EERAEETAIZEITS

PDE/OELEREXIEDZEN

B I —

T—2avIZBWT., REZILOHRFHE]. REBEZDOFHYMDOPDED FHEM
HEELESTNET, T-. FEXEHESHOB AN S ITBEYLOEL? SEH
HRINET,

B PDE/OCELEREICIZEMFHNBEMEIROSNFT, CERITIEERDEESME-)
RO MDD REEDREBREFZMIL. BF O FiLICE I<H FMTPDE/OELER
ExHBFELLET,

1) Permitted Daily Exposure; EZE PR E ) RIRN—XTEETH-ODHRIENE
\ 2) Occupational Exposure Limit; FEIE DR EFEEEBD-OICRESNIHFRIIEERE

R RIS DPDE/OEL B R A= — |

SRE & > REMBEORE., AEAHOKRE
ﬁz;f'; > BRE

~

} v ﬂ'ETE;_‘T?#EﬁEFHL‘T:%ﬁ?ﬁﬂ‘]@'fﬁ#ﬁ?ﬁﬁﬁﬁl
CEAS
vV +RET—AREBLNAES . QSAR, read-
:‘.— acrossZ E AL CIRELE T
-
-

GBS > HEEHERONE V. BEEEO R ORMEEE M LEEPOD
A& (Point of Departure; NO(A)ELEE ., SMEDIE =) &

> BMRICLBET—ADOLE1— wELET

HEHD -, “ v WE([ZIGLTTTC (Thresholds of Toxicological
i iﬁgi:if;;ggig‘tPOD ;"- Concern) 7 7A—F D #EAERFLET

vV BARSAHZELIFRN— vy DEMA
(4 1B R DR EMNRIRETY
-

PDE/OEL Eﬂg%&o)ﬁi

o > BERREEEEL-RE S v ADMEIEIT BIERICH = BURBRRE

EREILET

5 - y v E=EWEALLTEHELAR—MEERLET
POE/CELRERADIEE S T Y L T
s v TEE(ZELC T PDE determination strategyZ £
BLET

*SBASRTI1Y
ICH: Guideline for residual solvents (Q3C)/ Guideline for elemental impurities (Q3D)
EMA: Guideline on setting health based exposure limits for use in risk identification inthe manufacture of different medicinal products in shared facilities
ISPE: Risk-Based manufacture of pharmaceutical products
PIC/S: Guidelines on setting health based exposure limits for use in risk identification in the manufacture of different medicinal products in shared facilities

(P1046-1)
ASTM E3219-20: Standard Guide for derivation of Health-Based Exposure Limits (HBELs)
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