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1.4.1 Fomaail

1.4.2 sWadavvaeingiloUuemsny
syuUaINg (i)

11 CAS number, EC Number tusiu

1.4.2 3/n5KEe

1.4.3 fagAuiiihanly
S a &

1.4.4 anllsiugwd (impurities) MAnTu
Tunszurunisuan

foyanadiazsianshiuqrsiidian
Juite Fuintulunsyurunsuaavie
ﬁmmﬁui’mqﬁugﬂﬁu AINTERNSUTDS
mmhiﬁ?jwé (acceptable levels of
impurities) lngfiansandenssuislunis
HAR uaEATIATEN ertmundA
‘U’%ajm’é (analytical methods of
determining purity)
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TneRNTaNDeanIssunINan wazls
Jupseh et munamseeusuTasms
anAsuasanstaglunsEuILNSHER
Fregnatiu ansvihavaneildlumsar
(extraction solvents) 38 acetic
anhydride TulsRvheanisy (modified
starches) visawoulasildlunsidning
Favuemnsunewila Wuduy

1.4.7 383A5189% (Analytical method)
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(1) fAradwg (specificity)

(2) wanstodniaven1snsIadn (limit
of detection, LOD)

(3) Yodnimvesn1swusana (limit of
quantification, LOQ)

(@) mNugnAed (accuracy)

(5) ALIUEM (precision)
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fAnuUaenne (Lausnsal) (@1d)

Acceptable daily intake; ADI 9150
Provisional Tolerable Weekly Intake;
PTWI 38 Provisional Maximum
Tolerable Daily Intake; PMTDI 959
Maximum Tolerable Daily Intake; MTDI
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Organization for Economic Co-
operation and Development (OECD)
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- Repeated Dose 28-Day Oral
Toxicity Study in Rodents

- Repeated Dose 90-Day Oral
Toxicity Study in Rodents

- Repeated Dose 90-Day Oral
Toxicity Study in Non-Rodents

- Chronic Toxicity Studies

- Combined Chronic
Toxicity/Carcinogenicity Studies

(1) NANTENUABVLNNNITIIUVIS19NY
(Functional Manifestations)
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FMUINITVDI319N18 (Reproduction and
Developmental Toxicity)

1. msfinwanuduiivsessuuduiug
Uszillumy OECD Test Guideline NO.
415: One-Generation Reproduction
Toxicity Study (OECD, 1983), OECD
Test Guideline NO. 415:
Reproduction/ Developmental
Toxicity Screening Test (OECD,
1995d), OECD Test Guideline NO.
422: Combined Repeated Dose
Toxicity Study with the
Reproduction/ Developmental
Toxicity Screening Test (OECD, 1996)
%38 the NTP 35-day screening
protocol (Harris et al., 1992) N
MSANYILUUTULAYD (single
generation) UagN1sAnwILUUVAIETUY
(multigeneration)

2. M3FNEINTAARYHONMUINITNI
3719N18U0RI80U (Developmental
Toxicity) Useiiiugny OECD Test
Guideline NO. 414: Prenatal
Developmental Toxicity Study
(OECD, 2001a) waig USEPA’s Prenatal
Toxicity Study (USEPA, 1998c)
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Studies)

AINAABIUBNTNEER IVARA (in
vitro) Mlfieaduieitioifovesuyuivie
dunanilgninisutuiifiesiusynou
voueuludiuyud 673U (receptors)
uaztaduluserudesvaaead
(subcellular factors) Lau

- ManagaunIsnateiuguesBudlagldy
wuUAli3e (gene mutation in bacteria)
- mInagaunIsnateiuguesBudlngld
cell lines (gene mutation in
mammalian cell lines)

- ManegeuAURaUnAvadlaTlulyy
(chromosomal aberrations) 'ﬁw‘ﬁﬂu
Tasfiundea (micronuclel) wagn sl
ioanduulastulay (aneuploidy)
Tu cultured mammalian cells

- mMnageun1svitaty DNA Tu primary
cultures ¥84 mammalian cells lng
UnAld rat hepatocytes WWudu
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(1) fiwaaud1ans (toxicokinetics) 1Uu
AnuduTusunsdmuasalinaznIs
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Aduansady (parent substance) wag/
winarswnivelasiiidosla (active
metabolites)

(2) Runadans (toxicodynamics) 1w
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waz/vIoasiwmualaifided (active
metabolites) 7113 nmaamwéuazwaé’wé
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Houifiasla (Identifying Relevant Animal
Species)
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