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P202 £ THREFEFHHEMIT HAETMYHFRDEN &,
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P264 Rk LMEIEIREHE K <ES 2 &,

P270 COELZH#ERTHEEIC, MEBENIFEEE LGN
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P280 IREEF R REKR REEE REEETERTHL,

CREE:

P301 + P312 + P330 BRARAATEBE : [ONELE EIIER
ITERTHE, OFTI L,

P305 + P351 + P338 ERICA 2 1-1B4 : KTHORBIEEE
52¢, RZaVEY PLURFZFFERALTWTAESIZHE S5
BlIENT L, TORIESFZEHRTHI L,

P308 + P13 (XK BEXIXIELK BENBESHHZ5E - ERIDDZE
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LEME - BEEYMDXF BEY
5
(==X CAS HBS SE= (% w/w) BEIRAREE
H5
Moxifloxacin HCL 186826-86-8 >=40-<=70
+)IO0—X 9004-34-6 >=10-<=30
4, [HRWBE
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ERLEZRITS,

RARAATGE D BRBHFRAALEGE, BREICHMAEGZL,
ERLEZEZTS,
KTRAZLLTT L,

BENGVES, ORI EZAG NI &,
AMERRVEBREERDER @ RARATERE,
LEELGHIRENR AR
IBRADEBEZEDETNDEEL,
R#HIZH=5. RIFREFLLBICEIBHROEZTOEZEN.
BREEZY 2EDRE : H THARZRTELCDREITERELL., HEIATULASER
ERZFERATH L. BROTFRENHSHBEE. HESD
ﬁ@&@kﬁ%ﬁéﬁﬁm & (HBE8 %M .
EEIC T ARAGIEEE ¢ XHREBSIUMEREZERZITHC &,

5. KKBDEE

WY 73258 A H o JKIESE
it 7L a—JLiasE kil
ZEgkixz*E (C02)

BRI A H
5> TIXR B 7ELVH KA AR L,
HFEDORIREEN D RBEERYM~NDOBREIRRICEERITEEAH D,
HEREEIEY D REBREY
BHEDHKAE D RGO EFDREICE C CEYGHEKFRZRANS,

KEAHDBRERENT H=DICKEEET 5.
RETHNERBEI VT HERKBEN BT,
RigMhoRESEHDHZ &,

HRETSEDRE DORKFICIE, BRRTRSBEEERT 5

3/17



RET—HRI—F

€ MSD [} e

Moxifloxacin Solid Formulation

RS WETH:
8.0 2024/09/28

BBEERE:
1731679-00016

AiIERET B: 2024/04/06
#EERLA: 2017/06/05

REEZFERT Do

6. IRHFDHEE

AEIZT 5 FREEH, RKE

BRURIFEE

REICHY 2FEFEHR

HLADOERVHEDFERD

22

REEZERT 5.
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RE~DBHZEREITSH &
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MHAZE L CERTEZWMERIE, HABBKICERT 5
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L. BEY S,
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FREFIE, EXEHEER. EXERELEERFIOFEROL
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rRE
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ERELTRET S &,
EEDOHREIZR>TRET 5.

EMEZIEYME D ROBEBEEEVOL LITRE LG
sRERALH

RERBFHRAEMH D ESRBUVWME NIRRT L,

8. [F<EMILRURBIHE

ERRBICE T IR RBRR/FERE

5% CAS = 1R (REW | EERE/REE | HA
fE) HE | R EE
Moxifloxacin HCL 186826-86-8 | TWA 1000 pg/m3 (OEB | NEB
1)
+)La0—X 9004-34-6 TWA 10 mg/m° ACGIH
BRAEE D RAYANDOBEHER/MET BICIEETRIREL MM Y O
—ILEFEARALET,

B, RXEBFVRREZRET SO, £T00=7 )Y
TEBIRBREICI YRS A, P BRICHEVERES L

BBENHYET,
RER
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THEHA FS4 Vo OERANDIEL BATRSIN-BAF, T
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FOHRER
ME D EREFR
RORER D A RU— LR EREREL LTV ILEERT S,
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W ENRET ZEEIX. BULEI—JILEERT 5,
MLA. SR, HLKEI7RYVILIZENEESLSINS
ATREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFELD
L7z —REOTOTF o avEBERALELLES,
EERUVEBARDRER D AZ74—LELCIEERERI—FEFEALEL LS,
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RIFHEE
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10. REMRURGHE

RIS RIGHERE L TIEREI ALY,

LR E S BEDIRETIELE,

fERAE R TEES BOBIERIERICT DI ELAH D,

HTHREEY MELTL,

BMERYE 2|
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AR H I RERROER @ KEEHM

EE
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2MET &0

2%,

Moxifloxacin HCL:
2EEE E0)

o

SMEMHEEE 1,886 mg/ke
HiE HEICKDAE

LD50 (S5 k): 1,320 mg/ke

LD50 (=¥ R): > 435 mg/kg
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LD50 (H-JL): 1,500 mg/kg
) 0—X:
2EEE @&0O) © LD50 (v k):> 5,000 mg/kg
2MEE (RA) : LC50 (5w k):> 5.8 mg/l
PR 4 h
HERE MLA/ZR b+
alEYE BE) D50 (*H): > 2,000 mg/kg
REBERYE /R
FIATRERIERICE DR Y DETERLL,
B4
Moxifloxacin HCL:
"@ DoyX
fER D EERIEAZL
RICxd 2 EELBENE IRFIEME
AR 33K
By
Moxifloxacin HCL:
"@ L S
fER D hEEORRH
FEOR 35 BRVE 1 SIS R S 11
RERAEM
FIATTRETIERICE DR Y RFETERELY,
PR 25 R 1
FIFARTRE A IEMICE DR Y DETEAL,
AT RRY
FATRELIERICEDCRYSETERLY,
B
Moxifloxacin HCL:
in vitro TOEEEMH D BB T MEMERA NS EIRERE EHER (AMES)

R B
SRERA 4 71 in vitro 2 EIAERFERER
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R e
HEESZ A T in vitro HEEBYMHREGTFERESR
R 2
SRERR 4 71 in vitro /MEELER
R 2

in vivo TOEmEM D BREEA 4 T HILEYARMBER/MZERER (in vivo MRS
E®)
BE2K: &0
R e

) O0—X:

invitro TOEEEM D HERA A T MEMERA VS EIREARETEHER (AVES)
R fE
HERA A T in vitro BEBYWMRECTFEESER
R 2

in vivo COEEEHE D BB 4 T EEL B SRMmMBR/ N LERER (in vivo MifaEER
E%)
= Ayl d
BERE: RAAALTEEE
R e

BHAM

FIATTRERIERICE DR Y DETEHLY,

B4

)O0—X:

2 D vk

BRERR D BHRAALEEE

IR EEEERE ;1258

R DR
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BEADEZEDETNDEEL,

By
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AREBME - TERAA U

£)O0—X:
ERIC X3 B2

FERMESRSE (BEEIXCR)

H5E 3 LOAEL: 500 mg/kg {AE
R READEE,

HER4A4 T ZRWELUVUBRERE
& Y

BE&K 0

F 4 FE M NOAEL: 10 mg/keg AE
R et

HERAA T ZRWELUBRRERE
g oy x

B 528 IR E ST

FHEEM: LOAEL: 20 mg/kg A=
fEIK: BEEFR,

BMRRICLDERBICBEZENHSEN—IIAFESNT

AF

MRS A T — MRS MR

B Sy bk

BRERE SRARAATEBE

R e

HER4 4 T 2HEeh / VHERE
B oy hk

BE5ZIK: SRAAATEEES

R e

FIRATRE L ERICESCRY DETER,

FERMBSRSTE (REICR)

RHAICH=5,. XEREBEECEICKVIERE GFR) OEFEOS TN,

%2

Moxifloxacin HCL:
1ZRORE AT

TEAA
REREEMN
5%

Moxifloxacin HCL:

R A

RHIzH=5. RIREFE LB SEHOEZTDEZEN,
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2 Zwv bk

LOAEL 100 mg/kg

B E5RR #0

A% 55 o 4 &

& Zv bk

NOAEL 100 mg/kg

B 5 #Eg #0

B 25 B 13 &

gl e FFF Ak

9iE K FF B 2B

& Zv bk

NOAEL 20 mg/kg

B 5 #ER #0

IREZE R 6 4 A

gl e FFF fiek

9iE K P ik i 22

i HIL

NOAEL 50 mg/kg

B 5 #E #0

iR & B 4 &

JiE K BEZEILEL,

i HIL

NOAEL 15 mg/kg

B 5 #ER #0O

A% 55 o 13 &

iR HIEE

JiE K N& it

i HIL

52K #0

YA 26 &

IZ RO AR FFF Ak

JiE K FFF Bk 7% 28

£)0—X:

& Zwv bk

NOAEL >= 9,000 mg/kg

B 5 #Eg BRARAATEEE

A% 55 B 90 Days
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BAABEEN
FIRATREISIERICE D KRR Y pETEALY,
ANEIZHT 2 REBHER
By

Moxifloxacin HCL:

“ﬁﬂﬁhﬁ%é

fER: HER, BRE R HFL, PRHER~AOZE, B

bR

12.

REFERR

BB - SR
5

£)0—X:
"Eﬁﬁﬁ

R
F—a1L
HiRhOBEE
F—a1L

T UR~DEEKE

=
thoaERE
F—anL

LC50 (Oryzias latipes (F1A 4 H)):> 100 mg/|

BRERRFA: 48 h

®E: BT IMEMTONT—RIZESL

R Zo MRt

13.

BELOIE

BT E
RREEY

75 BIRADRH ISR WNLST B,
BREMET KA L TEHGE 5L,
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BRERBRUAE EORBIE. VHAIOLFLEIREOEOIZ, BAIEZIT1-

BEENMVNEEXEIZRTTET S,
HICHEENEMEGE. RMEAMELTERET S,

14 X LEDEE

E R

fes_E #43% (UNRTDG)

EEES EZY

EE#x 4 (Proper shipping ey

name)

[E&E 548 (Class) JEEZH

B fE& T (Subsidiary risk) |4

AEFEMR (Packing group) EZY

S AR)L (Labels) EZY

REAEH Y

finZe#ax (1ATA-DGR)

UN/ID &5 (UN/ID number) FEFH

EE#% 4 (Proper shipping JEZE

name)

EE 548 (Class) e

Bl fE&E (Subsidiary risk) IS

B 255 M, (Packing group) Y

S AL (Labels) FEERH

waEr (%) (Pack- JERZE

ing instruction (cargo air-

craft))

WatEr (REH) (Pack- JERZE

ing instruction (passenger

aircraft))

& L #gi% (IMDG—-Code)

EEES JERZE

EE#i% 4 (Proper shipping JEZE

name)

E&E5 48 (Class) e

BlRfERE EZE

BERER JEZH

SN Y

EmS a—FK JEZE

BESEME RY - F&D) Y

MARPOL 73/78 MiRE I1 RUF IBC aA— FICK A X SWMAMEShHBAEME (Y - EZY)
g S IRBORRICFTIEZH,

[ P

EOREDERG L. HE 15258 5,
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A DRERE
JEEX Y

15, BRZES

BEER

HRGE
fEl&¥., IBEMRMIZEZE LA,
(573
BEEEYE. ERIEEYME. BAFMIEEMEITZA LG,
FERE/EE
WEENRREILEIhIE5ED
Y
HEDHAZZITHIREHFED
Y
BEESHLEHARYE
JEZE
ZERMOEH L -tEME (BREFLEEDHE)
JEZE
ZERMOZOH oLh-LEME (FHREHIEEYE)
REE:
1—249078E)L—6—2)LA0—8—A XL —7— [ (4a
S, 7a8S) —A44EFOF@on [3, 4—b] EYLr—6—o
L] —4—FFvY—1, 4—2ekrFax/Yo—3—hILRUEE=—
1EER IR
EMELEENITRELERDREVEEY
Y
EMELERTIREEERPREVESY
Y
“ REFEELEDE FEEHOREREFOFEABEYE (FBRLBTERAE D4 &N 2)
Y
RARMYE (HFEREBERAESTTED2)
JEZY
HELEYMEREEFRRA
Y
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sSSP RIRRA

JEERH

7 ILF IS EFRRA
A

FHRBEHPEFHRA

JEELY

FERLE/MEEZETS - NRE— (BEY)
JEELL

SR UVRIMEHEE

JEELL

LM EEHINEERREER
JEELL

BEHRARRE

I

VE 108 35S

I

MR L%

fEEm e LTRSS ATV EL
2ok

fEEmE L THRElShTULVRD
BEERERVELKEOHILEICET 5k

£ 5 EAEE : ERAMEIZIEZY LA
ERREE RS DOEEEEMEICEEZY LN
FREE R Ul ¥ PR 3R I

FREMFBAERA (G - BAZA)

Y

BEMERBHERE @A - @A)

JEZY

BEEVMONEBEER VERICET 552

EEXREY

COHEBOFESICODVWTEEAS URY M) —~ADRBEIHER :
AICS . AE

DSL . AE

IECSC S N
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MBS HETA: BEES BTEIZRETH: 2024/04/06
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16. ZDHhDTER
5| sk . BHE#MT—42. EME DS [EH I F—4 . O0ECD eChem
R—FILE X UBIMNIEEWER http://echa. europa. eu/ D&

URIN—C a3 U ERSNEHRBFANETE 2 AR THRARTINATLES,

B Z7+—<wv b . #/B/H
FDDIREENDEX

ACGIH . KE, ACGIH[RFREAME (TLV)
ACGIH / TWA D 8 HEfH. BREIMET

ALIC - A—RX FSUTDIEILFERASA ANV RY; NTT - TS5 D)ILEREEMES, ASTM - K
E# RGBS bw - KE; OR - A, ZERE. £EEUENHDIE SN EME; DIN -
FaURKRBEELE, DSL - ERYMEYR + (74 Ex - FED XhORGERIFT EEZ
BNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BREHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIFTEEZONDRL
R&R, RG - REAMLOFEIE; CHS - HRFIM X T L GLP - HEREMERE. [ARC - EFR
DATRRHE, [ATA - EEMEEEHS IBC - BRIEEKOESEEZD-HOMMOEE
RURBICET 2EREMRA; 1650 - 50%EFIRE; 1CA0 - EFFREMEKRES: [ECSC - hER
FleEHERER: ING - EffELERYAE, IN0 - ERESEHE, ISHL - s@RE/EEE
(BF): IS0 - EFZECHME. KECI - REBRFILFEMERE: LC0 - 50%HIERE, LDSO -
50%HEE (FHBIEE)  MARPOL - MfHIC K DB DMILD=HDERRSER: no.s. - I
MmAMNBARSNTVESEDZERC: Noh - FUREA NOAEC - BEEMZERE, NOAEL -
BAESMHRZEL AL NOELR - EHEEMLERKFES NOM - A28 NTP - XEE
REMTOU L NZIoC - Za—D—F v MEEWMEARIR: O0ECD - EFH NHEAFMME, OPPTS
- LEYMEREMN - AFWILER: PBT - #oOMRMEN - ARBHEN - HHME WE) © PICCS - 7
1 VEEEMEA AR P — (SRR - (EEH) #EEMHEE, REACH - {LEHMEDE
. FHE. B WHELUEHE (REACH) IZEI¥ 5#RAI (EC) No 1907/2006; SADT - B EZNES#E
BE, SIS - RET—2Y— I TECI - 2 A IZREFDILERMED A VR R TCSI - B&1L
EMEA R M) —; TDG - fEfRYEE; TSCA - BEWMERSE CKE) ;) UN - E:&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUFEICSEEME WIS - ERSRIRE
EUMERRV AT L

CORET—RI—FUUT TSDS) &0VD) TRMT HFEM (LT TREHR £V D)X, KxEHE
BERICENT, BEOREOMH. FHR. RPEIDLETERTHLEHHLIZEDTY,
AERT. HAEOREGHREWL., FA. LE, RE, #E. BERVRRICETISIHAI TR E
LTOAMERESNTEY. WHELIRIERERERBZLTLOTESHY FEA, KEFEBIL.

SDS DEREICREINTLAIRESNHAICET I LOTHY . ABRAELA/MORA EBAT
HET, XETOERPTHERASADEE. AXPITERNGVRY . ARICEIE G VAETEEMSE
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AHYET, AEROFERBEMICENTE, AFRRVHREZHEZERT 552, TAES
MOEREGICE T H2AHADOBEY LM ESH T, FRESMOERT 2HETORENKR
CEITHAHRBDEK, FA, VB, ROREICOWVNT, HRBLET,

JP/ JA
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