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7/16



RET—H—F EIMSD A

Moxifloxacin Solid Formulation

IRES WETA: BRES ATEIZRET A: 2023/04/26
6.0 2023/09/30 1731679-00014 #E4{ERB: 2017/06/05
2EsE (RA) : LG50 (T k):> 5.8 mg/l

BREERME: 4 h
HERRE MLA/S X+

SMEE BR) : LD50 (4): > 2,000 mg/ke

REREERHE
FIRATRGERICEDRYDETERL,

H5:

Moxifloxacin HCL:

"@ DoyX
GRS L REREE L

RICxd 2 EELTBENEIRFIEME
AR 3%
%

Moxifloxacin HCL:

"%i L =S
FER . PEEORFE

RIS 35 BRVE 1 SIS R S 11

RERES

FIATTRESIERICE DR Y RFETERELY,
PR 25 R E 1

FIFARTRE A IEMICE DR Y DETEAL,
AEHRERRY

FIFARTREAIEMICE DR Y DETEAL,
By

Moxifloxacin HCL:

in vitro TOEIGEMN D HBRA AT MAEMERV S EIREREEFER (AMES)
BER B

HEBEA T in vitro LEKEERE
55 patt

HERZ A T in vitro MELBYHIEGFERHR
R

8/16



RET—H—F EIMSD A

Moxifloxacin Solid Formulation

RS WETA: BEES: AIERET B: 2023/04/26
6.0 2023/09/30 1731679-00014 #EERLA: 2017/06/05

ERERA 4 71 in vitro /MZERER
R 2

in vivo TOEEEMN D RERA 4 T HELEYARMmMER/ N ZERER (in vivo HifaE R
E%)
REEK 0
$ER: 2k

)0—X:

in vitro TOEEEMH D R T MEMERAVWDEREALTEAER (AMES)
R 2k
HERS A T in vitro HELEYMHIREGFEEHER
R fE

in vivo TOEEGEMN D HRERA 4 T HELEYHRMmMER/ N LERER (in vivo MRS R
E%)
E: 79X
REZR SRAHAATEIGE
R =

BHEAM

FIFERTREAIEMICE DR Y DETEAL,

By

) O0—X:

L A

BEZ2% D BRAIAATEGE

YA 1258

R D EH

£EEt

BEADEZEDEZTNDEEL,

By

Moxifloxacin HCL:

EIRICHK T 58 D HERA4 T 2REEN / VEHERLE
B oy bk

BREZEK &0
HHEH: LOAEL: 500 mg/kg AE
R IREADEE,

RREDEBT~DEE D BB T RENELVRERE

9/16



R&T-—%—t CIMSD /A
Moxifloxacin Solid Formulation

RES ETH: BEES: BIEIRETH: 2023/04/26
6.0 2023/09/30 1731679-00014 #EERKR: 2017/06/05
B Y

®’E5RRE: 20
FAF M NOAEL: 10 mg/kg AE
R s

HEA 4 T ZRBNB L UBRREE
& oY x

BE&K: HiRTE

FAFE M LOAEL: 20 mg/kg AE
fEIR: BT

HBESEE-7TERAADF . MERRICKDERBICEZENHDIZEN—EILEEINT
L\%)o

)O0—2RX:

IFRICx 9 S E D REBA 4 T —tHRAEEEERER
B Sy bk
BRERR: SRHDATEEE
R =

BRORERBE~DZE C BB T 2REEN / VERERE
B oy hk
BRERE: SRAHAALTEEE
R 2

HERMBEREE (EEER)
FIATREGERICEDRYDETERL,

FERNBSBSTE (RETCE)
RHIcH-5. RIFREEFLLBICEYRESE TR OEFEOS T,

B

Moxifloxacin HCL:

IZ R i 25 D B
TEAAD R D RECh=5. XIIREFCBIZK2BROEEDS 1,
REELESEM

B

Moxifloxacin HCL:

2 AV
LOAEL ;100 mg/kg
BEZK 0
YA . 458

10/16



RET—HRI—F

Moxifloxacin Solid Formulation

€ MSD [} e

IRES WETH: BEES: ATEZRET B 2023/04/26
6.0 2023/09/30 1731679-00014 WEERR: 2017/06/05
L AR
NOAEL 100 mg/kg
BEZE® #n
YA 13 &
HZ R i 25 FFF Ak
JiE 4R FFig& &
FE 5wk
NOAEL 20 mg/kg
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el E LTHREISh TGN
BESEERVUBLLEOLICEY 5k

(F 5 R A%
18 f s
PRI R U TR MR I T A

MERBHAREY (@ - @A)
JEEZH

FEMERFHRERM (@ - AR
JEERH

BEEVOLEBE ERICET HiER
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R—2ILE I VRRIMNEEYER http://echa. europa. eu/ D&
REER

URIN—=C 3 UL EESNRBEANETE 2 KR THRARTEINATVETS,

Bfif72+—<v k . #/B/H
ZTDHDBEEED £

ACGIH © ¥E, ACGIHFRFEBAME (TLV)
ACGIH / TWA © 8 M. BERMNEFEH

ALIC - A—RX PSS UTDIHELZRAUAD R ANIT - TS5 D)LEREERE . ASTM - XK
EMHHRGS, bw - (KE; R - EH M, ZERME, £EEUELHLESNHYE: DIN -
FAUBRBHEERE DSL - ERYMEV R+ (BF %) Ex - FED XhORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFTEEZONDHEFTEE, EnS - BERHOR T o
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREERIFTEEZONDRL
RHE; RG - REWEOFEIE; CHS - HRF[IM X T L GLP - HEREMEHRE: 1ARC - EFR
NATRZTEE, [ATA - EEMZEERS IBC - BRIEFROESBEEEXZD-HDOMMOEE
RUREICET 2ERRHRAI; 1650 - 50%fEEIRE: ICA0 - EFREMMZEMES: IECSC - HEIR
FLEMELE: M6 - BB LERYMAIE. I - ERBSEHE. ISHL - FTBReEEE
(BA); 1S0 - EFR#EEHE. KECI - REBRFCLFMESRE: LC0 - 50%BILRE, LDS0 -
50%EEE (FHEIEE)  MARPOL - MfIC & 5 DMILED-HDEFRRER, no.s. - I
MBNATINA TS L DZERRC: Neh - FURR NOWEC - BEZMHFZERE: NOWEL -
BESMFZEL AL NOELR - EEEULEARES NOM - A2 AKRA NTP - XEE
REM IO S L NZIoC - Za—2—F U MMEEME AR, OECD - #ZFH NOBAFME, OPPTS
- EEMEZREMN - 8FHIER, PBT - ORI - ARERNE - AFHEWE) © PICCS - 2
1 VEVLEMEA AR R —! (OSAR - (EEH) #WETFMHEE, REACH - {LEMEDOE
$k. sTffi. B WH I UEEH (REACH) (CBI¥ H#RAI (EC) No 1907/2006; SADT - B hnEEs##
BE SIS - RET—2Y— b TECl - 2 A IZBAFDILENED A R k1) TCSI - B&1E
EMEA R M) —; TDG - fEEYE@E, TSCA - HEMERGE CKE); UN - E&E; UNRTDG
- EFESERYEZES. VPB - FREICHIMRUFEICSERME, WIS - EXRGRIRA
EEMERR AT L

CNRET—AI— LT ISDS) EWVS) CRET HEHR(UT TRFEHR) L0V S) L. AEE
BERIZENT, BHOREOMB. FHR. RUESDILETERTHDILHHLIZEDTT,
AERIE, HRORLAEIEKL., FH, LB, R, @E. BRERVRRICETIHNM 4R E
LTOAMEE SN TEY . OHELIRIEXITHEREZLTEDOTIEHY FHA. RERE.
SDS DEEZEICREINTUVAIHEINLHRZICEITIENTHY . YZALKLSMOMG LHAE
HET, RFTOERPTHEAINSIGE. AXFICERNLZVEY .. B4 5 A0 a e
NHYET, REZOFERABELMICEVNTIE, RERRUHREZRIEZEHAT 255812, FAES
MORBERICHEITH2ARHULOEYHFHEEZEH T, FRABRUDERT H5HETOEEDIRR
[CEFTHARERZOEIFL. FH. VLB, RUREICOWNT, ERELET,

JP/JA
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