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SNB, ZOX5BBREBHRELL D, Lo, BUEROMAL AT BRREAR
BB Y R FHEEIT O HEICIE. TRAD LS, 1E®9%@%§%ﬁ&1ﬁﬁ@a%@%§ﬁ
HEERL. ChoRER2A BMRET 5HEOBRECTHLL, RETILERDD (KRS
Tk, ZOEEDOZLE THE) LLTVD) . |

WBEAEE=RE (1 A ORERR) 24 x (LEORERE) /7

F7e. AOERRSICH 358 B, R SEEMEORRS R REEREY
Akib@tént#aﬁﬁg)%mwr—ﬁ%ﬁkﬁuzﬁaqzyﬁm&ﬁo%Aum R

FHABREERL, BWET 5. ' |

@%i@%ﬁ—ﬁﬁ><(1E®@§ﬁﬁ)m4><($ﬁw%@5&)0ﬁ

am@%ﬁ&ammwm:M$%E%@éw%§a,%owwa@\%%M%\wmﬁﬁ%%ﬁ&at
DIEM R AV TIT 5 RROC &, AREICHY 2 FEEEHICAC 3HFLT — 513, ERNIC
BASHIRBAA KT BIZIE, OBCD 7 hHA KFAY) Ifto THEME NIRRT,
EERBRFEE (GLP) TORBREZELLY, ERRBFERE) |

onb#vﬁ%$?4yxumwmmm:ﬁﬂﬁfﬁ‘m%%ﬁ%wﬁﬂmagwﬁ%miéiﬁoﬁ
Wliﬁi#é%& 454, B PO BRI MBS F OREE L T ORBETET 5
z &, @%%hﬁé*@%ﬁﬁ@ REOEIZ hXaFAF 3 &X&QHT%ETé%Amﬁék
LT3, (PrRvafsrIsr) (TRBE)
Xziﬂﬂ“ﬂi [(FEEMED) FNEE] DEEIEL P TAXXT A 7X<‘: F#/:&"/H‘ T A
- BADEREESLE LTRHOTWS A, e ENER) IMEEYEOERRICBITIZXRT A7 R
EETHAbLH S, | |

(G4 FFTaF LTI R toxicodynamics : B RSN CHIN OERS FICE L%, FBXEE
(BB ERDISECRSEERT, MY aF(T I A0BVCERT 5 BRIESCENESEE
SNAR, RS TRENECR D RRERKOREDRIC My 2% X7 4 7 AL T TERT
DEABHHELTND, (BrxvaxixT 47 R) (TREH) ‘
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B EPRRSOREREISTS FEVQFRFAIRL FELASAFIHROME RY ThTRIRESSER

FE2adrFooR ) rEOOZSF2HR
. Toxicokinetics o Toxicodynamics

temEoRs [ — 5 %ﬁﬂgﬁﬁgggg‘ —_— | teemons
BB - . 2REORR
e :  BEEE
B LR ~ AESHEOEE R
L ERROEE R it
Bk () : .

- Gt (R

(Dipira JT, et al. (2010) OB 1-12 i&l:)

& : BXEO ”*W!hﬁj D, F$/==F*T47Z§¥‘é'§'i§‘“& EBI2IR< I~=‘t'-/:1
FRTAIRE P 1+ 3o REBDREES L LTRAWBELH 5,

et '
Dipiro JT, Supruill WJ, Wade WE. Bloum RA, Prumer JM (2010) Concepts in Clinical Pharmacokmetlcs 5"‘ ed., Amer Soc Health-System Pharmcists

(35) FHEM toxic level : HEMEDIML LTHV b B RELR ST, EREBOBIE - L O
Naullnmm%omuLmﬁg(ﬁm ﬁi(wwmm %mﬂﬁﬁ(umm»

(36) /XA 7 bias : E%m&oﬁ%@%@wﬁb %6“&%9%%t6?7utxw;k RELE
Tt BB 17X, :@ﬁzv{?z &%%kéhé

(37) Y= i hazard ratio : A TIT, ERKEASE L LT, BRBEIN—TLIBBIN—7 L DR
®4m/b%$¢(ﬂﬁ~b)®w%h? Hb, BESN—F T, %=, RIEFDA X b O
ﬁﬁlﬁf’ﬁéﬁ_ D DRAENR, FRE S A —FOMIEICR B IS BERYT,

XIh &M LTOWSBEBRBRZBAETHS A R, (HQ: hazard quotient) | 1%, %t&#
BBV R BEOIEO R 5 EDICHAWSEZEEEWRT S, REIM TH LN HER
BETWE 1A TEW% (TDI:tolerant daily intake) %T%Té kT X o’(‘j@b bha,

(38) FEBAME carcinogenicity : é%lg?ﬁ)k%%&é%%ﬁEXﬁmi} EOBAIMEE OB DI, (b2
DEDIE, BEOER (KRR, R LEMNER (YANVRE) Bbb, EESATE
HRS (IARC) BACKT28B8ALY 22 REMOMEIZEVIEL, UTF0 L > SITHE LT3,

ZORETIZ EROER DMz % FEHRHESEETEO L S RREER ’Bﬁ'i s,
TN—71  ARHLTRBAERD 3 (carcinogenic to humans)

TIN—72A : AR LTBZS < BMBAMER B % (probably carcinogenic to humans)
TN—F2B : NITH L TRBAMERS 35 L (possibly carcinogenic to humans)
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Pr—F3 N BRRAME RS TE A2\ (not classifiablé as to its carcinogenicity to humans)
Fl—F 4 : NCHLTEZ S RS ANV (probably not carcinogenic to humans)

(39) F&M AMELIS DA EE non-cancer hazard : L. %ﬂﬁ% DIEERIC 5T B HEHEO—REEDIED,
EETHAECETE - SASE, RSN, AFEENHE. EHEFORRLEDRVWEFENZ &,

(40) A2 human equivalent concentration: EREMIC BT 2B LA LEREOEELZ NITBWTTR
FTLHEEESNOBRE, BMERT M BAFICLIRD D,

(41) FHTifE assessment value : AEE T, AEMICRDTMELRET, BBAEOFERTERAMED
Eﬁﬁi@?ﬁ#ﬂ: E-T. NOAEL Z£#FHEEFEETHRT, HHWIz=y P X7 ZEHLTHS
TRAAERRIFENA Y A7 L-IVCHY T 2REZEHTS, (2= P A7, N L)

(42) FREZE(FEL uncertainty factor : ADEEREY 27 FHHi£17 5 BRic, RERNMRARTT DF—Z BT
BRSNS ZE L CIMBEOEHICAWAEE, ThbDERIIRREICLVRESNDIEED
B0, Ei. URZISBIEMRLRNEIICRESIBLD, UAIPERLY) BHIHEES
nNTWsaeEtEs b5, B EROMLICE S HEEAEHOBE., BROTHEEREEERT
BUERDDESITIEF OB EREE LTHNWDA, REERKIITE IRV /DNESVHFBET LY,

(— RN

@»Kﬁ%ﬁumm@w:Eiﬁ%@ﬁ%%ﬁwxw6@%&%wrki%ﬁ%wﬁ%ﬁ%ﬂﬁ?éK
biroTi. ERREDERE, REAFTHEEL RIBXOERZERTILERDHDH, THDOE
FARREEM L VD, REESEIZAREST — ¥ ORBREIVBEETSIHOT, LB DLVHER
BDdHDEARTF— X DA L VBT LN TE B, BPEROMREE ATHHET DEROTHRE .
EHL LT, {LEWEES O ERT — & [CBET 5 FREEE (ENZE. BMZE. LOAEL 75
NOAEL ~DAE) & EBRAMICEETZRREN (F—F0Rest, REHAMOZ, BEERK
2) REREZLN, ABETRINEZEL T, LEITS CFRERKLER L CRHMEEZRH
THZEELTND, (FREERE

(44) SEHFERH Y R 7 &7 /L average relative risk model : FRIREFHEDEF 4% OEERKIBLMEIC
BAREY RIFMEDDH Y FiIconT (E8EER)] (FRR 18411 A) ITBVT, EFAMITO
WTEBER RV LB SN BB, BEREIED T —F TRV OFICE WIS Y 2
yEFAVERFANSZELENTVS, TOET/VL, WHO KNEER LV RBINTNLDHD
T, 2=y N RZIEUTFO LS IcEHEND, (a=y Y RY)

UR = £E@RY X7 / AEVIRERE (UR: 2=y FUR7Y)
==L
AEBRIY R = FEFURZ — 1) x Nps 770 NERY RS
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45) Z;ﬁﬁﬁ mutagen1c1ty %ﬁiiéﬁ%‘;‘é%ﬁéﬁ {EFHME, —BREITIL, (LB
LLORRERBRIEMEZ VD, KHETIL, BESE. BETFEEELRAZETH B2, %ﬁ‘ﬂi
ERFH %ﬁﬁ%%ﬁ‘%ﬁﬁ%ﬁk RELTERAT S EBD 3,

46) RoF=—2 %E’Z/&‘/ 7~ —2 A& benchmark concentration (BMC) / benchmark dose (BMD) : A%
HRREERORORIR (Ry 27590 F) OBE L LB L TEEREEORISKIHIE GE
B 1~10%EAVD, BERAMOESIE 10%% 5 - BBV, OEEFETLIEE (HE)
DZl, AERRKISHBE»LORD 2, KBETIL. BWERICBITS RIEDRNRER AR EEE
PERFHEIC BT, XU Fo— 7 BED 95%(E1 FIRME 2. 2=y PRV EZEHTH-0DOHRA
ELTAWSZ k&Lzﬁﬂuﬁﬁ@héﬁ%ﬁ@ﬁm;%wfmﬁﬁmmﬁﬁt%é_ﬂamL
B ATRU T2 BED 95S%EHE T IRESEH L. COECFREEGREZEAT 3 Fikicon
Tid, EEMEm 2B X_T*&ﬂiéiﬁ"’ﬂ‘é LLLTW3, CARKSHE,. 2=y FY RS,
HER)

(47) 18 MERRER chronic exposure : BT, BT, 'BU\B’-J: 65% (6 AU EICH32HE) ORERED
S &0 AVBBYBOEED D2 Y OWMT D> TREBELTE & 104 U 5 THMEOH HREE
A DHERBIIOVTOERIE LN, EOEET L EMOTEESAL MR D, Fiasy
gmaen&wm§<m LR OREESBOND,

(48) #EZME (NOAEL) no observed adverse effect level : BRORE (BRE) BERAWE EEAEIY @'—5'(‘]"?’
5&’&%%%_;*0‘1 YT, ﬁg%ﬁng?b Bi}’btﬁb AR BE) 0o o (OB/NEHER)

@%ﬁ%kﬁﬁ%%ghuMMBmm%mm kﬁ%%%t&hkwrFﬁﬁ%kﬁméné%Akﬁ
A@ﬁ%%ﬁ&?k%hmﬁé(E%ﬁﬁ%ﬁ?é)%gfkiw%%@ﬁwkﬁé%ﬁj&ﬁE
STV B, G*ﬁgkﬁﬁﬁ%gkvﬁféT?&m%éwﬁ)

 (50) AEERRIEYMBE TS T 5 TEEES D #H substances which may be hazardous air polIutants "

%k%ﬁé%&%gﬂ%@%ﬂﬁ{t@cpr PRBEEBRDEF [SBROTERCBRDERNED HoF
ZOVT (B2WES)) (EH8%E10 A ) BT, THEERRBLEDEICHRY T 5 TEERD S
%EJ&LTZM%EW@EéhIﬁsmukwﬁgmk@w PRIR HEME & DBREHLEZE L
TERELEIT) ZEMEY L Sh, Phmimmasm [ SROBEEXRBIMEREDOH Y Fic
DVT EBIOKREH)] (ER2410 A) 1B, &bfzm%gmgﬁéntognao%ﬁ
IR LT, ADRBRITIR 3 BB ORREFIE D B2 S . {TEG RPEOEEN., KKEEBES
B@@‘é%ﬁ%ﬂﬁﬁﬁwmﬁgﬁkﬁbé Libin, FEEFEIHEESOmE,. & E=:ppAe Funr i oy
%me MEZ LR END, B, &Y. ERBRH. b FI YA, EREOREEL
BILEOSFARWE, RUEE L CESREIC L 2 Er S mEL 13 BRI TV B,
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(51) BESEH4'E substances requiring priority action: ElPISMZ ADRE~DHEHEIZOVTOSELR2D
EYEERHBWE ChoT. TN DOEEMEICED LAKBERS LEELET 5 WER. Ui
HOHER & LTAICHT 2 ER2AEHEARR SN W WEEL LT, [HERKISREICHK
W2 AR SWE] OFhD, TR 2 FEORELOKRE. 23 WESBRESKA TV, TK
X, BARMSEICHCEARENT, WEOAENE. KRRERE, BERSICOVTERMBIC
SARTART 5 120, FEEICH L CHH X ERBOME SR O B HEOREEICHD, EEE
D BEH LHHEEONMBN ERET 5 b0, REFMLLIARET 5 & SHTVS, (-
ﬁ%ﬁﬁﬁ%%ﬁkﬁé?b?uﬁmﬁé%g) ‘ '

(52) j:FF HARZE likelihood ratio test : JE:BEH: (likelihood ratio) %ﬁﬁ:’ﬁ‘fgk Lfﬁ?b\éﬁ.#%é’]jﬁﬁ;’
DREFF, RE LI, ERBEFOEERRETBEEK (3T A— Z) 52 T TOF—F ORER
BEL. 7'-—57)>’—:7-z&ht'F’CUJ/\77‘*—5@55&&&&1,71%0)1‘&65 REH &L, RER
MBI E Lfb%{tFTT@j:EBQ#@%ﬂE% FOEERRVBEOREBRBORKET

BloTtBEWVWY, TOEhba=y Y RZEHOREDOERETADT —F~DESER pEL

LTHEHENS, 0 p EHNEVIEEETART —FZICHE L TORNEWVWZ D, (U1 2R

BRIE) S ‘ ‘

(53) EFRRBPFTEYE (GLP) good laboratory practice : E S, {EWE%UJi‘féﬁ:—WﬂﬁﬁSﬁ@{:ﬁﬁ%'
BB 30ic. RBINICHT 558, RBRER, BESICETEELEDL LD, BEHIE
Seiii% (OECD) +1 GLP EHI% 1981 ’fﬁkwﬁb e Ei AERAICES< GLP @%)\%:kabto
1997 £Eizi%. A GLP BRIOKERTbhi, BATIE, EEEOERR, BERREORE, %
ﬁf@ﬁéEﬁvm%%Eoﬁﬁkvﬂﬁ%oﬁﬁk%f%%é@%ﬁm%%g%@ﬁﬁfGwJ
HIEIEA SN TS, GLP BT, REER T L ICEY EEE, B, REREE. NREEE
. (SR BB R BT 5 GLP B~ DM AR L. RERROERIEE R

TBLOTHY, T IFILIERETICLS GLP HROBREFSLEL 25TV 5,

(54) 2=y F YR unitrisk } KEFD, 55 WEEEKRTOLEDEIC, EBCDE>TRESND
RELE L EOZTOWEOBMBE (1pgm® Xidlpgl) %) OLEBRBESAY X7 #E
1, AERSHERE VRO R Fv— 7 BED 95%EE TIREEZ AW T, EREFRR CERIMNE
LCEEFBILICE Y, B2 RRAAFEER-TWS, BOBRBIC L 3RBALY X7 DEAIT
XML& (1 mg/kg A HE/day) %7z 'o DEESRIFENAIV AIHEEEL LT, An—FT7 9 H—
@%%Jﬂb\é :

(55) FAERBItE dose-response relationship : ZE#IZxt L TY B'—’?—"%g"ﬁ:‘%ﬁﬁﬁf’ﬁﬁ (AR - (KR

EoR - A FUR) REXEE X, WEOHAE (BE) REABREL. £PORIEEOMICR
bBBIREV S, LEHROBEORS #HET 572D, ERORL, FEORROMEE,
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ZRE (VET S =) ~ORABEIELIET 5 DICHBRT Y FRA L F2ER L. (LEHED
AR (BE) L FELY FNOIER L RBRIGMED BV T KA v NERHETLEHOEE
- FECRERADOEEE) OBRERANS, {EEHEZEORERRE T TRL, %%0%95@%%%

DEREOFMEICAVONS, Fﬁi?ﬁiﬁﬂﬂ‘ﬂ*é CEEPERICRD I LICEICEET ARSI,
FREPEBIR (dose-effect relationship) . DEEM AV BILS = EBHB, (H}%i&mﬂﬁ)

(56) BRI #I%R dose-response curve : {L 2B W EREYVE R UDﬂifﬁ (BEE). ARG & DOBE%R (B

- BRUSBIR) BRTHBROZ L, FRICHEAR (BE) CUEERREL. SECEMORES
LY, 77 TERT, ABEICBO TR, BEAMED2= Jk)xaoﬁmuxmr AR (e
FF) ERPAROBEFRERETHBREA NS, (—%%ﬁﬁ“ﬁ@&“ﬁ)

g (57) AIC (FIDOIEREAE) Akaike's information criterion : %ﬁ‘ETﬂf@ﬁ@iﬁfE & L’C'ﬁ?ﬁﬁ%?ﬁ(@%

%Ltﬁﬁo%7»@7—5«®ﬁAﬁén7x—5®&L;5%7»@ﬁ%éfﬁmbtﬁﬁf
TROXTREND, AT —F &y FTHL, AIC A/ &< 7’&6&&&7-’5’@7‘&1‘5 XHENTD
é&%&%@ﬁ EDR LN LI s D, -

C=-2nL+2p (LIXBEKXEE. pizH H/3T 2 —2 D¥)

(58) ECy/ED1o (BMC/BMD) effective concentration/dose 10, 10% effective concentration/dose (benchmark

“concentration/dose) : XTHRBED RS & Lo U CHEEAS 10 %332 i iE g+ SREXIIAE, 10%

| BERGMERE (BB . BAAK, KRR LORSESEEREORETH BB 10%

ERERRFEERE (IR) . KERERET O, B oﬁ&&yfvhfﬁgwsaﬁi
LTna, (—-v\/%v—w%ﬁl}ﬂi)

amHmwgﬁﬁJmmmmwmmmyﬁﬁﬁ%éﬁ%&Téﬁﬁ@ﬁ#ﬁﬁwfyﬂ%ﬁ%%ﬂﬁ?
5tbk%%?&%ﬁﬁebr\uykykiont;or1%5%K%éhk?ﬁ@90®g_
% |
1 BHE{EOME (strength) : TR & HAed bBVITEERENR RS 5

2. —E#E (consistency) : BARZHEEIC L o T, i3 Hulsk - 24 - RERTIT, E@ﬁ‘l‘i?ﬁ)ﬁ P
LBEsSnE b

3. BRME (specificity) : gma%§@ﬁh#§%&ﬁmmﬁr¢a L (BEORE., BRIRE
WENL, FEOBIER L)

4. B"—fﬁrﬁﬁ (temporality) : & ;& @%.7)95‘5%;%0)%%4: VE Lﬁ'ﬁh_ﬁ\_ STNWBRZ L

5. EMFERAR (FIEFUSEMR. biological gradient) : EROBER® < A2 315 VR OREER

L RKRD BDIVEBRESKES DL, BEAEOHMIZL Y Y X7 BENT S - b

6. EMFEHIFSHE (blologlcal plausibility) : LS h - E@@‘I‘E%i}#“y"é R RS
BIE, EMREEICboL b b LN &

vzgAﬁ(mema.ﬁ%éntﬁﬁﬁm\ﬁ%@@%ﬁﬁ%&%#ﬁ@?é%ﬁo$ﬁa~_
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E¥sz <‘:
8. %%B‘JE‘IEM (experimental ev1dence) ﬁ%éi’btﬁgﬁ'ﬁ%iﬁﬂ‘é %ﬁﬁ‘]?ﬁéb\&iﬂﬁ%ﬁﬂ@&
 WBEETBZE '
9. HE{LE (analogy) : ﬁ?éi’btﬁﬁiﬁﬁ&ﬁu LtFEL MEREET B L

(60) LECm/LEDlo (BMCL/BMDL) lower limit on effective concentratmn/dose 10 lower limit of a one-sided 95%
confidence interval on 10% effective concentration (benchmark concentration lower confidence level) : 10%
pERSRERE B b5V 10%@%’]%}%§§ﬁdﬁﬁ’%f“ (AE) DR 95%ERXEO TR
B (OSUWEMTIRE) . A8E T, BERITHY 5 BIEDRRRS AR 5 A FEREIC S
WT, ZOfER, 2=y MY A7 ZEHTAEDOMBERELTHNEZEELTVD, (oY
%v—&%&/ﬁg\ ECm/EDw a=y hYR7).

(61) PRTK & 5°/L- PBTK (physiologically-based to;gjcokinetic)"rﬁddel | S BEMBET TV, EhEH
B B MRS ThTh 2y~ F AV b EBR LT, BRKA-LEERR (=%%) OR
. s Rat, BRIl P OBNEIEB Y, BEMN2EBRLED TTFRT 5 OOEEET IV,
BFENEOERESCRIUER» b R#R Y FEE L LT, MKHESEERT O EDEORE
EHET D, METRELPRL OBE» S Y A7 FBICAVDZ L ReEb, ERLOEBIE
WTEHOENEES FRTID0ERZHEDEIRET L (PBPK (Phy_swloglcally—Based
Pharmacokinetic)EF /L) M bIRE LEEFAT, EEMERFAL TS, |

~ (62) PRTR B pollﬁtaht release and transfer register : B EED H D SEERRREIGFLRMED, LD LD
' REAFND. Fh bWRERICHE S, HEVIIEERS Y UCEEFROMCETRH &
| ntmawb?—5%ﬂﬁbvﬁﬁb'“iféﬁmﬁv—M%%E%&Aﬁﬁﬁﬁﬁﬁkﬁwao 
HATIE, 1999 F f%ﬁ‘{hﬁc‘%goﬁiﬁm@ﬁkméwmﬁ%&omﬁw&%@fﬁb@ BT B
(M%&)Libﬂgméh 2001 4 4 ADDEBSN TS, 28, HRAK SRLEHHD
FERBR BN~ EOEEFITE TE L. SRR LR - 5/ - %% LTWAEEEE, B85
OEEEBIH, FEICHH L), BRUSTAL LTERFOMBHSELREERL, |
Fic 1 HERBITHS 2 L ABEMT b T3, Eixthbor—F 2EeT5 L L bz, EiH
| ORBL o TWRVEER PFOEEESC. FE. BRHER EALRECHR STV S LEY
BOELH L. bbETAELTVS, [LEETIE, PRIR HEONEL 25 [E—MEELE
WE L LT, BE 462 EABESR TS, |
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