RET—ZV—k €3 MSD /) e

Moxifloxacin Solid Formulation
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1. eZRREUSHITER

LMD ER : Moxifloxacin Solid Formulation

HieEosHaH. EMAUVERES

HEAEDRTATT : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES . +1-908-423-6000

HER AR U ERLOHR

AT D EEA

FEAEDOHIR .

2. BRABEHOEN

L&D GHS 7348

SESEM (#&0O) C EH4
RICKHT HEELGIEGE IR @ X728
Flli

HEEMN W)

RESMESZEE (REEC © X592 #FE)

=)

GHS S RILEHR

BRREXIED VURIL : %

FEMREEE =)

3

fElRA EEER © H302 MARAL EH/E.
H320 BR%%,
H361d RIE~ADEZEDEENDEEL,
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Moxifloxacin Solid Formulation

&S WETB: BEES BIEIRETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EERLB: 2017/06/05
H373 REAICH-5. XIIREEFLLTBICL VRS () OFE
EDHBEN,
FEEE

REXE:

P201 {EAATICEIRERIAEZAFTH I &,

P202 £ THREFEEHAHEMT HETMYRbHIEN &,
P264 Rk LMEITEEZE L <KD 2 &,

P270 COE SR EFATHEEIT, MERIFEEL LAV
o
P280 REFR MREK RERE FREREZERIT LS L,

HREE:

P301 + P312 + P330 kA RAA TGS - [ROMNELE ZIIEE
ITE#KTDHE, OFT T,

P305 + P351 + P33 ERICA - 71=15& : KTHOBEEFE< %
S5C¢, RIZAVEAY FLUAEEFERLTWTERIIHE S5
BIENT L, TDRIVEFEHRITDHII L,

P308 + P13 XK BRIFIEK BNBELHDHI5E | EEIDZE
SFETERTSHI L,

P337 + P13 ERDRIEA R I5E : ERDZER /FEHTERIT
BT &,

RE:
P405 WEfE L TRE T H Z &

B
P501 AEY,  BEERBIN-NEBHERICEET S &,

GHS T ICEEY LR LM DEREEN

HMEZTL,

3. HRRUHSER

LEME - ESYORS HE=gY

5%

L4 CAS &FH 2HE % w/w BERATRER
5

IMoxifloxacin HCL 186826-86-8 >=70-<80

[ tro—=x 9004-34-6 >=30 - < 40

4. HRHRE

1 O A 78

EHDOHZEPL, [NAT CNGNEERFELICEEDSEE
25,
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hR&E= HWETA: BEES BIEIRETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EERLB: 2017/06/05
ERNREICIHEE. FLEARELIHLEHERIEX. EMDIERE
ZIT5,
WA LHE RWAATZIGE . HIBEEIDER~BET 5.

REIZfE LSS

RICA-=5H&

RAAATZGE

AMERRCEREERDR

HEELTHIRER

BREEET S2EDRE

EEIx Y D HAIEREE ¢

ERLEZZITS,

EMLEEE, ELICKREBZRITALSEDKTENRT,
BRLUERBRE I UVHZER <,

ERLEZZITS,

BERADHIIZKRZEZRES .

HEBERY HEICERISHKD.

EMLEEE, ELICZEOKTOLEED 15 HEIBEZ®R
AV
BHCTEREEICIE. 22429 FLUXERY ST,
ERLEZZITS,

RARAATZGE. BEITHEMELZL,

ERLEZRZITS,

KTOz&E<TT

BENGWNES, OroiERIEMBEZIRN &,
BRARAL EFE,

AR

BREADEZEDOEZTNDEL,

RHIIH=%. REREFECBICLIBHROEETDOE T,
HOMSEBFXBELDRLEITEEZIL., HESIhTLER
RKRZFERATH L, BROFREMNHDIEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
XEHERES I UMEREZERTH &,

5. KRKFDIHE

B 75 K

82> TIXR 5 A LVEH KA
HEORBIRAEEN
HERGEIED
BHEDHENAE

HRETSEDRE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H K F

HMERZEL,
RBEERD~DREIREICEZRETEENHD.
S 2ty

BIZOKRR & BHAREIZE C THEYGEXRFRZRANS,
REAHDBHRZANT H5=DICKEEFET 5,
RETHNIEREBIZEI D THERKKEEN BT,
RN BESED L,

KKBFIZIE, BIaXFREBZEERT S,
RERZHEAT D,
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&S WETB:
10.0 2025/06/17

BERE:
1731679-00018

BIEIRETH: 2025/04/14
#EYERH: 2017/06/05

6. IRHFDIEE

AEIZHT 5 EEFEE. RiE

BERUVRAREE

REBICHT HIEEE

HLRAORUVREDFERD

2

REEZERT D,
ZEGRYFLDT 4R (HB T 238) . BAARE
BnfRERICEN BB 8ZE3R) .

RIEADHBHERITH &,

TEEHRELTHG, bNPIEFENELDS,
BRINEERFKEREL. 82T 5,

RENEL CERTELGWNERIE, A BEBKISERYT 5.

ZIEN3 D, JBELEMERBETRVERY ., BYLES
1L, BRET D,

ABBERE. BETIEICE. EHAFEAABIUVEDR
B> TUREBTZ L, ZORBICERIAE=MEIZ DL
THRETHD, ENORANBERININEHET HIHEMN
H5,

ASDSDIEB 13HLVI5I2HENT, WABBRASIUVCED
EREOTEHDY .

1. BEVWRURELDOEE

ks

Bt et s FCEMLERVREREDEDRHERRESE,

BFFEER, £FBRK BYLRBMSEBEDT COAMERT 5,

REeRILIEEIE BRAAFEELY,
R & DiEMEEET 5,
RE~ORBOE-IIREEMEEITS,
WMkWRIEEEELCES 2L,
BISBEAETORERICEDE, EEHOEERLUREHD
ETHEEICEVERYES C &
COHBEFERTIHIEEIC. MBIFEEZ LN &,
FNOCEEYZEHIEL., BE~OBRHEZR/NRICTSELSFE
B35,

¥ fiph [ 562 [ 21

BIEXE BEOEARIZIEEMEADE EBOEEENHIBEF.

EEBFROELIZCTA ISV VI VRATLELUREV ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZZILT B,
FERINF-KRRIEBERT SENEET S &

27U TADHERMEARL—aVIClF, To2=7a
vho—)L, BULGEAERE. BULKRLES K VE
EBREFIE. EXHLEESR. EXERLEEAMOFERDO L
Ea—%8T0ELNHYET,
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&S WETB: BBES:
10.0 2025/06/17 1731679-00018

BIEIRETH: 2025/04/14
#EYERH: 2017/06/05

rRE

REGRESH BENESRILDDONVEERRICANTEL,
fefE L TRET S &,
FEDHEIH > TRET 5,

EMZEYE ROBGIEFHE V> LLITRE LA .
SRERE I

REGRBAEMH BSRVME: FMRGL,

8. F<RMILERUVREIEE

ERREICETIRIHRBRF/HFERRE

5%) CAS &S 1R (RER | EERE/RER | H#
&) #E/FBRRE

Moxifloxacin HCL

186826-86-8 | TWA 1000 pg/m3 (0EB | &R

)

Z)a—x 9004-34-6 TWA 10 mg/m* ACGIH

BRI BEY~DOEHZR/MET BICIXETOREAEMMHa Y FO
—ILEFERLET,
HE. KXEBFLIUVREZRETLH-H. 2T00=F UV
TEBIIRMHRETIZKYERESN, WP EIITHULERES L
LLELHYET,

RiEgR

MRk FARER B LBFRHFKEBEAFRATELRAWES., FHIXEL EFTME
THENA LS4 oOHEEANDEL BNREINBEIX, T
MREREFFERALEL LS,

T4NWE—814F WHFR2A T
FORER
e MEREFR

BRORER Y4 Fo—IL P ERERED LLXT—T I EFRAT 5,
FEREL LIIEERICROSVMRE, S X+, T70Y
W ENKRET ZHEIE, BULAI—JILEERT 5,
MLA. SR, LLLEFI7OVILIZCENERESLEND
AR H DB, T —XP—ILKELLIEFDELD
L7 z—REOTOTFHo avEBERALELLS,

EERUVEBADGRER A= T74—LHLLIEEBRERAI—FEFALEL LS,

9. MEKHRMERMNEE

PIRAKEE
&

A
e
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&S HETH: BEEXS ATEIZRETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EERH: 2017/06/05
LA me
RLoLEVEDIE T—57%L
w7 R R TR0
BRI E R R VB T—REL

AIRE (BR. UKD SIRDfERMEE LTHEESA TGN

aERE GRIR) FT—AHL
IBETEARWER LRR . AIARR
IRREFEDOLER/AIRER @ T—42%4L
&
IREGHEDOTR/ AIRTRE : T—427%4L
&
5l k= D OJEERHY
NERE FT—AHL
pH FT—AHL
REEE F—AHL
BAFENEE F—AHL
FhE
EFE (BhELMEER) D T—=AR%EL
DR
Kia D TF—AR%L
n-A49 4%/ —)L/ KNERIZRH FT—RHEHL
(log &)
RRE D T—AR%L
FERUV/ XITHENZHE
tbE T—ARIL
BE . FT—A4L
R T REBE T—ARIL
IR FNEE DOBEMAL
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&S HETA: BERE: BIEIRETH: 2025/04/14
10.0 2025/06/17 1731679-00018 FE4{ERA: 2017/06/05

[ ek ABGIFERIEEYME L L TIERFEINAL,

NFE L

PR

FFHAX T—AHL

10. REMRUVRGHE

RS RHEERE LTIESESI AL,

LR E M BEOIRETIIRE,

fEl&E E &It AT EE BUVBRIEEIERIET DI ENH D,

WITHEREEH MREL,

R fEIRYE [

BREEL D BERY BIREELG D BERMITE SN TV,
11. FFHEER

AEEME D H S REZEODER @ FHEEHM

EE
RICA-=5H&

SHEEH

MHRALERE,

B

AEE O

H5:

Moxifloxacin HCL:
aMEE @&n)

+)O0—X:
2MEE n0)

2EEE (&RA)

SESHEHTEE: 1,886 mg/kg
Ak FHEICE DA

LD50 (T v k): 1,320 mg/kg
LD50 (w2 R): > 435 mg/kg

LD50 (4JL): 1, 500 me/ke

LD50 (5 = k): > 5,000 mg/ke

LC50 (5« k): > 5.8 mg/|
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REE ;ETA: BEEE BIEIERETA: 2025/04/14
10.0 2025/06/17 1731679-00018 #E{ER B 2017/06/05
MRERFME: 4 h
HERE MLCA/ZXF
2HEE R : LD50 (74 ): > 2,000 mg/kg
REREM. flEE
FIRAATRELIERICE DR Y DFETEALY,
7% 0
Moxifloxacin HCL:
"E R
R D RERBGZL
BRIZxd 2 EELIBGHEBRIBE
AR I3
D%
Moxifloxacin HCL:
"E LY A7 =S
#HR D REEORERE
0% 35 RRE 1 I3 B2 IS R4t
BEEREAEY
FIFRARTRERERRICE DR Y DETELHL,
MR 25 R 1
FIFRARTRERERRICE DR Y DETEAHL,
SEMRERRY
FIFARE R IERICE DK R Y NETELLY,
B4
Moxifloxacin HCL:
in vitro TOEEE% D REBRAA T MAEMERWSEREALT EFER (AMES)

BR Bt

HERZ A T in vitro 2BEHREERER
BER R

HEEA A T in vitro BELBYMMREGTFERSAR
R et

RERAR A4 72 in vitro /NMEERER
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REE RETH: BEEE BiI[EkETA: 2025/04/14
10.0 2025/06/17 1731679-00018 FE4{ERA: 2017/06/05

R 2t

in vivo TOEGEMN D HERA 4 T A EYARMmMBK/MLERER (in vivo MifaE MR
E%)
REZ2 20
R 2t

) 0—X:

invitro TOEEEH D RERAA T MAEMERVLSEREALT EER (AMES)
R fEH
HEEZ A T in vitro BELEYHRE T FERAR
R fEH

in vivo TOEEENE D RERA 4 T ISR MmMER/MEERER (in vivo HiRE MR
ER)
FB:.w9R
BERE SRA&HAALTEE
R fEH

FEh A

FIFAATREGIERICE DR YN ETELLY,

B4

+)l0—X:

i DT w b

BEE®K D BRAFRAAEGE

IR EEREE 71248

R CEM

e

BEANDEZED S FTNDLEEL,

4

Moxifloxacin HCL:

HIRICK S H5E C HERA A T 2HERES / DEIERAE
By bk
BREZK #0
S 5EA: LOAEL: 500 mg/kg AE
R ZREADFE,

BIROEE~DEE D HERAA T ZENSLURREREE
E: T
RERZK 20
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hR&E= HWETH: BHEES ATERETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EYERH: 2017/06/05

F A =1 NOAEL: 10 mg/kg (AE
R 2t

HER24M4 T ZRWNE L URERE
fa:ouX

B 521 8RS

FAFE M LOAEL: 20 mg/kg AE
fEIK: BT,

EEEE-TEAADE D BMERICKDSERBICEEENHSZEN—EIEEINT
L\éo

)0—X:

RIS 82 D REBRA 4T —tHRAEEEEAR
Boy bk
BB SRAAALTESE
R fEH

BIROFEE~DEE C HERA A T ZHERES / MEIERAE
Eoy bk
BERE A RAALTESE
R fEH

FERENEAENE (HEITCE)
FAMRELERICEDCRYDETELL,

FEENESREE (RETCER)

RHITh=%. REIREFCBICIVER BFR) OETOEZTH.

B4
Moxifloxacin HCL:

"#;%aqn@%% C B
TEAAD K D RElIchi=5. XIIREFCBICLIEROEZDSZFN,
RERSEMN
D%
Moxifloxacin HCL:
i AV
LOAEL © 100 mg/kg
B 5 R C#n0
AR 55 R ] 4 8

|| L Sy b
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&S ;ETA: BERE: AIEIZRET A 2025/04/14
10.0 2025/06/17 1731679-00018 #E{ER B 2017/06/05
NOAEL ;100 mg/kg
BEZK 0O
iz 2= R 13 &
ERIE RS o B
fiE K © HEER
i3 D2 vk
NOAEL . 20 mg/kg
BEZH®K DO
A 25 R =
ERIE RS o B
JiE K © FFEER
1 YL
NOAEL . 50 mg/kg
B 5 R C#0
A% 55 ] 4 98
fiE K L BAEEZIEGL,
i B
NOAEL . 15 mg/kg
B 5 R © 0O
BR FE A 13 8
ERIEES . GHIEE
fiE IR o MEnt
L] B
BEE®K D8O
A% 55 R : 26 @
ERIEER o FFEE
fiE K . FFigEE
+)0—X:
2 A
NOAEL : >= 9,000 mg/kg
B 5 R D BFHRAATEEE
A% 55 e ] 90 Days
RAAEEH
FIFAARE R ERICE DK R Y NETELLY,
AEIZHT 5 REBEEHER
B5:

Moxifloxacin HCL:
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&S HWETA: BEES BIEIRETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EERLB: 2017/06/05
BRAAATEIZE DOERHER, BE OBEE OFL, IESER~OFZE, B8
R

y: k=3 : LG50 (Oryzias latipes (F1A & #4)):> 100 mg/|
MRERRERT: 48 h
HE BT smEIEON-T—2IZHE DL

REE - K
B5:

+)LA—X:
"Eﬁ:‘ﬁ’i’l‘i D KR RO,

R
F—a%L

TR BRI
F—a%L

U UBAOEEY
Y
thoEERE
F—BHL

13. BELDOIE

BEHE
EREEY DI EBROREICEVNLDT D,
REMETKABH L TGS,
BRBRRRUVAE D EORFE, VYA VIVFELFEREOLDIC, BARIZZIT 1=

BEEMUEREICRTT 5.
FIHEEANEWMES, RERAGRELTHEET 5.

14, @XLOIEE

El IR
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&S HETH: BEES: ATEIZRETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #E{ERRB: 2017/06/05
f=_E #m3% (UNRTDG)
EEES A
EE#%4 (Proper shipping JEsH Y
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) L
A EE#, (Packing group) LS
S AR)L (Labels) LS
REAEH JEzY
finZ2#65% (IATA-DGR)
UN/ID &S (UN/ID number) LS
EE#ix%4 (Proper shipping el
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) el
A EE ) (Packing group) LS
S X)L (Labels) JEEL S
WaEr (EYH) (Pack- S
ing instruction (cargo air-
craft))
WalER (REH) (Pack- JEEH
ing instruction (passenger
aircraft))
i _E #iz% (INDG-Code)
EEES |
EE#i% 4% (Proper shipping JEER L
name)
[E#E 5> $8 (Class) el
BlRfERRE |
BRFR e
NI JEEH
EmS a—F o JEERY
BETEME L - kD) ¢ EREXG

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FICX A [XBAME S HEEME (BN - EFZY)
s SN REBORERICIFIEKSH,

E R

EnHEDERF L. BHE 15 22HT 5,
DR EER

[
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hR&E= HWETH: BHEES ATERETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EYERH: 2017/06/05

15, BAZES

AR

HRAE

fERY. EERBRYMICERL LB,

L&&

BELFHE. BERCFEYE. BAFMEFMEICKIE LG,
HERE/EE

HNEENRZILEINIEEY

Y

BEDHTEZZTEIREEEY

Y

BEEEHLIEHARYE

Y

EREREOBOHSNT-LEME EIFEtEYE)

Y

ZREREOBHONA-LEYE (HFHEBHIEEDE)

tZ4
1—249070E)0—6—2)A0—8—A XL —7— [ (4a
S, 7aS8S) —A4/4EeFO¥F@pno [3, 4—b] EYLr—6—o
L] —4—FFvY—1, 4—CEerFOX/)o—3—HILRUEE=—
1B EE1E

AMEETENTREERVRUVEEY

JEEZY

AMEEZRTIREERVRVEEY

JEEZY

BEREEFLEME FERE/MERRIE 4 %D 2)

JEEZY

HARKEYE (FBRESBERAELTTED2)

%Y

HELEYERS TFRRA

%Y

ghrhE T RAFRAI

JEEZY
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Moxifloxacin Solid Formulation
RES WETA: BEERS BiIEIZRETA: 2025/04/14
10.0 2025/06/17 1731679-00018 #EERLA: 2017/06/05

m7 JIL¥ILnshEF IR A

EHE

HRBEFDESFRHRA

EHE

FERL/EERETS - IRE— &Y
EHE

B R URIMEESE

EHE

LM EHHBEERREE

EHE

BEHRARRZE

EHE

U S ) E A

EHE

iR &%

EEYE LTHREISh TULVELN

ek

fEERYE L THREISh TULVAEL
BEERERVEEREDOHLICET 558

(£ 5 FEAEIE : ERIAMBE(ZIEEZ LS LA
ERRLITPeS D OBEELYEIZEEZYE LGN
R B UMl f S ER ik

FREEMAEMHEEIRE (B - AT

JES% Y

HEMEREEEERE E@E - @A)

JES% Y

EEVOLERVERICEAT 5%k

EEREY
COHERBOEAZDVWTEEAS RV M) —~DEEHIFR :
AICS CORE

DSL CORE

IECSC CORE
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Moxifloxacin Solid Formulation

&S HETH: BIBEE: HIEETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EYERKH: 2017/06/05
16. ZDthDiEsHk
5| FA 3k D BfE#HT—42. EME DS [ZE DL F—4 ., O0ECD eChem
R—2IILE L UVERMEEYER http://echa. europa. eu/D1&
RIEE

LEIN—=U 3 UM ERSNHBRAXETH 2 KR TRART SN TVET,

Bito+r—<v k . #/B/H
ZFDDIEEDE X

ACGIH © ¥E, ACGIHFRREE (TLV)
ACGIH / TWA © 8 HEME. EREMNETH

AlIC - A—R SV TDIELFERSA AU RY; NTIT - TS5 DILEREEME, ASTM - K
E#HERIFS bw - KE OR - A, ZEFRE. £ESEELVHDHESNHYME: DIN -
FAYRRHARELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGERIFTEEZONDIERES, InS - REKOR T2
—JL; ENCS - LT EDEEFLEME )R b ErCx - FED XWOREERIFTEEZ ONDHK
RE ERG - BRXMIEOF5E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
DATREHE, IATA - EEMEEERS, IBC - BRIEFRKDESEEEXD-HOMMOEE
RURHICEAT 2ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRERMREIMZEMES; [ECSC - HER
BleEYELE: INDG - EfELAERYMBRR. IN0 - ERESHE. ISHL - sBRE/EE
(BA); 1S0 - EFRR#E{LH#E: KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LD50 -
50%EStE (FHESLE)  MARPOL - MM & B FERDMILED=HDEFRERI: n.o.s. - I
MBNATSIN TS L DZERC: Neh - FUREI NOAEC - |EZMHLZEIRE, NOAEL -
BEEMRZELAL, NOER - BEEUHZEAFTES NN - A X2 a2XRA NTP - RKEER
REMTOTFL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFHFKEE, OPPTS
- LEHMEREN - AEHLLE; PBT - #ofMEN - £HEEN - HEEE WE) ; PICCS - 7
1 VEUEEYEA RN )= QSR - (EEH) HBEFEHEEE; REACH - EEYMEDE
#. &Ffi. B WE K UEHE (REACH) (ZBE¥ H#HAI (EC) No 1907/2006: SADT - B ChmE5 A7
mE, DS - R&T—42P— b, TECl - 2 A ICEEREDOIEEMED A o2 K1) TCSI - BE{E
FMEA R M) —; TDG - EIEYE#E, TSCA - HEMERSE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRUVIERICESERNE, WS - EXSEKRE
EMMERRRT L

CORET—HI—FQUT ISDS] &LVD) TR H1EHR(UT TRIEHR] &0V 5) (. REE
BERIZEVT, BEOREDOHH. FH. RMMESDLETEETHSLHHLIEZLDTT,
AEHRIT. HROTEGHREV., FA, LE, KRE. @X. EERVRRICETSIAI TR E
LTOAEHENTEY . WHEIRAREHEREELT LOTIEIHY FEA, RIERIL.

SDS DEEZICTR SN TV ARHESNHAICETLIHIOTHY .. AZARANMORGZ LBAE
HET. RFTOCRARTHERASNSEES, AXRITERLSGVRY .. BHICITE S G UVATEES
AHYET, ARBOFERBFMICEV TR, AMEBRRVHESHEZERT HHRIC. FRES
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Moxifloxacin Solid Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
10.0 2025/06/17 1731679-00018 #EYERH: 2017/06/05

MOEBREGICE T L2AEBOEYLFMESHT. FRAESFMOERT 5HETOREDIKR
[CETHAREAOEIFEL. FA, LE, RMREICDONT, BEREVET,

JP/JA
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