgiez e k& (rlnse blank sample) - in IR
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H -2 7 v k5% (method blank sample )

&~ fRF %% 39 th& (laboratory blank sample) B3R
F# 7 v k& (reagent blank sample) - 35 = & R B
AATHEAREY T F AN KRk E o d ,éf-g‘;r':

L
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B % %4 &5 (quality check sample)

&~ 9 % % 4 i & (laboratory control sample )
%@?k§+ﬁwixj%?’*%£$%§‘ﬁﬁ
SR AT 0 T Sl RS 9 4
P&z 2118 % 0 PR TR (*50%) %
PR g R K L,_(—,EL B)2 RiTARRE o

B 2 47t % (duplicate sample )

B Rl o d EAR S A PTEE 0 T AR AT
BERZMHRAR -
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2% B C/l,%A

W # & (spiked sample)
& % fiz B 4 th & (matrix spike sample) o 4p itk %
FH- R BH R - DR R FRE
b TS ke Bl AT L B RV R

B FRAT RS DRRS 2 LI EF
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2% B C/l,%A

Wiy 5 (standard curve)
¢ = fitk ¥ s (calibration curve) o 45— i 7]2 ik
EFERFEELSS AR REALE (p RE
REPFLHPEES ERW EEpHRBAE E
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For a signal at the LOD, the
alpha error (probability of
false positive) is small (less
than 0.3%). However, the
beta error (probability of a
false negative) is 50% for a
sample that has a
concentration at the LOD
(red line).

LOD : limit of detection
LOQ : limit of quantitatation
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