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DB ERRNEIICTRETHY, BFERSOBRY BT, —EFROBRBOK,
WE M AT LCEAAEND Z EREEND.

(4) PEHI L
B ~OEELOHHMFICBOTIE, LFHE—BHICHV LA TV L FiEE A
W, EMbA3UER LB ENEEND, TOM, REERERIZOVTHLREPITH
HLAWERZEB L2 ThsH, HHBIHOME ITWE 10 2BROZ L,

BEhYIc
+CIEEERICBVWTE, EELHOAEBREFIMOENTFETAHELTEY, BREY
E#BHELAXLLENECOMSIZEANEL TS, HENESHELERELRNL
4, HAEOKRRICELEL-EELOTBEFEOEKELZBRRAICEEL, EETIOL
FEhADH, EREENFOBLLLHZ EEMFET D,

AREBITER 17~19 EFICH- T [BEAFBEERER#EE OXMERT T,
EES EREBEL X255 A 2 AREFERD [EELOREEETM
EICET AR LT T #ETH D,

ARRIIIESFOHEMFEICLL > THEESHh, TAFNOKRPHBEENLTEHE
BaNHET5EEIILHEBICE> TEmi e &, REICBIT2ELIBLAHTELL
TiZigEd,
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1)Committee For Medicinal Products For Veterinary Use, 2004,Guideline on
environmental impact assessment for veterinary medicinal products phase II,
CVMP/VICH/790/03-final

2)Committee For Medicinal Products For Veterinary Use, 2006, Guideline on
environmental impact assessment for veterinary medicinal products —in support of
the VICH guidelines GL6 AND GL 38, EMEA/CVMP/ERA/418282/2005 -CONSULTATION

3)U.S. Department of Health and Human Services, Food and Drug Administration,
1998.Guidance for Industry Environmental Assessment of Human Drug and Biologics
Applications.

4)European Medicines Agency(EMEA), 2006, Guideline on the environmental risk
assessment of medical products for human use., EMEA/CHMP/SWP/4447/00(]June
2006)

S) BAJBEEBRM, 2005, FETELEDEFGFR, L3

6) B ZZEA (0 o, ¥k 18 FEREHREKINEREER S LIt AREE - KRE
CRWE AN AERELOJEHERIZBIT LB FUBEXNE R (CE 193 B)

D EHE B-G, KEKESICETIAEREEHEORIE & H#EIBT 285 (FAk 19)
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1)European Medicines Agency(EMEA), 2006, Guideline on the environmental risk
assessment of medical products for human use., EMEA/CHMP/SWP/4447/00( June
2006)

I

1) BARTKEGRS, TABROLER VLSRR (FrK 16 FRGREERGER~—
A) , http://www. jswa. jp/05_arekore/motto/05/riyou/data. html (2008 f£ 1 H 9 H)

2) HLzimE L - KEREAGES, Tk 19 B AOKEIR, Fk 19 F 8 A

http://www.mlit. go. jp/tochimizushigen/mizsei/hakusyo/H19/gaiyou. pdf, pp. 44
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3)BILRA (R) L EHEOLRE Y 2 7 37 & R1H-RER-, BAREEETES (EB),
pp. 293, 7 A E—3i—, 2006

A

1)OECD, 2007, report on the regulatory uses and applications in OECD member

countries of (quantitative) structure-activity relationship [(Q)SAR] models in the

assessment of new and existing chemicals., ENV/JM/MONO(2006)25

2)OECD (2006), Overview of the QSAR Application Toolbox,

http://www. oecd. org/datacecd/33/41/ 37850114. pdf (2007. 4. 28)

3) OCDE/GD(94) 28, Environment monograph no. 88, US EPA/EC joint project on kX~ the

evaluation of (quantitative) structure activity relationships
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#WiR2 OECD DEBEFHABREDOYA+

No. | 4%k WM (B, B B EBOBREE (m FHA )
201 | #H 72h (&, 18) EC50: HERHFEE &) : MPD
202 2ifrm 48h (&) EC50; B ok A% : MPD
203 | &M 96h (£) LC50; 31 : MPD
204 | M 14-21d (&) NOEC; £, 178, kR, (K H%
206 | & 5+3d (&) LC50, NOEC:#EL:JELR, 28, (FH, Hifh
NOEC;3ELC, A, MfIR, /MEABIER, Eiig R
206 | B Hoosr(s-100w (18) , B :14d
HOREL, IR, HRICHTHERMAFRES, BiE®
207 8 258 48(72)h (W#AL) , 14d (£58) (&) | LCS0 T
208 | BEAAY BIEL D 14-21d (RA) LC50: FE 3, ECH0; kR
209 | IEMETR 0.5-3h (&) EC50 ; B L
210 | fE Sietk 30-60d (18) NOEC; L, b, AR EL(AE, RELTH - Bk
211 23 e 21d (@) NOEC; PE{T (%<Hf)
212 ik BRE 0 ehE (B) NOEC: Hik, 4%
213 I WASF 48h(-96h) (%) LD50;%E (#0A) ,
214 T W RF 48h(-96h) (&) LD50; FE (Hefdh 7 1)
215 | A 28d ($hf) ECx, NOEC; 4 R i B
216 | ED 28d(-100d) ECx;N ZEf
217 e 28d(-100d) ECx:C 254
218 ECx, NOEC; Pk, %€, ££ (EHEEME)
2R Y A 20-65d (18)
219 ECx, NOEC: 33k, %, £ &K (LEAREME)
220 BRI IR | 6W-65d (18) ECx, NOEC ; H97#
221 KA Td(7 %7 4) ECx, NOEC; £ £, HiF#
222 TIA aw+aw (L) (@) ECx, NOEC ;#47d
223" | B SR O EE BTH)
224 WEEMEY | 3d ECS50(s KN {LALE I A4 00 A A BEAHNE])
227 v etil: ] 21-28d (&) ECx, ERx, NOEC; £ &
NOEC: BRIz 36iE « L, (A, BB RENBE,
)= B (2-14W) +13-14W, 88 : 14d (18)
PESREL, REINEL, SRRE, BEROEMFRED, FLE
£ F1150d & FI42d (&) ECx, NOEC ;3EL, A&, M, #1k

it REREOWN, 0ECD AMBYEEVERER - FIMICE ST TV Do, 201,

REEFICLD, a) Ll 2ORBRTEE L BEO 2 SOEMMEEHFLNDS, b)

210, 211 HEBTH D, B - B
FZ7 k, c)REDH,
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R 3

(Q)SAR Z2FTHMICHAWVWADIZHELIER

1)
2)
3)

4)

5)

ARz KA b
BRSO WEHEE (T AT XL)
1 FH AT HE 2 R O B AL

WA, oREME, RO EY) 2R

HRE TdiuE, #A =X L7 RIR

a defined endpoint

an unambiguous algorithm

a defined domain of applicability
appropriate measures of goodness—of-fit,
robustness and predictivity

a mechanistic interpretation, if possible
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k4 ACH

REEEEL (UF) OBEICEBWT, REHO 24 /18MEF M (ACR; Acute Chronic Ratio)
PERTLHILNHD (LFEEDOUFIZACR ZEEL TWD),

ACRIZOWTIE, T LS RBERHD,

M 2%, RIS ST A EFER & BES O 48~96 BEfE) LC50 & R EIR R IRE )
5. 32 OMED 80%LA LD AFR 12 100 LA F Th o7z, LML, AFAKBRLF—KRT
I 1000 LA E & ACR IZEVMEZR R LT,

Kenega® I 84 DLFEHEIZOWT, 9FOENE L 2HEORRIEICT 5 135 D{LEY
B D ACR 23Rk, ACR 255 LA FOME DK 30%, 10 LLTFD DA% 40%, 25 L FOHD
M 67%, 125 AT D& DA 90% & BiE L TV 5,

Hegar'1Z K4 YV THEH. BELEDESLCRE I IOWT, BEE IV a2z 5 AR
PRI . FOREERE, FHLEWEHS O TOHRETO ACR IZ, 10 LLTF2Y 60%, 10~100
M 20%THY, SV T 10 LATA 44%, 10~100 23 36% TédH D, & &2 ACR (X 100
AT 80%% div/- &L LTW5, 7=, BEFLFEMETIE. I aZ20 T, 10L8LF
2% 29%. 10~100 73 53% T, 100 LT CT2ED 0 LU LETH-EBEL TV D,

IS VX 0ECD AT, IV aRUEERB TO AR 2EICREEDT — 4 2 EIC
e Lz . RIBEICOW TR, KE EPA ©F — & ~— 2 AQUIRE % EIZHERT 2 1TVY, ACRIO
AT 2349 60%., 10~100 A% 30% T. 100 %@ =WEDEEIIMN 10% ThHh-7-, I
2 ACR 1 10 LATF 2349 43%., 10~100 73 47% & | 100 LLF 3 2{ED#7 90% % & 872, ACR
5100 FLA EOMEIL 14 0, EFEROSEERT I VEBREN T, BE T, 72
O AR ERER D EC50 & NOEC L H® L TACREZHH LT 5, ACRPB 10 LA TFTH
L0, 2EO#92%% 5, £TH 100 LINIZEEnT,

Webb 5 91%, 1998 FF COEELEZHRLE LIV aZBOARZEILHTNSD .
Fhizckd &, ACROFHIZ 1 205 1428 FTHAMA L. FRIEIT 43 Thoto, HiT, ZD
BT EEO TEMGDICHEFRICETS AR RV EDLARVWEBRSTNS, FIZRIET
M 28 DEFHBY T 5T — ¥ 2 F 4-3(2F LB, ACR OFEFEA 1 A5 29800 T
FR{EIE 19.3 ThH D,

PLED X 9z, AR IZRBRAEMRE Rk CLEPHRICE>TEALRD, ZOX 42K
RTUF2 #RETHHE, FHIAYAR AR ZHWTUR2 575, KEED AR 25t &
24 (BlZIE, 95%) UF2 23 ET 503, BXAHIZL S, OECD (ZFHEYR ACR Z AV,
{LHEILN%NEEELBERE LTS,



#* M4 EELOFEEICET S AR

o 72 RS B ACR
Citalopram Ceriodaphnia dubia 4.9
Fluoxetine Ceriodaphnia dubia 5.7
Anti-depressant Fluvoxamine Ceriodaphnia dubia 2.3
Paroxetine Ceriodaphnia dubia 2.8
Seryraline Ceriodaphnia dubia 13.3
Anti-cpileptic Carbamazepine Ceriodaphnia dubia 3108
) ) ) ) o ) Ceriodaphnia dubia 2812
Anti-hyperlipoproteinemic Clofibric acid
Daphnia magna 1428
Bone resorption inhibitor Etidronic acid Daphnia magna 43.9
Cholinergic agonist Nicotine Daphnia pulex 42.9
Diclofenac Ceriodaphnia dubia 22.7
Ibuprofen Planorbis carinatus| 1.68
o . Daphnia longispina 1070
Gentisic acid
Daphnia magna 1258
Non-steroid anti-inflammatory drug i =
. . . Daphnia longispina >21
o~hydroxyhippuric acid
Daphnia magna 9.7
;. 5 & g , Daphnia longispina 205
Salicylic acid
Daphnia magna €195
Nitocra spinepes 97
Diethylstilbestrol Tisbe battaglial <10
Daphnia magna 176
Oestrogen
Nitocra spinepes 16; 2
Ethinylestradiol = lila
Paphnia magna 570
Oestradiol Nitocra spinepes 10
Topical keratolytic Salieylic acid Paphnia magna 5.9
X-ray contrast medium lopromide Daphnia magna 1
Hyalella aztecs 29800
3 —adrenergic receptor blocker Propranolol dEes i Bes
Ceriodaphnia dubia 6.8 |

SCIRR

D) EHERA - L E L EREHEE (GTR) . ALE, 2003

2) Bisf —, wHig/AKEFE#R, 98,1-9, 1979

3)Kenega EE., Environ. Toxicol. Chem.,

4)Heger W., et al., Chemosphere, 31,2707-2726, 1995

5) Fri; £ (FEAPR)
6)Webb &,

1, 347-358, 1982



RS HMEMLEYELDIZ L DIEE

EBEAEYMRBLRVERBT — 48RV X, B2EEEL THBREROT DR
IMEZFAWAZ EMRZL, L L, ZLOTF—FPFBTED L X3, B/MENS 5 /3
— e A NVCHETBEERRT S Z R ELfThNd, 5%EEHET IO, ER
R TH LB EPRENH D VIS EO MWLMV TR, £ OEEES
B TREAMOBNE ZHAS LN TEARY, BxoEEEICHTIERIILTL
HLEETIIRVWE W EZIZL D, B, BRFOKRERRIIEENTTEM (functional
redundancy) 2T &9, Tabh, BELEEL RTEEOENBFET DLV I,

%< DEYEORBIER D H 2B EL, MMMV FWIZE-T, EFE 5 -t
BAMIHEYTHEERDD LN TE D,

1) f& P& ¥4 B (Hazardous concentration:HCy)

NOEC 3t#-1 V= AT 4 v 7 3#H D WIIME-ERDH T D LIREL, PRDEY
(R B fEBRIE (HCp) 2 HEET 5., BEP=SWAAV LD, 5L EDOAEYIZ K D NOEC
BELNTWABEGITRAVWA I ENTES, T—IBBELFHNLOMETHDH
EIDEFHAREICL > THR L%, Hop 2R 0HET S,

L U NOEC Smek
HCp = = T=p

{EL, NOEC |38 4EMFED NOEC (EDOETFL, m: REEMRERK. Sn:nfED 1n (NOEC)
BEOERERERFZE, p: RESNLVWVEHHEOFE, K: 0P AT 4 v 7 53HH LN
ERDHTOHRBRERARETHD.

HCp IXRABRAMBORIMOSBOESWVIIKEKET A0, gBHIKREIVETHE
EMFREAREL A0, FHEENLREWVEEZTT I bHD,

2) Fc B M4l (Final chronic value; FCV)

B OB MEAE (FCV) 1E, RERNMTHILT-IB (genera) D @MEME T P=0. 05 O RO WHEM
CETABEOKEETH D, FOVIiTbR LY 8D (8%) BA 57225 NOEC 25 &
Bansd, Thboitiy, RORB-#BlgTaxEndsl L,

OEFEEROY 7 #, OQEFEEMHOZOMOR (BE L EHEENCHD VTV
L—a VICHEARBAKR), OFEEHM,. @777 FoHORBE. OELEOFZR
W ORLE, OFEEME-IERBMELUSAOMFI2E, WOE REBY, K55
iz ), @toRARF iz ERUN OB

— BN T OO BERMEEITE OO KT EEBIERFME (GMCV) (2887 D,
GMCV D BFESR AN S, B BBV AFED MOV Z VT REWENLD 5%Y A VEEZEL,
FCV iRz L »TET 5,
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