RET—Y—h EIMSD A

Moxifloxacin Liquid Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731719-00016 #EERLA: 2017/06/05

1. E2RRUSHER

EZHRDEAFR : Moxifloxacin Liquid Formulation

HieEOSt LT, ERRUBESES

BB DR AT . WD
FEfR . BER AT N 810 NSD HRaH EBTH
BHEES : 048-588-8411

BFA—LTFLR : EHSDATASTEWARD@msd. com

RREREHEES . +1-908-423-6000

HRFR R CHER OB

RS . EES

L DO HIR L S

2. ERAEEEOEH

{250 GHS 7248

GHS S 3EEHE(TEZ L LA,

GHS SRILEHR

NY—RZERTEY M S L, FERBDEE., \HF—FXT—rAV b+, FEEZETE,

GHS IR L WMDEREFY
R L,

3. MRRURSER

LEME - EEYORR . EEY
5%,
=22 CAS &= EHE (% w/w) BN REE
B
Moxifloxacin HCL 186826-86-8 >=0.1-<=0.2
4. HRBE
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Moxifloxacin Liquid Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731719-00016 MEER B: 2017/06/05
—fREIT KNS R D BHOBAE®. [SNT KBV EERELICEENDSEE
215,
ERMNRSICIHEE. FREARKMIHLEEIE. EMDIERE
215
|RA LTG5 DRVDRAAREGE. FICEIDERABEYT 5,
ERLEEZITS,
REIZfFE LI=5E D BEMLUEES. BELICKREERITALSEDKTHEVNET.

BERLERBRE S UVHZR <.
ERLEZRITS,
BEAORIIZKRERES .
HZEBERY HRICERICHK D

RICA-T=156& D PEAEEEL LT, KTRZERERSET B,
FFAH Y BGT HHSICITEREETEREZT5S,
RARAATGE D BRFHFRAATZGE . BEICHENMEGL,
ERLEZEZTS,
KTcOz&E<TT
AMERRVERMEEROE @ HMELL,
LERLGHIRER
HREEZY 2EDRHE D WGBS EBERBELDRERITEETIL., EESIhTHER

EREZFERATH L. BROTFRENHSHBEE. HESD
BYGEAAREREZSHEOCE (BERA8ESR)
EMCHT DRAGEREIR ¢ XFREBSIUMEREERITH &,

5. KEBDFEE

WY 7358 A H o JKIESE
it 7L a—JLiasE kel
ZBkixZ%x (C02)

IR H KA
10 TIX7E 578 LVE K H AR L,
HEDORIREEN D BRBERYMANOBREIRRICEERETSEENH D,
HERGEEIEY D AERBEERBIETR SN TGN,
BHRDHENAE D BE0ORR EFDREICE CTEYGHAFRER NS,

KEAHDBRERENT H=DICKEEET 5.
RETHNIEREBEI VT T2 RNKBEEIO BT
RighoBESED L,

HRETS>EDRE DOKRKEFICIE. BIEXRSBEEERY 5.
REEZERT 5.

6. IRHFDEE
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€ MSD [} e

Moxifloxacin Liquid Formulation

&=

6.0

;ETA:
2024/09/28

BBEERE:
1731719-00016

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

AEIZHT 5 FEFEE, RiE

BRURIFEE

REICHY 2FEFEHR

HLRADRTHEDAERDY

2]

REEZFERT 5.
REGWYFZLDT FR( R (HBTZ22R) ©. BARHE
Bn#REERICEN (IRE 8 23] .

RIEANDOBEZE#ITEHZ L,

REFHRALTHL, INOIENZLED S,
GERICIEERIDEHC HLCRADELEAAIWNYTRHRE
12k %),

FRINERFKEREL. LHT 5,
RHEMNELCEIRTEGZVGE(E. A BBREKISERT 5.

FEEZRINM TRIREE S,

ZEIZCENT-IBE. WRREELEFOFULEEH CADHFE
ELT, GALHWVWESICT SR E, BHRRICERALEE
MERCTTRVWEFRZENTEEIFEEICIE, BUNLE=
BEEULERBNICRET S,
REYMEEZEYLRRINEITRET S5 &,

ARS AR, BETDHEICIK. SBAEEERELIUVEDR
B> THRIBTZ &, TORBICERSIAEDEIZON
THRBETHD, EORUNEAINEIINEHERET HILEN
Hbd,

ASDSDIEB 13H LV I5(12HENT, thFEAKRSLIUVED
ERFIOEEDHY .

1. BEEVWERUVRELDIERE

574

BTt 2R
BFTHER, £fBS
RERFEREFEE

e fih [m] 58
BAEXE

FLEBLERUVREREDBEDRFENKRESHE,

B HBRKIEBED T COXAMERT 5,

REIOI R FORLVAAZETEZ L,

BRAAFEZLY,

AR & DEfEET S,
BEE~ODRHDF-IIREEMEEET S,
BISBERAETEORRICE DT, EEHOBALERLULZEMED
EITHREICHEVVERYIES &

RNUOEREVZHLEL. RE~NOBREZR/MRICTSL5F
B9 5,

E& 1L Al

BEOERADIZEEZMEADIE EDTREENHZHE (L.
EEBROELIZTA ISV VI VATLELUREZV Y
J—%HJREBELTLEEELY,
FERAPEIHRERVEEEZZILT S,
BREINF-KRITBERT DRICHEKET S L,
27T A DMBABEARL—2aVv[ZlE, TUP=ZFa
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Moxifloxacin Liquid Formulation

TS HETH: BIBRE: BTEIZRETH: 2024/04/06
6.0 2024/09/28 1731719-00016 #EER A 2017/06/05
vhao—), BYHEAESRE, #SUEKRLES K VE
ZREFIE, EEFLEER. EXESLCERATNOFERADOL
Ea—%280ENHY FT,
RE
TEHREEH BYIESRILODWVEBRRBIZANTE <,
ZEDBREIZHK-TRET 5,
B IEmE ROBEFEEE V> L LITRBE LA
SRER L FI
RERRBAEMH WERLWHE: RAL,

8. F<EMLRUVRHEEE

ERREICE T IRAMNRBERR/HFERE

5%)

CAS &=

1R (R%ER | EERE/ REE | H#
&) B | FRRE

Moxifloxacin HCL

186826-86-8 | TWA

1000 pg/m3 (0EB | &R
1)

B POk

RER
PR PR R A

TJANE—RA4T
FOREER
ME

RROREER

RERVEHFDRER

SHREEZEETAHICEBENLGIODOZT Y VIEEELV
SERMEEALTT (B, BESHLGWVI A v 7 RER
)

B, KXEBFIUVRRERET SO, £T00=7 )Y
TEBIFRMREICLYERESh, GIPBZIRHVEES L
SPRENHYET,

RBRETOAANL—2 3 v THNIEEFRNGHFFZLEE L
FE A

BYEBAPFIEENFATELG S, FEIEXETE
THEEHA RS54 D OHEEND I BNTRSNHEIE, F
RREFREEEALEL LS,

WHFRE2A T

GESAE

YA R—)L P EREREL LLET-VILEEFERT S,
FEEREL LIFEERICROSIMRE, S X, T70Y
W ELRRET BHIHEF. BUILGEI—VILEERT 5,
MLA., SR, 3LKIEI7RYVILICENEESLEIND
ATREMEMNH BIEEIF. 7 —RAV—ILFHL LLIFFDIFELD
L7 z—REQOTOTFIavEFRALELLES,

A= T74—LHELLEEBRZEHRHI—FEFERALELL S,

9. MEARLEHER
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Moxifloxacin Liquid Formulation

IRES ®ET A: BEES: AIEZRET B: 2024/04/06
6.0 2024/09/28 1731719-00016 #EERB: 2017/06/05
L7 N DR
& D HEHA
R D ER
B LEVEDE D T4l
Al R E R L T—ARIL

BRAXGMBRARVBEEE @ T—274L
ARtE (BER. =K) o JFERY
AIATE GRIK) L T—REL

BRETRARVEFELRF AIRER
BREGHEO LR /MR ER @ T—24L

&

BREGHEDO TR/ AIRTRE : T—47%4L

[l
Bl s D T—A%EL
DERE D TF—AiL
pH 41 -4.6
REEE D T—AKL
BARFEIMEE D T—AKL
FHE

EFE (BhRAMEER) D T—A%L
RERE

KB M D EMTETS
n-49%/—IL/SKNEFRE  T—E2EHL

(log &)

ERE D T8%EL
BERUV/XIZHENZE

HE LT—a%L

B 1.0044 g/cm’ (20 ° C)
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Moxifloxacin Liquid Formulation

TS HETH: BIBRE: BTEIZRETH: 2024/04/06
6.0 2024/09/28 1731719-00016 #EER A 2017/06/05
B HRAFBE D T—A%L
IRFEETE COBREMEL
L4 OAREGIEIEBIEEYME L L TIEREINEL,
NTE D T—R%EL
P4
FFHAX D TFT—AiL

10. REHRURIGHE

I TH D RIBHERE LTIESEINLGL,
LENREMN D BEORETERE,
fEl& A E RIG AT REME D BUOBRERIERESTHIENDH S,
WTHEREENE DORRGEL,
BAERYE D ERIEH
BREE LD EERY D BREELSREERMITA SN TULEL,
11. BEMHEHR
AREMDH L REZROFEHR © WA
&
EE
RBIZA-E=BE
st
FIATTRERIERICE DR Y DETEAELL,
B4
Moxifloxacin HCL:
2MENE #&N) : LD50 (v k): 1,320 mg/ke
LD50 (w9 R): > 435 mg/kg
LD50 (H-JL): 1,500 mg/kg
REERYERHE

FIARTRELERICESCRY DTSR,
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Moxifloxacin Liquid Formulation

&S ;ETA: BEES: RIEIZRET B: 2024/04/06
6.0 2024/09/28 1731719-00016 #EERLB: 2017/06/05
B
Moxifloxacin HCL:
L R
fER D EBRIEAZL

RIZxT 2 ERTIREGEIRRHE
FIATRERERICEDRYDETERL,

By

Moxifloxacin HCL:

"@ L S

fER : hEEORERIE

ROR 2R A 1 (3 B2 I AR 1

R E e
FIATTEEIERICE DR Y DETEAELL,
FEOR 25 B E T
FIATTRERIERICE DR Y DETEAHLL,
AhEHRERRY
FIATTRERIERICE DR Y DETEAELL,
B4
Moxifloxacin HCL:
in vitro TOEEGESMHE D HERA A T MEMERA NS EIRERE EHER (AVES)
R B
ERERA 4 71 in vitro 2 EIAEFERER
R fE
HERA A T in vitro BEBYWMRECFEESER
R e
HE&AZ A 71 in vitro /MZERER
R E
in vivo TOEEEM . B4 T HEBMAMLBR/EEER (in vivo fERREHR
E%)
BE#K &0
R e
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Moxifloxacin Liquid Formulation

&S ;ETA: BEES: RIEIZRET B: 2024/04/06
6.0 2024/09/28 1731719-00016 #EERLB: 2017/06/05

EHEAM

FIRAREIBRICE DR Y DETELLLY,

4EEH

FIRAAREIBRICE DR Y DETEALLY,

5%

Moxifloxacin HCL:

HIRICK 9 D5 E C HERAa 4 T ZREEN / VHIERE

& v hb

B’EER &0
4 5E 77: LOAEL: 500 mg/kg AE
HBR ZREAOEE,

BRDEBE~DZE D HERAA T ZRMNEBLUVBRERE
& YL
BE£K &0
FA =1 NOAEL: 10 mg/kg AE
R e

HEA 4 T ZRBNE L UBRREKE
& oY x

BE2K: HiRTs

FAFEM: LOAEL: 20 mg/kg AE
fEIK: BT,

AEHEE-TERADE D BYRRICLDERBICEERENHDSEN—EIAESAT
Wd,

FERMBEREE (EEER)
FIRATRERERICEDRYDETERL,

FERNBSBSE (RETCE)
FIATREGERICEDRYDETERL,

B4

Moxifloxacin HCL:

1Z R i 25 D PR

TEAAD R . REIChT-3. XIREFCBIZLK2BROEZEDS 1,
REELESEM

B%:

Moxifloxacin HCL:
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Moxifloxacin Liquid Formulation

€ MSD [} e

&S HETA: BEES BIEIRETH: 2024/04/06
6.0 2024/09/28 1731719-00016 #EYERLR: 2017/06/05
& AR
LOAEL 100 mg/kg
BEZK #n
IR EEEERE 4 &
b Jv bk
NOAEL 100 mg/kg
BE5#2% #0o
IRERFRE 13 8
1ZRORE RS FF fiek
JiE 1K FF ik i 28
bz Jv bk
NOAEL 20 mg/kg
BE5#2% #0o
e 22 B R 6 v B
1ERORRES FFF Bk
JiE 1K FFhigi i &
L L
NOAEL 50 mg/kg
BE5#2% #0o
A% 55 B 4 58
JiE 1K BEZEILEL,
T2 I
NOAEL 15 mg/kg
BE5Z% #0
IR EEEERE 13 &
IZRORE AR HIEE
JiE 1K Mg nt
T2 I
BEZK #n
r3Alied | 26 3E
T2 RIRE RS B fik
JiE K Frfigix &
RAAFEM
FIFAARE A IERICE DK R Y D ETEAL,
AEIZH T 2 REBRER
B

Moxifloxacin HCL:
llgr#iratige

K HES, B R HFERL,

PRAERADEE, B
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Moxifloxacin Liquid Formulation

€ MSD [} e

&S WETH: RIERS: AIEIKET B: 2024/04/06
6.0 2024/09/28 1731719-00016 MEER B: 2017/06/05
||

12. RERERR

EaE 1
F—aiL
BE - SR
F—aiL

t RN
F—a#iL
HIRP ORI
F—a#iL
YU BAOEEN
e
hoEERE
F—akL

13. BELDIEE

BESE
BRREEY DA BRADBRFICEVLST S,
BREMETKABH L TG 5L,
FRBHRVEE D EDBRBRE. UHAVLFEEFREEDLOIZ, BAERIT

REYVEREICRRT S,
BICHEENMEWNMES. REAGRELTEEYT S,

14, WELOEE

ERRFR

R _E #6ii% (UNRTDG)

EEES 5
E&E#%4 (Proper shipping : JEZY
name)

E&E 45> %8 (Class) L JEERY
BB (Subsidiary risk)  :  JEEZH
A 2854k (Packing group) o JEERRY
Z ~NJL (Labels) o JEE%Y
RERAEN o JEERY
fin 223X (IATA-DGR)

UN/ID &S (UN/ID number) : 3EE%HY
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Moxifloxacin Liquid Formulation

RS WETH:
6.0 2024/09/28

BBEERE:
1731719-00016

€ MSD [} e

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

EE#% 4 (Proper shipping ey
name)

EE5 45 (Class) JEEZE
B fER& T (Subsidiary risk) %S
BEREM (Packing group) JE% Y
S AR)L (Labels) Y
HaEET (B (Pack- FFZH
ing instruction (cargo air-

craft))

HEET (REH) (Pack- FFZH
ing instruction (passenger

aircraft))

& L #g:% (IMDG—-Code)

EEES FFZH
E&E#iX % (Proper shipping LY
name)

E&E %5 $8 (Class) E|3 7
Bl RERE E|3 7
BHRFR FEEH
FNIL FZH
EmS a—F FFZH
BESEYE EZS - EZD) FZH

MARPOL 73/78 MiRE I1 RUFIBC A— FIC& A X oWMAMEShHBAEME (B - EZY)

G IREBORMICFTIEZS,
Il P il
EOREDERG L. HE 15258 T 5,

A DR ERE
JEEZ Y

15. BRAZES

BEEN

HRE

fElRY. EERBMICERS LG,
L&&

BELCFEYME. EREFHE. BRFMEEMEICKILEL,

FEREEEE

BEENRLSIIFEY
JEEZY
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Moxifloxacin Liquid Formulation

RES WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731719-00016 #EERLA: 2017/06/05

HEDHAZZITEIREFEY
JEZY
BEEEHLEHATRDY
JEZY
FERMOEH ON-tEME (BRFLELEDHE)
JEEZY
ZERMOZEHONAT-LEME FHHBEHIEEYE)
JEEZY
AMELZENIREBRVRUVEEY
E| 4]
EMEERTRIREERVRVEEY
E| 4]
“ REEEFLENE FEEHORBEFOFAZEYME (FBREMERAUESM ED2)
JEZY
RAUREYYE (FEBRLEERAELTTEND2)
| ]
WELEVMEREETTFRIRA
E| ]
snhEFRHRA
JEZY
m7IILE)IeathEFRFEA
JEZY
AHMERIDETHRR
JEEZY
FEREHEZIRITS - NRE— (EEY)
| ]
=R UBIYMEFE
JEEZY
EEMEHLIRESRREE
JEEZY
BEHARRE
JEZY
KEIFERE
JEZY
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Moxifloxacin Liquid Formulation

€ MSD [} e

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731719-00016 MEER B: 2017/06/05
R £
el E L THRHESh TN
=ik

e e LTHREISh TUL W
BEFRERUVBLIEEOMILICEY 5i&E

X 5 EHEE : ERAMEIZITZHS LG
& S E DOBEFEMEICIIZY L
FRER U m AL
FREMFEMERA (G - @ASA)
JEZY
BEMERBHERE @HL - @A)
E| 4]
BEEVMONEBER VERICET 5%
EEREY
COHBOBEAIZDODVWTEEAS IRV M) —~DEEIER :
AICS N
DSL > N
IECSC N

16. ZDDTEHR
e
5| Ak . BHE#MT—42. EME SIS [ZH I F—4 . O0ECD eChem

R—FILE X UBIMNIEEWER http://echa. europa. eu/ D&

UEIN—C 3 U ERSNERBREANE T 2 AR THRARTINATLES,

B Z7+—<v b . #/B/H
FTDHDIEEENDEX

ALIC - A—X FSUTDIEILZERAUAD R ANIT - TS5 D)LEREERKE. ASTM - XK

E# RS

bw - {AZE; OMR - A, ZERME. £EEULHLESNDHYE: DIN -

FaAURRGEELE, DSL - BRYME YR+ (AF4): Ex - FED XhORGERIFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONLHEFEE, nS - BEHORX T Vo
—JL; ENCS - L TZDEEFILEME VX bk ErCx - FED XUORIGERIFTEEZLNDK
RR ERG - REMIEDOFSIE; GHS - #RFMI X T L GLP - HAEREEHE. 1ARC - EFR
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Moxifloxacin Liquid Formulation

&= WETA: BEES: AiIERET B: 2024/04/06

6.0

2024/09/28 1731719-00016 #EERLA: 2017/06/05

DATRRHE, [ATA - EEMEEEHS IBC - BRIEFEKOESFEEZD-HOMMOEE
RURBICET 2ERMRA; 1650 - 50%EFIRE; 1CA0 - EFRRREMEMRES . [ECSC - hER
HeEYELE: INDG - ERELEKRMRIE. IN - ERESHE ISHL - FBRefEE
(BF): IS0 - EFRECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHEHEE) | MARPOL - MAAICK DFRDMHILD-HDERER: nos. -
MBAMNARSNTNDEDZERC: Neh - FURAL NOAEC - BEEMFZERE, NOAEL -
BAESMHSZEL AL NOELR - EEEMZEERFES NOM - A28 NP - XEE
REMTOT S L NZIoC - Za—2—F v MEEWMEARIR: O0ECD - EFH NHEAFMME, OPPTS
- LEYMEREM - AEBILER: PBT - #oOMRMY - ARSBHEN - HHME WE) © PICCS - 7
1 VEEEMEA AR )= (SR - (EEH) #EEMHEE, REACH - {LFHMEDE
B, &Fffi. B WHKIUEEHE (REACH) (ZB¥ H#RAI (EC) No 1907/2006; SADT - B hnEs 7
BE, SIS - RET—82Y— I TECI - 2 A IZBRFDILENED A VR R TCSI - BiE1L
EMEA R M) —; TDG - fEEYEE; TSCA - BEWMERSE CKE); UN - E:&E: UNRTDG
- BRESERYMEEES. vPB - FEICHIMRUIFEICSEREME WIS - EXRSRIRE
EMMERR AT L

ZDRET—AI—FUAT TSDS] EWLVS) TIRETHHEHRUUAT TRFEHR) E0V5) E. KEHE
BEERIZENT, BHOREOME. FHR. RUESNDHLETERTHS I LHHLEZEDTT,
AERIE, HEORLAEIEKL. FH, LB, RE. @E. BEERVRRICETIHNM TR E
LTOAHMEE TN TEY . OWHESRIEXITHREREEZLITEDOTIEHY FHA. RIERE.
SDS MEBEICRINTVAIHESN-HRICHATIENDTHY . UZAEGZI/MLOER LHEAE
HhET, XFTORFTHERASINSIGE. AXFICERNLZLEY .. B4 S AL EEE
NHYET, REROFERABFRMALICEVLTIE, KERERVHREZEZEAT 5812, FHES
MDERBRMUZIZETIRUEOBEINLIMEEH T, FHERLOERT 2HETOEREDKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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