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N- N-M ethylpyrrolidone PDE

ICH Q3C 1997 12 Q3C
permissible daily exposure (PDE)
1999
PDE PDE
PDE
1999 N- NMP
N-
FDA E.I. Dupont de Nemours & Co.
2
NMP 2000 2 28
N-
PDE : 48.4 mg/day PDE
PDE
PDE
N- PDE

207 mg/day

“ Effects of prenatal exposure to N-methylpyrrolidone on posinatal development and

behaviour inrats’, Hass U. et d., Neurotoxicol. Teratol. 1994, 16(3): 241-249.

Wigtar 150ppm N- 1



NOEL

150ppm = 150 x 99.13 = 608.16 mg/m=0.608 mg/L

24.45
= 0.608 x 6 = 0.152 mg/L
24
= 0.152 x 290 = 133.58 mg/kg
0.33
PDE = 13358 x 50 = 5.3 mg/day

5x10x1x5x5

= 5.3 x 1000 = 530 ppm
10

N- ICH Q3C



Tetrahydrofuran PDE

ICH Q3C 1997 12 Q3C

permissible daly exposure (PDE)
1999 PDE

1999 2000

(NTP)

(Salmonella typhimurium) CHO

hamster ovary cells) (Drosophila melanogaster)
invitro
50 0 200 600 1800ppm
1 6 5 105

50

(Chinese



200ppm PDE

200ppm = 200 x 72.10 = 589.8 mg/m=0.59 mg/L

2445
=0.59 x 6x 5= 0.105 mg/L
24X 7
= 0.105 x 290 = 71.65 mg/kg
T 0425
PDE = 71.65 x 50 = 7.2 mg/day

5x10x1x10x1

= 7.2x1000 = 720 ppm
10

PDE 121 mg/day 50 mg/day

PDE 7.2 mg/day
ICH Q3C



