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AR DT FEAEDIRENI DWW TR, REW A~ O IEEER EARED BEWKEE b7 STz
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1. M=
(1) WB4 =%~V K[ Mosapride ]

(2) 43 . O HIESRN

(3) W & M bseE

EARYVBREATHRUAT I MULEW T, HLEEBRERTHD, Ea b=
4K (5-HT,R) ZA L CT7eF o)) 2RSS, BIBOEZIERICT S &
EZHNTWAS,

EN T, B AEERGE LT, BOMERMIICI T 2 HE(LE OEBERE D EA H i)
ETHEYTY R 2 UBIEORBP AR IN TS, £72, FIZHONT, H-HDE
TEEERIK T IS E S BRFARIROUGELZ HVE L TERFREH Th 5,

WL CI, BMAESRS E L TR ST,

b MBS E LCX, BARERFICIE S, HEEEgEcEs2 B IR &
nTW5B,

(4) (L4 L OCASE 75
EH 7Y R
(RS) —4—Amino—-5—-chloro—2—-ethoxy—N-{[4- (4—fluorobenzyl) morpholin—2-
y1l]methyl}benzamide (IUPAC)

Benzamide, 4-amino—5-chloro—2-ethoxy—N-[[4-[ (4—fluorophenyl)methyl]-2-
morpholinyl]methyl]— (CAS : No. 112885-41-3)

EHTY R = Rl
(RS) —4-Amino—5-chloro—2-ethoxy—N-{[4- (4—fluorobenzyl) morpholin-2—
yl]methyl}benzamide 2-hydroxypropane—1, 2, 3—tricarboxylate (IUPAC)

Benzamide, 4—amino—5—-chloro—2-ethoxy—N-[[4-[ (4—fluorophenyl)methyl]-2—
morpholinyl]methyl]—, 2-hydroxy—-1, 2, 3—propanetricarboxylate (1:1)
(CAS : No. 112885-42-4)
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(TR RE:SK =1:1)

4y F R : CyHysCIEN;0,
4y B 421.89

F HsC o) NH,
\/
N\/X\/N HO CO,H
Cl

TY 7Y K7 = R
(ZEIR RE:SK=1:1)

ﬁj\ % :T:t . C21H25C1FN303 . C6H807
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2. WAELOHE
AAN D38 H OFLPH K OEHTEIZLLTO LB,

(1) ERNToOEMTE
AR, BEMA~DOREERERBEN 2 SN T DIEA Z APV L TV D,

A *SLEN ) K OV 51k IRFEIIFH
1A&EE LTIAEL kg47-02 mgbl T
e BA ((KHE] kgX47290.5~1 mgDE% 1A
J o UBE Y R LH2E], 1~3HM) smElRcR OG5 || (FL : ORffH)
2
SO RESY. :
R4y 4% I I1A&EE L TIREL kgi72 02 mglhl T
By &3 2 sl 1 54 - B4 (K&l kg47- 0D 1~2 mgDE % . 90
LH1E, 1~3HM) R D& 53
éo

3. XNBEWICH T DA,

Z v P A XY ICESGRE Y 7Y R = R 28 0 & 53 2 RGEERER 23 5k <
. B E LT, BULEY. REM-1, (EM-2, REHPM-3 & OMRERHPIM-40358 &
iz, R OREIREIL, Z2WIEICEM-1, N2, (R N-3 3T M-4
Th O FEMRHDIRBON-1TH > 7o, FZHITBIT D REEBRIL IR S LTV,
FOREERBRIZB W TEL AW & ARG IM- 13T CRIFRERRD Hiv, FrIC B &L OV
TIERBHPMN-1DOHNRBD BT Z 0D, AHPIM-TIZ10%TRR™ L EO#) TH 5 Al
REMERE W EHERI S D,

%) %TRR : FAHE%8Y) (TRR : Total Radioactive Residues) JEEIZXITAHEHE (%)

(1) ek 50040, st
O T4 (BAAZA FER, 5~6Hilm, (KE172.0~185.5 kg, KE3FH) (ZEH 7Y
N7 = B R By & DR D BRI & BEBREIRE OB E (3 mg/kg (KH) L.
B G1RFEIZ ICBR I L7, IRRG. JIFIE. B, B—9H. F 8. F=9H. HUH.
/NG BERE. BE. B R OV BT 207U R R OREIM-1 DR 2 Rk 7 o
~ 87T 7 - o7 MREESHTER (LC-MS/MS) THIE L7z (R1) .
(FKFRHFEEEE, 2022)



#1. FHICEY Y N7 = gt & BER 0 B 1% 0B o
V7Y R EOREPN-1EE (ng/kg)

St ST i

Y 7Y R REHN-1
Al <0.004 (3) <0.004 (3)
NEN <0. 004, 0.005, 0.006 <0. 004 (3)
i 0.17 +0.03 (3) 0.14 +0.02 (3)
5 ik 0.009+0. 003 (3) 0.03740.003(3)
Bw—H 0.65 +0.31 (3) <0. 004, 0.005, 0.008
| 0.59 +0.08 (3) <0.004(2), 0.006
B 1.01 +0.15 (3) <0.004(3)
HUE 0.041+0. 015(3) <0.004, 0.005, 0.012
7N 0. 040+0. 023 (3) 0.010+0. 003 (3)
R 0.037+0. 020(3) 0.015+0. 006 (3)
it <0.004, 0.013, 0.019 0. 005+0. 001 (3)
il <0.004(2), 0.007 <0.004(2), 0.009
ik <0.004(2), 0.005 0. 006=+0. 002 (3)

BABI T W XA XM AR 22 (SD) Z 7~ L., fEIMNIEsiEtz 7,
BB, ETCOMREIIBWTHIMENEREIINTWDIHEAICOAH, FHEESDEERE L,
TEERER : 0.004 mg/kg

)

(2) BIlTB 504,

O B (77 Vv P, 6~8ikilin, (KE400~467 kg, MEMER NEBAESR15H) (&Y

7V N7 = BB A ARGy & Rk 0 5AIE BERGIRR O &E (4 mg/kg (RH)

L. BHIRFZICERILL 72/, BB, IFiE. BN, /A%, BENE. Mo, A K O%e

BlZk T DY 7Y R = R & O IM-1 D YR FE A LC-MS/MS THIE L7z (£2).,
(KGRHIFEE L, 2014)

#2. BICEY TV R = Bt & HEIRE O 3% 5 1R % o3k o
TV 7Y K7 o R K OMREIM- 12 (ng/kg)

St SIHTXEG
EH Y N7 R AEPIM-1

GG 0.227+0.08(3) 0.039+0. 012(3)
RERS 0.35+0.17(3) 0.027=+0. 008 (3)
iRl 7.3 £1.6 (3) 2.4 £0.47 (3)
Mk 2.9 £1.0 (3) 1.1 +0.25 (3)
/N 7.0 £7.0 (3) 0.92 £0.23 (3)
izl 1.2 +0.52(3) 0.43 £0.18 (3)
G 0.57=0.09(3) 0.31 £0.12 (3)
it 1.3 #+0.69(3) 0.41 +0.16 (3)
Dl 0.94+0. 54(3) 0.22 +0.06 (3)

BRI FEE SDZE R L, SN I 21,
BB, ETCORKICBOTONMENEESN TV AEAICOI, FHEESDERE L,
TEERER : 0.004 mg/kg



[T — 5]

JECFARFHi

LGN =
797578 W b4
M-1 - FA-p-7NFA XYY R
M-2 - 5 -FF¥V-FA-p-TINFa XD TY R
M-3 - -t Fexy FR-p-7LA4axX Tt 7Y R
M-4 - -t Fexy 5 -FFV-FA-p-T71FaX e Y 7Y R
= JECFATTRHI S 4L TU 720,
(//\\CPSC\\//O NH,
H
HN N
Cl
(0]
HHAPIM-1

1) FRERBR DTS, BB OHIHIRI S L ONBRFE R 5 & 72 > TWO A S TG %
e L7,

4. XGEWIIIT D IR R
(1) oo
O orEmE

T U R
S A AR N7 s 57
- (ETN-1

©  HHrEOME
i) 7Y REOREN-1
AEHCAEEW S 2 N L=, b Y o 22z <, LM >\ TiE 7
R T,HIZOWTIET ' F= UV THI L, BBIIR OVINGIZn—~F% 5 > Tl
835, LC-MS/MSTEET D,

EERER =Y~V K 0.004 mg/kg
FEFHIM-1 0. 004 mg/kg

i) BV K7 e R OMREIM-1
AREHINEEE 2 IR L% b N o azimz <7t b= KU L THH
L. LC-MS/MSTE®ET %,

EERER =7V K7 o U 0.004 mg/kg
R IM-1 0.004 mg/kg



(2) FRREERERS R
O T4 (BrrzAoFR () KOFL (M) . 4~5Hilin, AE146.0~202. 5 kg,
MEREAS 288/ RE ) BV Y R U Ay & T ok n G A 218 2], 3
HEs&ERE D E (1 mg/kg RE/E) L, HSoEb1, 2, 3SRUCMHZICERIL 72/
. RRRG. I, BB L QUGB 2V 7 U R EOMEHIM-1 DFFE A LC-MS/MS
THIE L7z (3R3) . OKFRHFEERN 2022)

K3, FRICEFTY B = RiE 23 H R ARG R OB T oY 7Y FROIREIYM-1HRE (ng/ke)

ST - B de 5% B
PIES 1 2 3 4
i Al <0.004 (4) <0. 004 (4) <0. 004 (4) <0.004 (4)
| WS <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)
%;ﬁ;? Ji sk 0.035+0.013(4) 0.014+0.004(4) |<0.004(2), 0.005(2) <0. 004 (4)
5 ik <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)
N 0.012+0.007(4) | <0.004(2), 0.007(2) <0. 004 (4) <0. 004 (4)
oG <0.004 (4) <0. 004 (4) <0. 004 (4) <0.004 (4)
RERS <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)
31 iR 0.027+0.015(4) 0. 008+0. 004 (4) <0. 004 (4) <0. 004 (4)
M=1 e | 0.01470. 008 (4) <0'OO4(§)602'005’ <0. 004 (4) <0. 004 (4)
7N <8:8821 g:g?g’ <0.004 (4) <0.004 (4) <0.004 (4)

FAE T ST E £SDZ R U, $EIMPNII A 2”4,
B, ETOBREICENTONENEESNTWAEAICDOL, FHEESDEFEH L,
EEES - 0.004 mg/kg

@ Fh (RNVAZA FER, A~bh Hilin, KE111.5~206.0 kg, MEMES-280/KFR)
(2T R U AR Ay & T AR DGR A 1H 2], 3 H TR O &5
(1 mg/kg RHE/[A]) L. mE&HEE1, 2, SKTAHRZRITERIL72AW. TGN, I,
g OVINBIZEB T DY 7Y R EOGHPIM-1 DR EE 2 LC-MS/MSTHIE L 7= (84) .
(KGRHIFEE L, 2022)




K4, FRCESTY B = RiE 23 AR ARG ROME T oY 7Y FROIREIYM-1HRE (ng/ke)

ox; 1 R, BB G5% B

B e

PIE 1 2 3 4
A <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)
=il <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)

Y| A 0.029+0.013(4) 0. 005+0. 002 (4) <0.004(3), 0.007 <0. 004 (4)

J K ¥ ik <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)
IINBG <0.004(3), 0.006 <0'00if%ii50'005’ <0. 004 (4) <0. 004 (4)
A <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)
=il <0. 004 (4) <0. 004 (4) <0. 004 (4) <0. 004 (4)

K i 0.037+0. 013 (4) 0.011=0. 008 (4) <0.004(3), 0.030 <0. 004 (4)

V-1 — N <0.004(2), 0.005, <0.004(2), 0.021,
B fik 0.020+0. 013 (4) e 0. 092 <0. 004 (4)
JINIES <0'Ooifiik)o'007’ <0.004(3), 0.006 <0.004(3), 0.007 <0. 004 (4)

BT XUX B £SDA R L. FEINIT R A & =T,
BB, ETCORKICBWTONMENEESN TWAEAICOI, FHEESDERE L,
TEERER : 0.004 mg/kg

@ WHA (RVAH A UFER, (KESTI~643 kg, ME4EH) (€Y7 V K7 = UigE%
BRIy & T DR AKREAIZLA2[E, A MG DS (1mg/kg RE/E]) L, #&
HBRIA12, 24, 36, 48 UNGORFEIL N N Fefedk 56, 12, 24, 36, 48, 60K UNT2HF
ISR L= FIC BT 207U R R OREIM-1 O3 B 4 LC-MS/MS THIE L 7=

(#5) . OKRBHFEEEL 2022)

5. WHFICEY T Y M7 UREASAMR AR GROATOEY 7Y FROIREHYM-1RE (ng/ke)

SAKIPSE
EY 7Y KR AEHIM-1
12 <0.004 (4) <0. 004 (4)
N 24 <0. 004 (4) <0. 004, 0.005(2), 0.007
E?ﬁﬁ” 36 <0.004 (4) 0. 0060. 001 (4)
48 <0.004 (4) <0.004, 0.005, 0.006, 0.009
60 <0.004 (4) <0.004, 0.006, 0.007(2)
6 <0.004 (4) 0. 008=0. 002 (4)
12 <0.004 (4) 0. 007=0. 002 (4)
i b 24 <0.004 (4) <0. 004 (4)
Hﬁ*;iié?ﬁé 36 <0. 004 (4) <0. 004 (4)
o 48 <0. 004 (4) <0. 004 (4)
60 <0.004 (4) <0. 004 (4)
72 <0.004 (4) <0. 004 (4)

AT TSl £SDA R L. FEIMPI I A A =9,
B, ETCORKICBWTONENEESINL TWAEAICDO I, EHEESDERE LT,
EEIRS : 0.004 mg/kg




@ WHAF (RVAZA FER, 4~6klin, (REBT3~698 kg, ME45H) (ZEH TV K7
T UBBE A AR T AR O BERIZ 1200, 3H BERERE D &S (1 mg/kg R/
[) L. #ERE12, 24, 36, 48K DNGORFE I N ik 56, 12, 24, 36, 48,
60 ONT2RERIRR ICERI L 72 FLIC BT 27U R RO PM-1 DR FE 2 LC-MS/MS T
HE L (3R6) . CRKFEHFEEER, 2022)

#6. WIFICES T N7 = U3 AR AR GROALTOEY 7V FROEHYM-1RE (ng/ke)

ST RIS
Y7 YR HREPN-1
12 <0.004 (4) 0. 006=+0. 002 (4)
N 24 <0.004 (4) 0. 008=+0. 003 (4)
e 36 <0.004 (4) 0.010+0. 004 (4)
48 <0.004 (4) 0. 009+0. 003 (4)
60 <0.004 (4) 0. 009=+0. 003 (4)
6 <0.004 (4) 0.013=+0. 006 (4)
12 <0. 004 (4) <0.004, 0.007(2), 0.014
. » 24 <0. 004 (4) <0.004(3), 0.004
Hiﬁii%é?@é 36 <0. 004 (4) <0. 004 (4)
o 48 <0. 004 (4) <0. 004 (4)
60 <0.004 (4) <0. 004 (4)
72 <0.004 (4) <0. 004 (4)

I IO E OIS EE ESDE R L, fEIMNIT A E 2 =4,
BB, ETOREKICBWTONMENEE SN TWDAEAIZO I, EEESDEFH L,
EEPEA - 0.004 mg/kg

F3I~6DFRREHBRAE RS . AL IERG. FFlg. B Ig &L OV NGz W Tl ke 5-
1A%, HIZHOWTIEEERG6 U2 ZICB T 257U REOIEHM-10 5
HEEE OB +3XSDE 2B L (3E7),

) 7Y FROREYN-1OEFHRE 2 B 2B L CFEE+3SDOE 2R, £ DOfE
7R L TR R R LT,



7. FICBTHEY Y R EOMGEHYN-1 D45 5HEE OHEEE
‘ o Sl SD EH)fE+3SD | SE4 Ml 4 3SD
?%% b :E/\zj\\ ) FJMJ‘E%%?Q} (j?g/lj;) (mg/kg) I(mfgbkg) Tr(mgkg)
AR GRHEE (mg/kg) e O
e <0.009 (4) - -
NEN <0. 009 (4) - - - -
%3 | AFWEE | 0.098, 0.095, 0.055, 0.038 | —2.717 0. 458 -1. 342 0.26
BXBE | 0.017, 0.038, 0.024, 0.013 | -3.841 0. 445 -2. 507 0. 081
/M | 0.016, 0.038, 0.013, 0.016 | —-3.966 0.473 -2. 546 0.078
Al <0. 009 (4) - - - -
NEN <0. 009 (4) - - - -
%4 | AFWEE | 0.077, 0.053, 0.078, 0.102 | -2.583 0. 269 -1.776 0.17
g | 0.015, 0.027, 0.024, 0.055 | —3.614 0. 543 -1. 983 0.14
/N | 0.011, 0.016, 0.009, 0.013 | —4.396 0.231 -3.704 0. 025
#5| 0.009, 0.013, 0.013, 0.016 | —4.355 0. 226 -3.676 0. 025
76 A 0.015, 0.019, 0.020, 0.034 | -3.825 0. 346 -2. 788 0. 062
1) HLSMZOWTIE, REEG1IHZRORRIREN OHEEMEZ R L,

FLIZOWTIE, BHEZOERRICOWTHEMZREH L, 205 bixb @\ Ml & SRR E O
RILEF 22 L b Uis (555 Aol 5120554, 6« Fofid 5-6/EI%)
12) REMIM-1DEEE T, HEAREL. 3452 FIWTEY 7 U RO ICHE L7 HE -,
IINHEDN EBBARM OHEIL, TV 7V RIZOWTIEEERAOME (0.004 mg/kg) %, R
PN-UZ DWW T ERIBAROME (0. 004 mg/kg) 1THABAREL. 3452 FIWTEY 7Y ROPERE |CHUE
L7-f& (0.0054 mg/kg) & A7~
FEIMNIIR RS Z T,
S Raancuch

® B (FT77 Ly FER, A~ 185k, (KE387T~510 kg, MEREK OFBMER 15/ 40)
(YT NI B E AR & T AR OG- A 3 H MG 0 &5 (2 mg/kg
RE/[E) L, kb1, SKUSHBICERIL-/, I5lh. I, Bhs& OVNGIC
BIFDHEFTY R o B R OEIIN-1 O I E 2 LC-MS/MS THIE L 7= (3%8)
KFRHGEE L, 2014)



F8. BIZEY TV K7 = U Weth %3 B IR O & 5% 0k o
Y7V R o ek R OG- 1R (mg/kg)

st | B 1 Wﬁ&fﬁaﬁ -
Al 0. 006=+0. 002 (3) <0. 004 (3) <0.004 (3)
HEW 0.026+0. 020 (3) <0.004(2), 0.004 <0. 004 (3)
TYTY K i 0.13 +0.015(3) 0. 020=0. 005 (3) 0.0147+0. 007 (3)
=g st
R ik 0.025+0. 004 (3) <0. 004 (3) <0. 004 (3)
/N 0. 009+0. 002 (3) <0. 004 (3) <0. 004 (3)
e <0.004(2), 0.008 <0.004(3) <0.004(3)
RERS <0.004(2), 0.009 <0. 004 (3) <0. 004 (3)
-1 | ATl 0.035+0.021(3) <0.004(3) <0.004(3)
5 ek 0.023+0.019(3) <0. 004 (3) <0. 004 (3)
N <0.004(2), 0.011 <0.004(3) <0.004(3)

BT E ST £SDZ 7R L. 5PN R A 27k,
B, ETCOREKICBOTONIENEEISN TV DIEAICOL, EHE+SDERE L,
EEIES 0,004 mg/kg

® B (77 NHE, 3~11i%n, KRE432~520 kg, MEMEN OVEEAMES 196/ 85 5)
(ZEY Y NI = B Ay & T AR OB A 3 H R 05 (2 mg/kg
(RE/A]) U, e b1, 3RO HBICEREI L=/ A, B50G. e, Bk OVINGEIC
BIFHEV U K7 Ui K O IM-1 DR & LC-MS/MS CHIE L 7= (3£9)

(RGRHEEERE, 2014)
9. BIZEV TV N7 =4 3 A Rk 0 & 5% 0k O
Y7 N7 = R R OMGHPM- 1R S (ng/kg)

Syt | sk 1 AR :
e 0.012=0. 005 (3) <0.004(3) <0.004(3)
RERS 0.038+0.018(3) <0. 004 (3) <0. 004 (3)

EH 7Y K m

P Ji Mk 0.36 +0.046(3) 0. 024+0. 006 (3) 0.012+0.002(3)
Mk 0. 061+0. 006 (3) <0. 004 (3) <0. 004 (3)
/N 0.024+0.012(3) <0.004(3) <0.004(3)
Al <0. 004 (3) <0.004(3) <0.004(3)
NEN <0. 004 (3) <0. 004 (3) <0. 004 (3)

REPM-1 | ik 0.046+0.038(3) <0. 004 (3) <0. 004 (3)
5 Mk 0.039+0. 028 (3) <0. 004 (3) <0. 004 (3)
/N <0.004(2), 0.013 <0.004(3) <0.004(3)

A XTI STl £ SDZ2 R L, 5N R A 2”9,
B, ETCORKICBWTONENEESN TV AEAICOI, FHEE+ESDE R L,
EEFRA - 0.004 mg/kg




F8 M NODFRBRERFE RO AL BB, IFle. B OVINBIZ DWW T, ek
H1H#%IZE

FHEY Y R EROEIM-10 5

FHREE DO SERIE +3SD 2 FH A L 72

(#£10),
#10. BIZBIT2EH 7Y REOMREHIM-1DO A FHEE OHEEE
. et e IS SEEY SD SEHIfEA+3SD | SEEE 4 3SD
PR gy | 770 NI o) | o) | oath | (oo
kR ARHEE (mg/kg) SR M B
Gl 0.010, 0.016, 0.008 -4. 544 0. 339 -3.526 0. 029
=51 0.017, 0.046, 0.014 -3. 817 0. 645 -1.883 0.15
78 | Tl 0.108, 0.182, 0.126 -2.001 0. 270 -1.191 0. 30
5 ik 0.030, 0.080, 0.035 -3. 134 0. 529 -1. 548 0.21
N 0.011, 0.023, 0.011 -4.271 0.433 -2.971 0. 051
fih A 0.016, 0.015, 0.010 -4, 323 0. 292 -3. 446 0. 032
RENh 0.035, 0.041, 0.018 -3. 526 0. 445 -2.190 0.11
#£9 | Al 0.260, 0.401, 0.258 -1.205 0. 253 -0. 446 0. 64
R ek 0. 055, 0.135, 0.092 -2. 430 0. 456 -1. 063 0.35
N 0.030, 0.034, 0.014 -3.711 0. 468 -2. 306 0. 10

E) BV 7Y R o R R OMREHIM-1 O 1T, L F 2250, 687

7'V ROPRREEICHE U=l %2 v,

ST E DS E &
\ZHUEARE0. 6872 FHHWTET 7 U ROPREEICHE L7 (0.0027 mg/kg) % . fUHPM-LIZ DO
TILEREIRF OME (0. 004 mg/kg) |THLEARELL. 345% FHWVTEH 7 U RO ZHUE L 7- 41 (0. 0054
mg/kg) &z,

5. ADIDEEM

B EIEARE CERRIGHEIEATE485) 45 H1HE
EebhbTEREZROT-EY 7Y NICIR DA

N

VAN QAYA)

MR - 3 mg/kg KEE/day
M7 > bk

R
(FREROFESE) FEN

(B Hi)

(Fe5-771k)

(D)

LR - 100
:0.03 mg/kg fRKHE/day (= 7) Ry gL L7Q)

ADI

104 5]

AR

B/ Y8
P =2 ;'EI-S A

[BARNG DAL, T ) K7 = VRISV TIEEE

O, 345 W TEY

=R OFE (0. 004 mg/kg)

L5 DREICHES X, Rl eZ
A SIANGNIY N RS SRR RS

RIARUVZ Y F2AVEESAMRRICEODTHBRERUVBERIRSBERICESRD
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