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(1) &AM (API)
(2) #ix
(3) A
(4) a7 &
(5) FEXRNAMMEMEIER. Bl WM/,
2. R THEWEFERE (Health-Based Exposure Limits, HBEL )
HBEL MZWH A FH &YX EHEE (ADE) G H AW EAEE
(PDE). XU{EZ A% ARILE, FEREEAETMARHRET AL
BN TE TZA B A 638 RR 6 B FEE SN,
3. §H 4 %% E (Permitted Daily Exposure, PDE )
BEGMIE T i H X B AN E, PDE R HKZHAMH XY
B3 o iy R L ZE B4 A AKCF (NOEL ) 2t 9148 2| 16 A o & ik 2k F ( LOEL)
RWE, WHEARWT, BReitE 7 &t 7 5% ICH Q3C.

_ NOELxtk &l ¥
~ F1xF2xF3xF4xF5

W EARAK PDE Wit 5 7 X —, BF A U T E A K b

PoDxBW
F1xF2xF3xF4XF5

0, 7T 4% BB AT e AR K 48 B BT BT i AT I
4. B H3:Z %2 5E 2 (Acceptable Daily Exposure , ADE )

PDE=




AR ERERNIERT, BEELAERRKNERTURE

T2 AR, #T DUBE R LT it A K
ADE PoDxBW
UFcxMFxPK

ADE Acceptable Daily Exposure (mg/day) BHYHXEEE (mg/X)

PDE Permitted Daily Exposure (mg/day) HHANEEE (mg/R)

POD Point Of Departure ALY B

BW Is the weight of an average adult (e.g. 50 kg cfr EMA | FH @R AKRE (40 EMAIS T + il
guideline) 50kg)

UFc Composite Uncertainty Factor: combination of factors | 4% & H¥: KBENF B JE. £
which reflects the inter- individual variability, FEftZR. TaMrHyRMENE.
interspecies differences, sub-chronic-to-chronic LOEL#7H A NOEL/ME. #¥E T &M%
extrapolation, LOEL-to-NOEL extrapolation, IMEFE & WA F .
database completeness. NOEL M5 2|1k I ACF (mg/kg/ X )
NOEL No Observed Effect Level (mg/kg/day)

MF Modifying Factor: a factor to address uncertainties BEHF: AFERAABHLCETEEN
not covered by the other factors THEHRE

PK Pharmacokinetic Adjustments Hoh P E

F1-F5 Adjustment factors to account for uncertainties. Refer | & E T, Wit \I# = FE. E£ %S
to ICH Q3C Guidance for further explanation. JLICH Q3C# 1.

5. Bk #FER{E (Occupational Exposure Limit , OEL)

EMTEMERAZ ARFHTIRE, BRE T JLFIA T A%
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