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FEEE

REFE:

P201 {FE AATICERIREREAZEZXZAFTH &,
P202 £ THREFIELZHFAEMIT H2ETHYFRDEN &,
P280 {REFR REKR FERE FEEEZERIT S L,

HaEE:
P308 + P13 [EK BRIFXIEK BNBENHHI15E : EEIDZE
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Orbifloxacin Solid Formulation

TS HETH: BIBRE: BTEIZRETH: 2024/04/06
8.0 2024/09/28 801085-00019 #IEYERLR: 2016/07/15
®rE:
P405 e L TRET B 2 &,
BE3E:

PS01 AEY BRERDIN-LERRICERET S &,

GHS T HHICRZY L E LMD EREEE

EEGHERVEESNDE
EEREOME

MLANIRIZAD E. BEBHBRIBENEELSZEA/H D,
BMLALDEMICEY ., REOHEBMLGRIBEILRZENEE
DEREMENH D,

MI. N FYTHLLEZDEIDREDREIC, FBHEED
MLAZRZERT H2EETNLHY FT,

3. MRRURBSREHR

LEYWE - ESYDORXR EAY

5%:)

LZ% CAS &= EHE (b w/w) BEHRAREE
BS

forbifloxacin 113617-63-3 >=3-<10 -

RTTVUBIITR L 557-04-0 >=1-<10 2-611

4. HRIEE

— BT KN4 R

WA L=GE

REIZfFE LI=5E

RICA-=5&H&

RAAATZGE

AMERRVERMEERDOR

EHDBE®. [ANT KBV EERELICEEDSEZE
215,

FERAREICIBE. FRERMAHIERIT. EFDIERE
2T,

RWAATZIGE ., HIBEEIDBERABET 5.
ERLEZRTS,

BEMLEEE, ELICKREZRAITALSEEDKTEVNRT,
BERLERBRESUVHZR <.

ERLEZEZT S,

BEADHIZKRZES .

HEBERT HRICERISKS.

BIZA2E=HBEICE, KTELTT

R H Y RGT HHEICITEREETEREZT5S,
RARAATZIGE . BEITHEMEZL,

ERLEZEZT S,

KTeOz&E<TT

BRADEBEZEDEThDREL,
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Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLA: 2016/07/15
LERLHIRER BMLALDEMIZEY., REOMEBEMLGRIBEIIIZENE
EHAREMENDH D,
BLANIRIZAS &, EHBHABRIFAEEZ DS ENH S,
CRHEZT T HEDRE HaMBEREFBLDREITEEZLL., HEESA TSR

EEICx Y AR EE ¢

BREFERAITSH L, BEOTRREUAHHIESE. HESD
BYGEAAREEZSREOC L (ERA825H) ,
XEHREESSURMEREERITAHZ &,

5. KKBDIEE

Y738 H KA

22 TIXR 5 ELVH KA

BHREORKRASE

HERGEEIEY

KB

it 7 )L a—ILiasE K
ZEgbxFE (C02)
IR A

BMLADERZEITSH, ZERPRICTALEOHMH CANS
BMLTHBYBKNENFETSEMLABRRDBIRAH D,
RRERP~NDOBREBEIRRICEERETEENH D,

RERERILY
EHREEY (NOX)
EREILY

BHRDHENAE WG ORR & FDREICIE C TRV GHAFRZANS,
RAHDBRREANT HDIZKEEET 5.
RETHNIEREEI VT FENKBEIO ST,
RgihoBESEDH &,

HRETSEDORE KKFFIZIE, BRRXTRBFEEFERT 5.
REEZFERT Do

6. IRHFRDEE
AMRICHT HEEEHE. RE @ REEZERT D,

BRUVRIFEE

RRICHT HFRER

HLRADOEVHEDHFERDY

2

ZEERYFZLNDOT FNA4 R (HB T 258) . BEARE
BnREFEICEY (HE 8 E3H) .

RE~OBHZRTLS &,

REZHERALTHDL, ENPIEFERZLED D,
FBRINERBKEREL. LHT 5,

RENE L CERTEGWNERIE, A BEBEKICERT 5.

CENBDEF, FE L SMERETROERDY . BULGERR
CBL. BEY 5.
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Orbifloxacin Solid Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLA: 2016/07/15

BLADERHADRBZETD (THhhE, HLADEREL
EREOEEZERICK SER .
BLANZERHICHABRETHRESN D EBEREDEEY
EMRT HNT., REICHLAZERSE TR LA,
AEREHRE. BETHRICE, EMABARREITVEDR
BIcft-TRETEH &, TORBICERASAEYEIZDON
THLRKETHS. EORUNBEREINLEINEHET 2RLEDN
Hdo

ASDS DIER 3B LV 1B I2ENT, MABRBRKELUVED
ERHEOREDY .

1. BEEVWRUVRELDIRE

: 67 4R

BT e %t R D BESHABHEL. BEBEFRAMIBINLIERESIERRITE
"&H5,
BRMGET, &, FREREESER G EDEN LT
BEZHET D,

BFFHER, £AfBRK D BYILBKREEOT TOMERT 5,

ZERKIFEEIE D BMLAFRALAEWNI &,
BRARAFEZLY,
AR&E DiEfLEEIT 5,
EE~ODRPDF-IREEMER TS,
BISRERAEDHKRICEDE, EXEHOFESLUREHD
ETHREICHENERYIES &
MLADEREEEZIBAEITS,
FARALEWVEAICIIRRZZEAHTE L,
BORMENDESITD,
HESHEICHLTFHLEFERELD L,
FNOREMZHLEL. BEAOBREZ&HNMRIZTEEL5:E
295,

1 fish [] 382 D BRERH

BEXTE D BEOERAPIZIEEMEADIEI EOUERENHZBEIE.
TEEBOELICTA ISV VI VRATLELUREV Y
D—%BREBELTLEELY,
FRPIISRBRUVEEEZZILT S,
BEINE-KRISBFERT IANCEKET S L,
T7UTAOMBHGEARL—aVICFk, To2=F7a
vha—)L, BYLEEANERE. BUGKRLES X UE
ZEFIE. EXGLEER. EZERLEERTOEROL
Ea—%#80ELHYET,

TELREEH DOBEYIESRILODWERRIZANTEL .
MR L TRET S &,
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Orbifloxacin Solid Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLA: 2016/07/15

EEDHEIZR>TRET 5.

EMEZIEYME D ROBEBEEEVO L LITRE LG
sRER L
RERBTHRBEMH D ESRBUVWME NIRRT L,

8. [F<EMILRURBIHE

ERRBICET IR REBRR/FERE

5 CAS &= EBE (REY |EEERE/ RER |HH
fE) il HFBRRE
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB HER
2)
ATFTY)UBTIT R L 557-04-0 TWA (R AR 10 mg/m° ACGIH
)
TWA (0% R 3 mg/m* ACGIH
)
B limxt R D BEYMA~NDOEHRER/MET BIZIXETRIRELGEMMO Y O
—ILEFERLEY,

B RXEBFVRREZRET SO, 210027V
TERBIRFRECI YRS A, P EBEIIHEVERES L

BHERHYET,
RER
MR FARER D BEYLRFREREENFATELRWMES. FEECEFTE
THENA RS54 VD OHEEANDIXLENREIN-EEE, HF
RREREXFEALEL LS,
T4NE—84T D WRTFRSAT
FORER
ME D TELKEFER
IBEDRER D YA FU—IL R EREREL LCETI—VILEERT S,

FEEREL LIEERICROZIVVRE, S X, T70Y
W ELRRET BHIHEE. BULEI—VILEEFERT 5,
MLA., SR, 3LKIEI7RYVILICENEESLEIND
ATREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFEFLD
L7 z—REOTOTIavEFRALELLES,
EERUVEARDGZRER D AZT74—LELCIEERERI—FEFERALEL LS,

9. MEMRNILEHHEE
WIRIK BE DOMER
@ D T—A7%L

5/19



R&T-—%—t CIMSD A e
Orbifloxacin Solid Formulation

&S HETH: BIBRE: HTEET H: 2024/04/06
8.0 2024/09/28 801085-00019 #EMERLA: 2016/07/15
2 D T2kl
BLvoLEWEDIE D T—=A%L
mh e R R . F—AHL

BRAXGMBRRVHEEE @ T—274L

AIATE (BlR. =UA) DMIL AV RYUTB LR ZDEAIADREDREIC, BHEY
DMLAZEERRT 2EENLAHYFET.

AIATE GRIK) D T—REL

BRETRARVEFELRFAIRER
BEGEO LR /AR ER @ T—24L

[l

IBRRGEEDO TR/ AIATE : 7—427%4L

[l
5k & o JEERY
7 RIRE T—27%L
pH T—A271EL
RFEIRE T—R2%L
BHARFEIMEE D T—A7%L
FHE

EFE (BhRAMEER) D T—A%L
RERE

KB M D T—=A%L
n~-A4o4%/)—IL/KnER% : T—271L
(log &)
ERT FT—REL

LE T2
BE T—27%L
xR EE T2
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Orbifloxacin Solid Formulation

wES  BETE: BEES: AIEEET : 2024/04/06
8.0 2024/09/28 801085-00019 MEMER B: 2016/07/15
RS L REMELL
BLE L AHREBLENE S LTEMEI AL,
$FE L F—aHL
M
HFH A X L F—anL

10. REHRURIGHE

Rt D RIEHRERE L TEIESINAGL,
LR EN D BEORETERE,
fEbR A E RIS T RE CMIL AV RYUTB LR ZDEIADREDOREIC, BHEY

DHLAZZHRT H2EENLHYET,
BUOBRIERIERIST S ENDH D,

TR EEE OB R NTE,
HLADREERITS,
RAREIRYE D ERIEH
BEREE LN EERY D RBRESLSBERMIEIEM SN TULVEL,
11. EEMHEH
AEEEOHIREBFBOER @ WA
RIS &l
EE
RICA-=-5B&
SMEt
FIATTRETIERICE DR Y RFETERELY,
%
Orbifloxacin:
AaEEE #&0) : LD50 (v k):> 3,000 mg/kg

& CORETRHETEBERINTIVEL,

LD50 (%9 X): > 2,000 mg/kg
fmE: CORETIIRTIEIREINATLVAEL,

LD50 (X): > 600 mg/kg
SEAR: IR M
& CORETEHETIRERIATLVAL,
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Orbifloxacin Solid Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 801085-00019 MEMER B: 2016/07/15
AMEE (RA) D wmETAGL
AMEE BR) D wmETAGL
AMEE (ZOthORERE) : LD50 (5w k):> 200 mg/ke

REZR AN

LD50 (¥ X): 500 mg/kg
B EZ8® AR

LD50 (T v k): 233 mg/ke
B G20 §RARMA

LD50 (= ™ R): 250 mg/ke
52K FRN

ARTFTVUBRIRI DL
SEst #En) : D50 (T k):> 2,000 mg/kg
ik OECD ERE&AH A K54 > 423
TERAAV M COMEFLILEAYETIREOROSHEILE
LY,
&5 BT MEMHTON-T—FITE DL

SEsEt 8BR) : LD50 (H): > 2,000 mg/kg
fEE AT A2YEI/FON-T—FICE DL
RERERYE. /R
FIATTRETIERICE DR Y RFETERELY,
%
Orbifloxacin:
/i R =
Hik D FLa XEHER
fER D EEBRIEAZL
ATFTYVUBRITRIIL
L R
fER D EBRIEAZL
iE% D BT amEMSBLoNnET—2IZEDL

BRIz S ERTRENE RREE
FIATRELERICEDCRY DFETELL,
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Orbifloxacin Solid Formulation

RES ;ETA: BEES: RIEIZRET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLB: 2016/07/15

B

Orbifloxacin:

L R

fER D BEORERE

Hik . FLa XHER

ARTFFYV BRI RO L

L R

fER . EBAORIEALZL

e . T amEMBLONT—2IZE DL

PEOR 35 BB 1 (3 B2 18 1

RERES

FIATTRERIERICE DR Y DETEAHLL,

PRI 35 BB

FIATTRERIERICE DR Y DETEAELL,

B4

Orbifloxacin:

HERS A T D RIFIUIAME— 3 VR

REDTFR 354

2 . EILEY

fER D REBREME TIEEEWL

ATTVIUBIITRII A

HER R A T D XFIURAE—La AR

EXAOES 233 D RISt

2 . EILEYE

Ak : OECD HERHA K54 > 406

fER D e

3 D T AMEINSB LT —RIZE DL

AEHIRERRYE

FIFARTREAIEMICE DR Y D ETEAL,

B

Orbifloxacin:

in vitro TOEEE%E D HREBAA T MEMER VWS EREALTESER (AMES)
#ER: TEARE

HERE A TR UNE
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RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLA: 2016/07/15
R B

in vivo CTOEIEEMS

AEMRERERE - 7R A

>k

ATFFTYUEBRIT RO A
invitro TOEEEM

BEMNAM

R4 T REBREE
TAMYRAT L AED ) 285k
BR Bt

HERAR A T INRERER
B YOR

ARRE: B5

B 52 RS
R pEt

HER 2 41 7 FEHA DNA & RkEHER
oy bk

MRS EY: B4R

BRERK 20O

R e

REAE C ETEMBERERERE LTHET S LETER
L\o

HERE A T in vitro HELBYHRECTFERER
R e
#E: BT SEMTONT—RIZE DL

HERZ A T in vitro REKEEHER

7% OECD SRERAA K54 > 473

BER e

w5 BT MENS/ONT—RIZE DL

HERY M T WAENMER NS EREBAZRERSER (AES)
R e
#E: BT SEMTONT—RIZEDL

FIFARTREGERICEDCRY NEETEAELY,

H5:

Orbifloxacin:

2

RE5 R
iR 55 BF
NOAEL
R

AN

#0O

2 F

200 mg/kg AZE
(=45
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Orbifloxacin Solid Formulation

RES ;ETA: BEES: RIEIZRET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLB: 2016/07/15

2 YR

BE5Z% 0O

YA 25

NOAEL 200 mg/kg {AE

R (=X

4EEN

BEANDEZEDETNDEL,

By

Orbifloxacin:

BEYRICH T HRE

AREHEE-TERAAD K

ATTFTI BRI L

HERA 4 T R LSRR
B oyhk

BER®K &0

—h%EM  #: NOAEL: 50 mg/kg {AZE
HHARE 64 NOAEL: 50 mg/kg {AE
R BAEEEEGL,

HERA2 A T ZREMNB L UVUBRERE

oy bk

BE£K &0

I% - BRIRE M, : LOAEL: 333 mg/kg AE

R EFTEZEIEIEL, , BEHEFRADEELGZEILBRE
EHELNBMEEIZOAFIBA LT,

HEB4A T 2RSS UVBERT

& oYX

BE£K &0

BARO—iE=1E: NOAEL: 20 mg/kg {AE

IE - BRIRE 1, : NOAEL: 60 mg/kg AE

R MHMIEREADEZETLZL, , BEREFRADEEL
EEIBAEHENBENEESIZOAFIBALE, , BETFLE-HE
ADIRELEM,

HEBYa T HE

i 1N

BE&ZK #0

FAEEM: LOAEL: 2. 5mg/kg (AE

R ABROBRRE~ADEE, , BERFTE.

BMRRICLDERBICBEENHSZEN—IILFAESNT
AT
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Orbifloxacin Solid Formulation

&S ETA: BEES: HTEET H: 2024/04/06
8.0 2024/09/28 801085-00019 #IEYERLR: 2016/07/15
FIRICK T BE L D BB T ER/RESHRY ) — Y L REERS S
HEHERER
oy

BRERE RARAALTEIGE

Fi%: OECD HEEH A K54 > 422

R et

HE BT 2HEMSBONET—RIZETL

fRREOEE~DEZE D HEBRAA T ZRINS L UVKRERT
oy bk
BRERE: RARAALTEIGE
R e

BE: HUTHIMES /LT —FIZE DL

FERMESRSE (BEIXCR)
FIRATRE L RERICESCRY DETERL,
FERMBSRSTE (REICR)
FIARRELERICEOCRY DTSR,

RERESMN

S

Orbifloxacin:

& v b
NOAEL ;20 mg/kg
LOAEL : 80 mg/kg
B 5 Eg 0O

i 55 B R 3 4R

IR R AR L 2R, i, B R
2 IONIR
NOAEL : 80 mg/kg
LOAEL : 250 mg/kg
B 5 #E © &0

i 55 B R - 3 4R

iE FR
NOAEL . 50 mg/kg
LOAEL ;250 mg/kg
B 5 #ERg . qu

AR & B 14 Days
gl e CObE, B
JiE K . BEBAE
iE% D BRI AEEE
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Orbifloxacin Solid Formulation

RES METH: BBEERE: AIEIZRETH: 2024/04/06
8.0 2024/09/28 801085-00019 #E4ER R 2016/07/15

2 O FR

NOAEL . 2 mg/kg

LOAEL ;3 mg/kg

B 5 ER% C 20

iR & B : 90 Days

ERfE R B

im% . BELGEEFEAESRESIAGL T

i PN

NOAEL . 37.5 mg/kg

BEZK L #B0O

B & B . 30 Days

b - S

NOAEL : 7.5 mg/kg

LOAEL . 22.5 mg/kg

B 5 Eg C 0

iR & 5 il 1 4H

ER . BT

RATFVUEER TR L

2 D vk

NOAEL : > 100 mg/kg

BE5Z% D BRHAHIAATEEE

A% 55 B . 90 Days

e ;. BT eamEMSBLON-T—2IZE DL
RAABEN

FIATTRETIERICE DR Y RFETERELY,

AEIZH T B REBRER

5

Orbifloxacin:

RAAATEIGE D EK PRHBRRADEE, BBETE, FFBEDZEEL, 77

15F— RS
B Bt EsI 2RI AL H D,
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Orbifloxacin Solid Formulation

&=

8.0

;ETA:
2024/09/28

BBEERE:
801085-00019

AiIERET B: 2024/04/06
#EERLA: 2016/07/15

12. BRERERR

4 REEM
B4

RTFTFYVIBRITRII L
a5k

SOVIFOKEEERDY

IZxt9 5&MH

R KEEYICHT HEM

WEMICHT SEM

REM - S

H5:

ATFYVUERRIT R L
£ RM

LC50 (Leuciscus idus (34 ®—7&)): > 100 mg/|
BRFERF: 48 h

A& DIN (FA VI XK 38412

&% BT mEIBON-T—FITEDL

EL50 (Daphnia magna (A= >3)):> 1 mg/l
REEREME: 47 h

WHERME: KiEE

A% ¥64 67/548/EEC, Annex V, C.2.

e BT smEIEONT—FIZEDL
BEERFEICBITA2EMEL

EL50 (Pseudokirchneriella subcapitata (#kZ)):> 1 mg/|
RBEERFE: 72 h

WERYE: KEE

7% OECD REEH A K54 > 201

fEE AT A2YEI/ON-T—FICE DL
BERERFEICSTAIEHEL

NOELR (Pseudokirchneriella subcapitata (fk%)):> 1 mg/|
REERFE: 72 h

WERYE: KEE

7#i%: OECD HE&EH A K54 > 201

fEE AT A2MEI/TON-T—FICE DL

EC10 (Pseudomonas putida (2 —FEF R - FF4)):> 100
mg/ |

BREERFR: 16 h

BERME: KIEE D

w5 BT MEMTONT—RITE DL

HR. HEEETL
#E: BT HIMEI /LT —FIZE DL
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Orbifloxacin Solid Formulation

&S ETA: BEES: HTEET H: 2024/04/06
8.0 2024/09/28 801085-00019 #IEYERLR: 2016/07/15
EREEY
5%

ATFFTYUEBRT RO A:
||n—71'7 2/ —=IL/KDBHRE - log Pow: > 4
(log fE)
TEPOBEIE
T—REL
TV VE~DEEH
e
thoEELE
F—H274L

13. BELDIEE

BREFE
BRREEY DA BRADBRFICEVLST S,
BREME T KA L TG 5L,
FRBHRVEE D EDBRBRE. UHAVLFEEFREEDLOIZ, BAERIT

REYVEREICRTT S,
BICHEENMEWNMES. REAGRELTEEYT S,

14, WELOEE

E R

= _E iz (UNRTDG)

EEES =
E&E#%4 (Proper shipping : JEE%Y
name)

E&E 4548 (Class) L IR
BRfEMRME (Subsidiary risk)  :  JEER
B2 Z 4K (Packing group) . JEER Y
A~ )L (Labels) © o JEERY
REAEH o JEERY
fin22#fizx (IATA-DGR)

UN/ID &S (UN/ID number) : 3EE%Y
E&E#%4 (Proper shipping : JEZY
name)

E&E 5> 48 (Class) . JEERY
BIRfEMRME (Subsidiary risk)  :  JEEZ
B2 (Packing group) D JEERY
AL (Labels) o JEERY
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Orbifloxacin Solid Formulation

&S HETH: BEES: ATEZRET H: 2024/04/06
8.0 2024/09/28 801085-00019 #E4ERKR: 2016/07/15

Water (EYi) (Pack- : JEEZS

ing instruction (cargo air-

craft))

Water (REH) (Pack- :© JEEZS

ing instruction (passenger

aircraft))

#5 £ #2% (IMDG-Code)

EEES .

EE#i%4% (Proper shipping : 3E3%H

name)

(=& 548 (Class) o IEERH

Bl RERE S

BHRER D OJEERH

2aY% D OJEERH

EmS a—F o IEERY

BEBEYE RS - FEY) ¢ EFEH

MARPOL 73/78 MiRE I1 XU IBC a— FICK A X 5BAMEShHBAME (B - EZY)
s S REBOHMIZITIEZS,

& AR

E0REDERHIE, HE 15 23HT 5,

A DREHE
JEERY

15.

BRAER

BEER

HREE

fElRY. EERBMICERS LG,

L&&

BELCEYME. EREFHE. BRFMEEMEICKILEL,
FHERE/EE

REENBLEShLIEHED

JEE%H

BEDHFAIZZITEREREY

JEE%H

REEEN LEHARME

JEERY

ZREREDOEBH o =L FYE (BIFLFHE)
JEERY

16/19



RET—H—F CIMSD A e

Orbifloxacin Solid Formulation

RES WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 801085-00019 #EERLA: 2016/07/15

ZREREOBHoh =L EYE FHREHEFEHE)
JEEX Y

BAREZBENTREBRVRVEEY

EE ST ED 2 (FRITHRIRE9)

[e%% EHE (%) %
[IR77U B IR YL >=1-<10 -

BRFERTIRECRVRVEEY

EEST &K HEITHE185%)

%4 %

IRF7U BT L

REEEZLEYYE FREHORERESOGAREDE GGBREHmERAE 94 &0 2)
e Y

HRAREDE (FERLEERNELSTTEN2)
JEEZY

BHECEMEEEFRRA

JEEZY

nch B FRHFRA

e Y

W7 L)L ETRFH A

e Y

AWAERSE TR

e Y

FERRSHEXETS - IRE— (BEWD)
JE%Y

SR VRIS E

JEEZY

e EHLInEERREX

JEEZY

BEEHRABRRE

JES% Y

P&-3 0508 S

e Y

R eE

B E L TREISh TULVELL
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Orbifloxacin Solid Formulation

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

8.0

2024/09/28 801085-00019 #EERLA: 2016/07/15

=k
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