25
2013 7 5




EFENLIEE
Lol LR

RAREE=—F—Tr—+AERORESCHNTLENNE (REREE NS Fi150Al 20 @R




Zero Risk




Risk Analysis

3

Risk Assessment Risk Management _‘\"

ADI
| A
%

—_—
Risk Communication

= —
4 20 10

23 1




2006 5 29










17 11 29
497

11 3

498
11 3

499

16




EU 0.01 ppm

*]

0.1 ppm

0.01 0.1 ppm

17

>

FAO/WHO JECFA
FDA
ADI
FAO/WHO e - JMPR JECFA
LT =D 1.5 pg/day
0.01 ppm 150 g
1.5 yg/day
150 g
150 g
0.01 ppm
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886
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1§ t
\_- ADI  NOAEL

b

NOAEL: No Observed

Adverse Effect Level

Safety Factor
ADI

10
10
100

ADI: Acceptable Daily Intake

\\o mg/kg /

31

A 1

= A >
A 1

B 1

ARD
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TMDI ADI 80%

EDI

TMDI
Theoretical Maximum Daily Intake
TMDI >

Estimated
Daily Intake

¥
EDI ADI 80%
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> GC-MS

> LC-MS

GC-MS/MS

LC-MS/MS
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FHOYILTE FRESERSTVEULTOELS ) IEL Y AFILE ZHS L (360mg)
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425um
1 kg

425um
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1115001 19 11 15
1224 1 22 12 24
1
47
1 1
1-1 | 1ppm 0.5 1.4ppm
1 ppm
1-2 | 2ppm 1.5 2.4ppm
2-1 | 1.0 ppm 0.95 1.04 ppm
1.0 ppm
2.2 | 1.1 ppm 1.05 1.14ppm
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GC-MS
LC-MS
LC-MS
GC-MS

LC-MS

HPLC
HPLC
HPLC

236

97
58
145 173
46 69
104
66
29

2013 6
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2013 6
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| |
|
| |
1
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1 ]
| / | | | |
| | |
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GC-MS LC-MS
| | |
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2
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 — | PSA
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425 pm

3mm

1kg *

1

425 um

3 mm

o N o O
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18 6 1
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*1
*2
*310.0g

*4

20.0 g*!
10.0 g*2
5.00 g*3

20 mL
20 mL

5.009g

5.00 20.0 g*
10.0 20.0 g*
5.00 g*

30
30

67

34



20g
209
1049

1

1

100 mL 2

50mL 2

50 mL

25 mL
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40

30

4l

72
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73

27??

74
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n-

12

HPLC

HPLC

95%

95%

HPLC

0.2%

113

75

76
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29

4 mL

400mL

30 mL

mL

20 mL
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10%

1
5

100 mL
100mL 2 50mL 2

15 30
20mL 2

79

30mL

30 mL 3

11
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15cm
130 12

2 HALC

FPD
FTD
NPD
ECD
MS(/MS)

uv
FL
DAD
VIS
MS(MS)
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12

1 GC GC-MS(/MS)

GC DB-1 DB-5 DB-17 DB-1701 DB-210

< 0.25 0.32 mMm>=<30 m

0.53mMm>=<15 30 m

GC-MS 0.25 mMm>=<30 m
ECD
FPD NPD
83
12
2
2 HPLC LC-MS(/MS)
HPLC LC-MS
20 3.0 mm 1 10 L
4.6 mm 20 yL
2.0 3.0 mm 0.2 0.4 mL/min
4.6 mm 1.0 mL/min
LC-MS
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25 50 75 100 125

PEG analyte protectants

10

PEG analyte protectants

GC-MS(MS) LC-MS(MS)

100%
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5 GC-MS(/MS)
6

LC-MS(/MS)

*

100%
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RSD
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2
ppm | RSD
| 0.001| 5 70 120 | 30
0.001 0.01| 5 70 120 | 25
0.01 0.1 5 70 120 | 15
0.1 5 | 70 120 | 10
2
34 370 1
5
11 3
*1 *2
*1 17 11 29 1129001

*2
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SIN

10

E1
50— N=2C

E2
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*2
*3
%
SIN 10
*1
*2
*3 2

%

S/N

o7

limit of detection: LOD

limit of quantitation: LOQ
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100%
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N =
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0.01 ppm
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1/10

0.01 ppm
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1/20

1/10
10 g—)0.5

1 mL
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30

30
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30
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1115001
1224 1

19
22

11 15
12 24

N —

110
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MS
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0626001

21
1

6 26
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a b wWwN

-
119
1 425 uym 10.0g 20 mL 30
10.0g 20 mL
30
2 100 mL 3 100 mL
1cm
—_— 50mL
50 mL 3
200 mL 200 mL
3 10 mL 10 10 mL 10
100 mL 300 mL 100 mL n-
____ n- 100 mL 100 mL 50mL 2
5
n_
300 mL n-
50 mL n
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15

20ml

40

40

mL

n- 30mL

30 mL

100

30mL

n-

n-

30 mL

5mL

40

5mL

n- 30 mL

40

121

3 mol/L

5 mmol/L

0.1vol

[S2 N

1 mol/L

5 mmol/L

~

1 mol/L

0.1 vol%

50 v ol%
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10 0.1vol
11
9 10
1
0.1vol
11 91
°° 5 91 10
1
12
" A B 11 1
9 5
19 10
A oo W X
B 11 Y Z

14
11
5uL LC-MS

2mg/L
2uL GC

2mg/L
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