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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

P2I3 IRIEADMHZERITH &

BREE:

P305 + P351 + P33BERICA -T=1FE : KTHOBEEERC*E
52¢, RZava Y FLUXZERALTWTERICNE S
BIENT L, FRRLESEHRTEH L,

P337 + P13 ERDRHA K 15E : ERIDRZR./ FUTEZIT
5 &,

P391 SR ZEIURT 5 &,

BEZE:

P501 NEY.  BRERBIN-VNEHERICEET S &,

GHS P EICEE L LMD ERE T
R L,

3. MRRUHSER

LEME - BEEYMDORXF © BREY

5%,

=22 CAS B = 8= % w/w BEMARER

55

Bedh (Fim) 8042-47-5 >=60-<70 9-1700

Orbifloxacin 113617-63-3 >=1-<3

FEARYUISUNIRUEET R |83919-23-7 >=0.1-<0.25

TIL

Posaconazole 171228-49-2 >=0.1-<0.25

4, [BREE

—fREIT R/NA R D BHOBEED. KON TCNEVWEZFEFIELICEENDEEE
2IT5,
FEIRARSICIHEE. TEEEBAHIEEE. EMDIERE
Z1T5,

|ALF-GE D RVWRAATREES. FRGEKOSIABHT 5,
ERENEZZIT5H,

REIZHELESE D EML-BE. EBICKREERTAEZSEDKTEVERT,

BERLERBRE S U#HZR <.
ERLEZEZT S,
BERADHIIZKRBRZERES .
HEBFERT HRICERISHKD.
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06
RIZCA-=158& Ef L1158, ELIZZEDKTAOLCED 16 2EB %%

RAAATZGE

RAMERRVCEREERDOEK

LERLHIRER
BREEEZEY 2EDRE

EERIC T 2 RAEEESE ¢

LR,

BECTEDBAICE, av4 9 FLURZERYST,
EELEEZT5,

AIAATIEES. BEICHAELL,
ERLEEZ(T5,

KTeOxKLTT

AR il ik o

HAMBERBFBEODREITEEZILL, HESN TSR
BREZFERATH L. BROTREMENHHBEE. HESD
BYGEAAREEZSREOC L (BR8E5E) ,
XHBREBSURMEREZERZITAHC &,

5. NKBrDFEE

B Y73 H K F

2> TIXR R LVE KA
HEORIREEN

HERBRIEY

JKIEFE

it 7 )L a—ILiasH K

ZBkixZx (C02)

R H KA

MR,
BRERM~NOBRBIIREICELZRIZTEENH D,

mERERIEY

BEDBKS® BB ORI & FADEE IS U CEDEAFRERNS,
RRHOBBEANT BBITKEBET 5.
R THNIEREBH DT NS, SBT,
Riih S EBEH D&,

BRETS BORE ASEEEIZIE, BRRTFRBEERT 5.
REBEEAT 5.

6. RUBOBE
MECHT 2 XBEE, B © KREEEHEAT 5.
ERURERHBEE RLAMYBLDOT KACR (BB 188 ©. BARE

REICHT HEEEE

HLRADRTHEDAERDY

BnREEICEYN (HE8E23H) .

RE~OHREZEITH L,

REFHRALTHD, INOIEFIZELEDHS,
LEEHEICLEDIDEHC FHLRAOELIEA AN THE
I2&3),

FEINF-REKEREL, 09T 5,

TRHEMNE L CEURTERZVGE X, A BRKICERT 5,

FEMEGRIM TRIRS E 5,
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06
HEAS ZEICZENT-EHE. WREFELEOBEYLH CADFE

ELT. BALHEWVEKSICTEHIE, HRBEICERALEZE
MERDITTRVWEIFRIENTEEIESICIE, BURLT=1
BEEULRBNIRET S,

REYE EEYRRIEITRET S &,

ABSEHRE., BETDHEICIK. SMAFEEAAREIUVEDR
B> THRIETZ &, FORBICERSIAEDEIZON
THLRBETHD, EORUNERAINSIINEHEET HIHLEN
Hbd,

ASDSNDEE 13ELVI52HENT., MABARKRELUVE®D
ERFIOEEHY .

1. BEEVWRUVRELDIRE

v E A
T E et R

BFrgR, £HBK

ZERFIEER

e ok ] 3
A K

FEBLERUVREREDBEDRFENKRESE,
THEBENTELRWNEEE. BAIREEZFALTLE
LY,

REBOKRIA TN,
EIPRATL—I R FERLGAELLY,

RARAFELELN,

AR&E DEfLEEET S,

kW RIIEREZ L <KD 2 &,
BISBRERAEOHKRICE DS, EXEHOFELLUREHD
EITHREICEVVRYIES Z &

BREFRHALTHECIE,

RNPCEEYEHIEL. BEAOBREZ&H/NMMEIZCTSHE5F
B9 5%,

3|1
BEOERAPICIEEME~D XL EOFEELH IHEIL.
EBFOBELIZTAITIVIV VI VRTLAELURED ¥
J—%#HREBE LTI,
FRAPIHRERUVEEZZILT 5,
BREINF-KRITBERT HAICHEKET LS L,
27T 4 DHEMEARL—avICEk, ToP9=Fa
vho—)L, BUGEAGERE. BULKRLESKVE
FREFIE, EXHEER. EREREEEERFIOFEROL
Ea—%28ORENHYET,

BWEYEIRILODODNEBRIZANRTE <,
BEL-oMNYEAD S,
LEOREICHE>TRET 5,
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06
FEARES i E D ROBBFEHEL-SL LITRELAEL
SR AR b &
BELBHRTEME DO BIBUOEE MRAL,

8. F<EMLRUVRHEEE

ERREICE T IRV RBERR/HFERE

5% CAS &= BE (REF | EERE/EER | HH
fE) E|HBRE
B&fE (B 8042-47-5 TWA (X AR 5 mg/m* ACGIH
)
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB RER
2)
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)
EARYUTSUAILKRUEE | 83919-23-7 TWA 1 pg/m3 (OEB 4) NER
IRXTI
SHIRIEHR: KIS
| # =B Y HIR [ 10 pg/100 om* | &R

B PSE DB REEFSUVREZRET LSO, 210027
JEBIREHRFICIUERESA, (WP ESICHVERSL
BHENHYET,
[RA], FABIRETIIRYFEHHENTL I,
HO0—X7AatA AT LMEIEMEZERLET,
ERECTYIRSBEEX. T7AVILIET SAEEEEZD L
TWa=H, BRUIZIELNNMAE—T0F1sFvERY b,
BRI—FELVZDELIDOIME TN, REFETIFERALE
T, COREEEMNLZEMEE. SA VLA ELLERVFH
v T ETRYFZWET .,

fREER
MR RRER D EYGRAHSEENFATELRMES, FRE < EFE
THEZENA RS54 D OHEEND I BNRESNHEE, F
RRERBEZEZFEALEL LS,
T4NE—84T D WHTFREERESAOESSAT
FOREER
#E DO HEREFR
e D FREZETERIDCLEERELEL LS,
ROREER YA RO P EREREL LKEIT-TILEBERT S,

ERIRED L FERPIZKRDOSIVMRE, S X+, T70Y
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&S }ETA: BEES: BIEIZRET A: 2023/04/04

5.0 2023/09/30 439120-00018 #EERK H: 2016/01/06
W ELRRET B8, EYGI—JILEERT 5,
MLA. SR, $LLEI7RYVILIZENEESLEIND
AN HBBEEIEL. TJ—AP—ILEE LLIXFDIELID
ILT7z—REOTOTFoO a3 vEFERLELLES,

RERUVBARDGZRER A= 74—LHL LLIEEBRERAI—FEEALEL LS,

MRENBHLBVESIC, EEENDIEZRVICEDE, &K
EEOA—AUrZEBMLTERALELELES Bl RU—T
Lyy, 2702, RFR. FIMETR—YRE) ,
BERIN-FAIREDHLIRIRER CIHESILEYLHFETT-
TLEEELY,

9. PEMARTLFEHNER
PIRIR AR
&
R
RhoLEWEDE
AR B E R
BRI ER RV HEER
ARE (BER. =K)
AIATE GRIK)

BAR
ROA b FTHRTA +

F—a#L

BRETRARVERLRRE AIARR

BRAEFEED LR/ AAER

&

BREEHROTR / AIATR

B

BARREMNEE

T8l
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Formulation
RES }ETA: BEES: BIEIZRET A: 2023/04/04
5.0 2023,/09/30 439120-00018 MEVERLR: 2016/01/06
FhHE
PR (BOKEE) F—a1L
TR
KiEE T8l
n-A49 %/ —IL/ KSER{FREK JEEZ Y
(log &)
ARE T—RIL
BERY RSB B
tE T—REL
BE T—271L
BT RAFRE F—ARHEL
IERFE JEIRF M
EEL 4T AEGIIEEEYME L LTEOEINLGL,
RIFHEE
FFHARX %Y
10. KEHRURGHE
RIS RIGHERERE L TIEREI ALY,
LR E S BEDRETEHREE,
fEREE R ATHEE BULEIERIERIST D ENH D,
HWTHREEY HMREGL,
BERYE & 1 &l
EREE LN HRERY BREELBERMITHMON TV,
11. EEMER

AN H LS REZBOFER

mA

B2 IS H i

B
RIZA-=15&
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Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 439120-00018 #IEERLA: 2016/01,/06
SMuEH
FIFARTRE A IEMICE DR Y DETEAL,
S5
ansEd (&o) © LD50 (5 k):> 2,000 mg/ke
BZ BELEEERIIBRESNEN ST
CORAETRETIIBREIN TGN,
2MEE BR) : D50 (T k):> 2,000 mg/kg
& BELEEEREIRE SN G, -1
5%
Bedm (Fiml) -
ansrd (&o) © LD50 (5 k):> 5,000 mg/ke
2HEHE (RA) : LG50 (T v k):> 5 mg/l
RRERRE: 4 h
HERRE MLCA/SRF
FERAAY b COMEEILEEYIAEOBASELE
LYo
SMENE 8BR) : LD50 (7 H¥): > 2,000 mg/kg
TERAAD M COYMEFLIIEEYWIEAEOEESHITE
L,

Orbifloxacin:

anE (Bo) : LD50 (5w k): > 3,000 mg/ke
B CORBTRECFEEIATIAL,

LD50 (v 2 R): > 2,000 mg/kg
HE: CORAECERTIEHERINTLAEL,

LD50 (X): > 600 mg/kg
fEAK: Mt
& CORETEHETIHERIATLVAL,

aMEE (KA CEE T2 AL
AMEE BR) CEE T2 AL
AMEE (ZOthORERE) D50 (5w k):> 200 mg/kg

RERZR: NN

LD50 (=2 X): 500 mg/kg
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

’REZR: NN

LD50 (5 v +): 233 mg/ke
B 52 #8ARM

LD50 (=7 X): 250 mg/kg
REZR: 5k

EARIVISUANKRUBIXTIV:
2nEME (#O) D50 (5w k):> 2,000 mg/ke

LD50 (%9 R): > 2,000 mg/kg

2HEE (RA) : LC50 (5w k):> 3.3 mg/l
REERE: 4 h
HERIRE: MLA/S X b+
BE CORAETERECIIRE I TV,

LC50 (v R):> 3.2 mg/l
BRI 4 h
HEBRRE MLA/S X+

2MHEN (Z0hORER) : D50 (Z v k): 300 mg/ke

REZR KT
REAR: PO PR

Posaconazole:
AEEE @&0) : LD50 (v k):> 5,000 mg/kg

LD50 (v 2 R): > 3,000 mg/kg

a2MEE BR) : LD50 (T v k):> 2,000 mg/kg
RERRYE/REE
FIATTREIBRICE D RY DETELLY,
B
& YR =
R L BEOERBRIE
B
Befkh (i) :
Iz DoyX
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Orbifloxacin / Posaconazole / Mometasone
Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 439120-00018 #EERH: 2016/01/06

"ﬁ% RIERIELZL

Orbifloxacin:

& RS

WaP: LA X Bk

R RIERH A L

EARTVISVALRUBIZATIV:

| iE R

fER RIERIELZ L

Posaconazole:

|E RS

fER RIERIELZL

RIZxd 2 EELZEEMY BRI

E[EY B

85

2 &

R B ORRI|

%

B&gkin (BH)

"@ PR e

R BR~DORIE A L

Orbifloxacin:

b oYX

R B EORR

Vab: KL X8

EARIVISUAILRUBIXTIV

|*§ e

fER AR~DRIEH A L
Posaconazole:

| i& e

fER BE DR
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Formulation
&S ETH: BEES BIEERET A 2023/04/04
50 2023/09/30 439120-00018 #E4ERLA: 2016/01/06
FEOR 38 REVE 1 I R B kTS
REBES
FIATTRESIERICE DR Y DETEAELY,
PRI 38 BLETE
FIATTRESIERICE DR Y DETEHLY,
B
HEgSv 4 T Magnusson—K| igman-Test
REDOIRE 234
R RIERAEME TN
B
Begkin (JH)
HERS A T Eai—5—i%
REDITRE RIS &
2 EILEY +
HER (=X
Orbifloxacin:
HERS A T XA tE—2 3 VR
RED TR 234
2 EILEY +
R RIEREME T AN

EBARTUISUALRUEBIR

RS AT
REDIER
12

TEAA b+
TR

i

Posaconazole:

HERA AT
REOTER
12

R

TI:

XA E—2 3 VR
R

EILEY b

RIEZ @ISR0,
(=4

guinea pigs ZHAWLV-HERIZKY . KMEITFT R EBRESE

METHDCENTREND,

Magnusson-K| igman-Test

RIS 1k
EILEY b
(=4
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES ETA: BEES BTEISRETH: 2023/04/04
50 2023/09/30 439120-00018 #E4ERLA: 2016/01/06
4EMRERRYE
FATRELIERICEDOCRYDETERLY,
By
B&dHE (Ril)
invitro TOEEEM D B4 T in vitro BELEYMRECFERESAR
R fE
in vivo COEESEHE D RERA 4 T HELEYARMmMER/ N ZERER (in vivo HifaE R
E%)
FB:.vYR
520 BREREST
Hi%: 0ECD SRERH A K514 > 474
R 2
BE AT A2YEIBON-T—FIZE DL
Orbifloxacin:
invitro TOEEEM D HREBAA T MEMER WS EREALTESER (AMES)
#ER: TEAE
SRER A A T HORY VNE
R B
HEaa 4 7 2amAERE
TAMRT L ABDY 2NEK
R B
in vivo CTOEEGEEM D RERA A T INMKERER
E:T9X
e B8
BE 2 BNt
R E
HEE A2 A T FEHA DNA & i ER
Sy bk
HRa % FFHARa
BEK 0
R e
HEMIREERRYE - TEAA 0 RUANECABHBERAERERE L THET S EIETER
vk Ly,

EARTVISVAILRUBEBIZATIV:
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Orbifloxacin / Posaconazole / Mometasone

Formulation

RES %ETH: BEES: BIEIKETA: 2023/04/04

5.0 2023/09/30 43912000018 #EER B 2016/01/06

in vitro TOEEEM D REBRAA T MEMERAWDEIREALTERAER (AMES)
R rE
HREA A T RRBAKEE
FAMRTL: FrA Z—XNLRE—[HifHRE
R fE
HREgR A T LBEKER
FAMRTFL: FoA4 Z—XNLRS—IIEHA
HER: B
HEEA A TR UNE
R rE
in vivo TOEEGEME D HRERA A TN ER

B TYX
5% £0
ER:
RERA A T 2EBEKERE
Eov bk
ez B8
R EH
SRERAZ 4 7 IEHA DNA & R ER
oy bk
R R FF4mRE
R 2

AEMEEERERE - 7R A ¢ RUNECEEHRRALRRE L THET S LETER

vk LYo

Posaconazole:
in vitro TOEEEME D HERAA T MEMERA NS EIRERE EHER (AVES)
R =

HERE AT REKREE
HR B

in vivo COEEGEEHE D HRERA A TN ER
B YvOR
ARRE: B5
B ERRIE: BEARA
R e
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Orbifloxacin / Posaconazole / Mometasone

Formulation
&S }ETA: BEEE: BIEIZRET A: 2023/04/04
50 2023/09/30 439120-00018 #E4ERLA: 2016/01/06
BHRAME
FATRELIERICEDOCRYSETERLY,
5
B&dHE (Ril)
L AR
BE5Z% RAIAATEIGE
R 22 B R 24 7+ B
fER [=2k3
Orbifloxacin:
T2 AR
BEZK #0o
r3Alied | 25
NOAEL 200 mg/kg AE
HER (=X
2 YR
BEZ2% #0o
YA 25
NOAEL 200 mg/kg {AE
fER (=X

2
52K
iR & B
rEE

#ER

12

5 AR
RgR 25 e ]
REE

FER

Posaconazole:

12
RE5 R
iR 55 BF
HR
E

BARY VIS UAILRIBEBIRATIL:

Jv bk

®A

2 &

0.067 mg/kg AE
(=45

YR

®A

19 B

0.160 mg/kg KE
(=23

AV
#0 (g5)
25
(kS

ERMIBLE— FIXAR & EBER.
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Orbifloxacin / Posaconazole / Mometasone

€ MSD [} e

FIRATREGERICEDRYDETERL,

%

B&ghn (R :
PEYRICR I D FE

Orbifloxacin:
RICx 9 B2

RS A T — MRS

B Sy hk
BRI RIEHEA
IR fatt

HEBRY M T ZRME L UVRRERE

B oy hk

RERZE RAHAATZIEE

=T S =

HEBRY 4 T A EESEEHER

B Sy hk
BERK &0

—i%EM  #: NOAEL: 50 mg/kg {AE
¥NEARE F& 4 NOAEL: 50 mg/kg {AE
R ASTEEFT L,

HBRE A T ZRME L VRERE

B oy hk
BERK &0

Bt - IR EM, : LOAEL: 333 mg/kg AE
TR EFEEEGL,
EMENSMEEICOAHBALT-,

RBP4 T ZRME L URRERE

FE: oYX
BE£K £0

BHAD—AEEE: NOAEL: 20 mg/kg AE
BE - BRIRE M., : NOAEL: 60 mg/kg AE
R WHIERE~D

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
2023/09/30 439120-00018 #IEERLA: 2016/01,/06

b E4P
BRERR #0
A 2 &
FER f&1%
EE Ve OE— RIZ AR & EBER,
HEEN

EEEFRADFEEGZELRE

L, , BEREFRADEEL
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06
B IRBARSHENSMESICOAHBAL, , ETLER
KikEEM,
HEAA T RE
PN
BRERE £0O
FkHEM: LOAEL: 2. 5mg/kg {AE
HER - LEB2OBE~ADFEE, , BHRFTE,
HESE-7ERAAVF D EBYIRRICKDERBICEZEN DD EN—EILIEENT
W5,

FARYIVISUAILRIBIRATIL:

FIRICx S HEE D O HERARA T EES
E: Sy bk
BER®K BT

HE5E F3: NOAEL: 0. 015 mg/kg {AZE
EK: ZRINAEGFEER, MY LEREOKE,
R SREICEEEL, , £EEANDEE,

BRERDOEBE~DEE D BREBAA T ZRINBLUVRREXRE
B YR
BER®K BT

B - Rg'R&E M, : LOAEL: 0. 06 mg/kg AE
HR EEtoE., | EFUELREST

HER44 T ZRWELUVUBRERE
oy b

BERE B8

BT - BB'RE1E, : LOAEL: 0. 3mg/kg AE
R E - BRIESMH,

REBA4M T ZRNE L UBREE

f&: oYX

BRERK K

BT - BBIREM., : LOAEL: 0. 15 mg/kg {AE
HR IE - RESMHE. . FIRHLEDLNII,

HERAA T ZRWELUBRERE

B Sy bk

BEREK ET

it - BBIR&E%, : LOAEL: 0. 15 mg/kg AE
R FERADEE,

HEREA T ZEMNE L VRERE
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Orbifloxacin / Posaconazole / Mometasone

Formulation
&S }ETA: BEEE: BiIEIZRETA: 2023/04/04
50 2023/09/30 439120-00018 #E4ERLA: 2016/01/06
B ooy X
BREZK &0
BE - B3R &M, : LOAEL: 0. 7 mg/kg {AE
R IE-RREMN, . FEIBDOLNT-,
HBESEE-7TERAADF D EYIREBRICKDERBADEZENBEICHD., , HPEER
IC&BEHMBESIUEBEN~NDEZENH D Z EN—F
SN TS,
Posaconazole:
RICX 9 B2 : HERA 4 T 2REES / VHERE
Sy bk AR

—fikE1  #H: NOAEL: 180 mg/kg {AE
FER: AT~ DEEFT
HR: Et

HER4 4 T 2HEEeN / MHERE
oy hk AR

— S 8 NOAEL: 45 mg/kg AE
fEIR: T~ DEEIL AL

iR fat
fBRORBE~DZE D BB T ZRMBLUVBERE
oy bk AR

BE£K &0
FeEEM: LOAEL: 29 mg/kg {AE
R BREMN. . FELAREHLNI,

HEB4A4 T Z2RWELUVBERT
FE:OHYX AR
e E M LOAEL: 40 mg/kg AE

HR: RS,

EESME-TERAA VU D BYMRRICEDERBICERENHSEN—EIAAESAT
Wd,

WERMBEREE (EEER)
FIATRELERICEDCRY DFETELL,

5%
FARYVISUAILRIBIATIL:
|l&= L AFEARAT— IR ENEREEERE S AL,

17 /30



RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

FERMESRSE (REXCR)
FIATRERERICEDRYDETERL,

B4

EARIVISUANKRUBIXTIL:

RED IR . RAMLA/IRMIE

12 28 . RER FE BR KRS

FEAAD b . RHlch-%,. XRIEIREIFBIZLIEBZOEZTOEFN,

Posaconazole:

EEOIREK D BAHIAATEES

IE R gz L BT, B9 B R AiER #BRR
TEAA D REIICHh-5. XIIREFLKBIZKIEBHRDOESE,
RERSSM

B4

BEfHE (Rl

2 D vk

LOAEL ;160 mg/kg

BE5Z% D BRHAHIAATEEE

A% 55 B . 90 Days

L D 2wk

LOAEL o>=1 mg/l

BRERR D A LA/ZI R MIE)

PR 25 Br P 4

Hik : OECD HEEHA K42 412

Orbifloxacin:

2 D vk
NOAEL ;20 mg/kg
LOAEL : 80 mg/kg
B 5 #Eg . 80

iR = 5 i . 3 #H
gl e . 2h, Tl BE OERE
2 DOXIR
NOAEL . 80 mg/kg
LOAEL ;250 mg/kg
B 5 #Eg . 80

A% 55 B 3 4 A
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETA: BEES: BTEIZRETH: 2023/04/04
5.0 2023/09/30 439120-00018 MEERE: 2016/01/06
& FX
NOAEL 50 mg/kg
LOAEL 250 mg/kg
BERZK #n
A% 55 e 14 Days
2R Dig, &
JiE 4R B2
3 BRINIETE
& FR
NOAEL 2 mg/kg
LOAEL 3 mg/kg
BEZE® #0
A% 55 o 90 Days
Z AR =
kS BEELCEEERRIEIRESGL -1
& X
NOAEL 37.5 mg/kg
BE2E® #0
A% 55 B 30 Days
(=3 = S|
NOAEL 7.5 mg/ke
LOAEL 22.5 mg/kg
BEZEK #0
i 22 B R 1 78
JiE 4K BEAE

EARTVISUALRUBEIRATIV:

2 v bk

NOAEL 0.005 mg/kg

LOAEL 0.3 mg/kg

B 5 ER% #0o

AR 55 B 30 d

iR ) oNES, BPEE, BIE, KRS, KRR
2 PN

LOAEL 0.5 mg/kg

BE5Z®R #0

iR & B 30d

1RO AR ) oNES, BPEE, BIT, KRS, KRR

19/30



R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
&S }ETA: BEEE: BiIEIZRETA: 2023/04/04
50 2023/09/30 439120-00018 #E4ERLA: 2016/01/06
2 AV
NOAEL :0.00013 mg/|
BE5Z% D RAE LA/ R BIE
e 22 B R :90d
IZ R g 25 C BIR, Bh, U oNET BREE, BEE B O R
2 PN
NOAEL :0.0005 mg/|
BE5#2% D RAMLCA/S R FIE
MR EE T 90 d
IE R gz ORI, Bh, O oNE B B BE MR iR
Posaconazole:
L DIy, AR
LOAEL 5 mg/kg
BE52% C 0
YA 6 48
IZ R i 25 C BT, b, O BREES, RREE, BHE DRE
2 N
LOAEL : 3 mg/kg
BE5Z2% C 0
i 55 B R 392 Days
IZ R 25 . b, BREE, BN, /DBm BT, BEE U o \HEEE
L YL
LOAEL ;15 mg/kg
BE5Z% © 0
MR EE T 1 #A8
IZ Rz B BT, UL/l M%
T2 PN
LOAEL . 3 mg/kg
BRERR DO
IR EEEERE ;56 A
IZRORE A L BT, B B R, IR MR £Hh, ) /M8
T2 YL
LOAEL . 180 mg/kg
BEZ2% DO
IR E= A% 12 5 R
1Z R i 25 D Mm%, HIEE, IR
|l LB
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R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
REE }ETA: BEES: BIEIZRET A: 2023/04/04
5.0 2023/09/30 439120-00018 #EERK H: 2016/01/06
LOAEL . 8 mg/kg
BRERR D EBRERIA
i 5 B R - 1 48
Z A2 D DEmMER, M, BT, Mm%
BAAEEN
FIFETRE A IERICE DK R Y B ETEAL,
5%
EARTVISVAILRUBIZATIV:
EEE]
ANEIZHT 2 RBIFER
D%
Orbifloxacin:
ARG E DOEK PR RADEE, BETE, FFiEEOZiE, 752

15F—, RS
EE: BRAMZESIERETAREENDH D,

EARTVISUALRUBIATIV

mA DOER T LUAX—HRK, HEE WExX, ERERLEE, R
ek, OEAU A E, ER0EH HBEHRE RERZRAD
EE GHIEFRR

R & A D OERK BT, RE

Posaconazole:

RARAATGE DOREIR: 1%, BRJE, MEXR, B, REE FEAOFE, %P
®’E, TH SNE FHERBRE BRESHE

FEMRIESR

5% 0

FARYI VIS UAILKRIBIATIV:

Iz L R FEVRIR AT AE
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RET—HRI—F

€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES ETA: BEBEE BIEIRET A 2023/04/04
5.0 2023/09/30 439120-00018 #E4ERLA: 2016/01/06
12. RIECEWR
ArEEt
5%y
B&fH (Ril)
y: k= LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

[x9 H= M

BEMNE (BEST)

[ZX Y H=E (BHES)

SOVAFOKEESHEDY

R KEEYICHT HEN

TOVIFOKEEEHDY

BEN
TUOVIFOKEEEHDY
(s e aY=—3 3

BREERFfE: 96 h
7% OECD EXBRH A K51 > 203

EC50 (Daphnia magna (A=< >2)):> 100 mg/|
BREERFR: 48 h
7% OECD ERE&R A A K54 > 202

RARESEERE (Pseudokirchneriel la subcapitata (&)):
100 mg/|
REREERT: 72 h
A% OECD E&R A A K54 > 201

RANEZERE (Oncorhynchus mykiss (=< X)): 1,000
mg/|
RN 28 d

BAEEEERE Daphnia magna (A4 <> 3)): 1,000 mg/l
RREERFMA: 21 d

%i@V/75>b»t/@IxT»

LC50 (Menidia beryllina
RREERFME: 96 h
BE AEERRBIZEITSE

(IIN—HA K) ):0.11 mg/|
TR L

LC50 (Cyprinodon variegatus (>—FAAY K2/—)):> 5
mg/ |

IRERRE:T d

&% AMERFEICETLIHEHEL

EC50 (Daphnia magna (74 =< >3)):> 5 mg/l
REEERSME: 48 h

ik OECD RER A A K54 > 202

BE: BARERREICS TH5EMHEL

EC50 (Americamysis (FAUHZTR)):> 5 mg/l
RREERFR: 96 h
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RET—HRI—F

€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

BEME (BEST)

[Zxd HEM (BEST)

-7 55— kemmas
f RH (215 )
EMISHT BBt

Posaconazole:
ast

[Tx9 o=

S KEEWIIHT BEM -

SOVAFOKEBREHRBY ¢

SOVAFOKEBEEHEBY ¢

R KEEMICHT HEN

AR 7 IEANSEHER
7% BRERFEICHSTLEMHEL

EC50 (Pseudokirchneriella subcapitata (k%)):> 3.2 mg/|
BRERMAE: 72 h

77i%: OECD ERERA A K54 > 201

&% AMERREICETLEHEL

BARESEER (Pimephales promelas (77w bAy K3/
r7)): 0.00014 mg/|

RREERFR: 32 d

A% OECD BRER A A K54 > 210

BRANEZERE (Daphnia magna (74 =<>0)):0.34 mg/|
RRERRER: 21 d

A% OECD HERH A K54 > 211

% BARERFREICSITHEMHEL

100

EC50: > 1,000 mg/|

BREERR: 3 h

HER S A T IR

ik OECD HER A K54 > 209
BE AREERRBICETL5HEL

RAEZERE: 1,000 mg/l
RREERFRT: 3 h

SRERA A 7 REOR N

ik OECD HER A A K54 > 209
BE AEERREICHIT25HEL

LC50 (Oncorhynchus mykiss (=< X)):> 0.95 mg/|
REEERFME: 96 h

ik OECD RE&R A A K54 > 203

% BARERREICS TH5EMHEL

EC50 (Daphnia magna (74 =< >1)):0.276 mg/|
RREERERE: 48 h
Hi%: OECD HE&EH A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#%:%)): > 0.509
mg/ |
BERME: 72 h
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REF—S—h € MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

7% OECD HERA A K54 > 201

RANEZERE (Pseudokirchneriella subcapitata (%k:%)):
0.041 mg/|

BRERMAE: 72 h

77i%: OECD ERERA A K54 > 201

M- 70 45— (KERERE : 1

4 EE (R )

AN (IBMHEMH) D BRKESEEE Pimephales promelas (7 7wy kAy K3/
2)): 0.206 mg/|
RRERFME: 33 d
7% OECD :RERH A K54 > 210

SOVIOFEQOKEREHEY . RKEEZERE (Daphnia magna (A4 I 2>0)):0.244 mg/|
129 5 &M% (IBHEMH) RREERSRE: 21 d

#i%: OECD HREEH A K54 > 211

BE AEERRBICETL5HEL

MN-275 48— (K&EREEE 1

% RHE (8% )

WEMIIKT HEMH . EC50 (RAMLE): > 1,000 mg/|
BREERR: 3 h
HERS 4 T Rk
ik OECD HE&R A K54 > 209

BB - SRk
%2

BeEfkE (Fil) -

£ R D RER: ZoBEETIEEL,
EofE: 31 %
RRERRER: 28 d

EART VIS UALRUBIATIV:
o R D KR So@EE TR,
H£0fR: 50 %
RREERER: 28 d
Hi%: OECD :HEEAH A K51 > 314

Kb THOREM o hok g3 fE: 50 %(12 d)
7% OECD HERA A F5 4> 111
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RET—F—F I MSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

Posaconazole:
SR D ER SoMETIEGL,
H£5fE: 50 %
REEERSME: 28 h
7i%: OECD RE&RH A K54 > 314

KR THREM L SRR (DT50):> 30 d
F5i%: OECD SERA A K54 > 111

EHEEYE

5

EARIVITGUALRUBIXTIL

EREHEMN : F&: Lepomis macrochirus (FJ)L—)L)

EWiRMEREF (BCF) :107.1
7% OECD HERA A K54 > 305

n~-#A49 4%/ —)L/ KHEZRE : log Pow: 4. 68
(log &)

Posaconazole:

HREREMN : 7&: Lepomis macrochirus (FJL—FJL)
E£MiEHERF (BCF) : 20
A% OECD HERAH A K51 > 305

n-#4%2 4%/ —JL/ KHEZRE : log Pow:4.15
(log 1)

TP OBEE
0%

EARTVISVAILRUBIRATIV:
"Eﬁ¢®ﬁﬁ ' log Koc: 4.02

Posaconazole:
"Eﬁ¢®ﬁﬁ . log Koc: 5. 52

TIVE~DEEE
JEEZY
thDFEZE
T—27%IL
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R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

13. BELDIE

BESE
ERBEEY DA BREDORHEICHVNLST S,
BEMZE TKABEH L TEE5EL,
FRBHRVER D ZEZOBRHIE VIS ILFLERERED-HIC, Ba %71

REMLEEEICRTT S
BICHEENMEWNMES. REAGRELTERET S,

14, WX LDEE

I PR AR
R _E X (UNRTDG)
E#EES (UN number) : UN 3082
E&E#E & (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Mometasone, Posaconazole)
E&E 4548 (Class) : 9
B2 Z% 4k (Packing group) c 111
S AL (Labels) 9
REAEMH COBEE
#2285 (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082
E&E%ii% 42 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Mometasone, Posaconazole)
EE 548 (Class) © 9
B2 %4k (Packing group) c 111
Z ~JL (Labels) :  Miscellaneous
WAER (EWH) (Pack- : 964
ing instruction (cargo air-
craft))
WEER (REH) (Pack- : 964
ing instruction (passenger
aircraft))
RIEAEH® L &E
7 _E 8% (IMDG-Code)
E&EES (UN number) : UN 3082
[EE#i1%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Mometasone, Posaconazole)
E:&E 5> 48 (Class) © 9
A28k (Packing group) o111
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RET—H—F CIMSD A e

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETH: BEERS BiEIZRETA: 2023/04/04
5.0 2023/09/30 439120-00018 #EERLBE: 2016/01/06
Z ~JL (Labels) 9
EmS 23— F (EmS Code) . F-A S-F

BEEEYE &S - D) 0 EE

(Marine pollutant)

MARPOL 73/78 MiRE 11 U IBC 23— FIZ & A X oWMAMESh HRAEME (ZH - FKY)
e S REBORMIZITIEZSE,

AR
EOREDERG L. HE 15258 T 5,
R DR EXE

CCICRHEN TV AEES L. FROBMETDREHT, ARET—42L— O THRS
NEESITHABESNEMBOFEDAHIZEIVTVET, WS HEIE. REBEFER. N\vir—oH
A X EMFOMBORAUNDEREIZLY . EESNHAEREELAHY T,

RERLREEREHES CIM

15, BRAZS

BEEER

HRE

fElRY. EERBRYMICERS LG,

L&&

HELCFHE. BERILFEYE. BAFMEEMEICKA LG,
HEREMEE

REFNBIUEShIHED

JEERH

WEDHFAIZZITEIREREY

JEERH

BEEEN LEHARYME

JEE%H

ZREREORBHohLEYE EIFLFEDE)
JEERY

ZRREOBH O EFEYE FHREHEFHE)
JEERY

AMEZENI REBRVRVESY
EE ST ED 2 (FRITHRIRE9)

x4 | SHE (%) &E
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RET—H—F CIMSD A e

Orbifloxacin / Posaconazole / Mometasone

Formulation

RES %ETH: BEES: BIEIZRET A: 2023/04/04

5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06
| i | >=60 - <70

BAHNEERTIRELRVERVEEY
EE ST & (BITHE 185%)

b4 BE
B8 -

RELCFMEREFRHRA
JEELL

st B TR

JEELL

m7 ILEILRPEFRHRA
A
AHBRPEFHRA
I
HERLFEEETS - WRE— (EEY)
JEELY

SR UBIEHEE

El]

LM EHINEER{REE

EEE

BEA R RRE

J a2

P

J

M2 £

BIRBIE 2,3 RERNETIES 1 AELNE
L%

FEAHREIES 104 REBYETAES | TOROEEY
BESRERBLIEOMILIET 3%t

5 B  EEREMEC )
R L EESEME
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
TS HETH: BBRE: BTEIZRETH: 2023/04/04
50 2023/09/30 439120-00018 #E4YERAR: 2016/01/06
FREE R U S 3 SE
FREERFEMERE EE - @A)
E| ]
HEMERBAERE EE - @A)
Y
BEEVMONEBE VERICET 5%
EEXREY
COEFDOHEAIZDONWTEEAS IRV M) —~DEEEIFR :
AICS COFRE
DSL CORE
IECSC N
16. ZDDTEHR
5| Ak C BEMT—4. BEMESDS I2HDILF—%4 . O0ECD eChem
R—FILE X UBIMNIEEWER http://echa. europa. eu/ D&

UEIN—C 3 U ERSNEHRBRIANE T 2 AR THRARTINATVES,

BZ7+—<wv b . #/B/H
FDHDIREEND £

ACGIH . KE., ACGIHPRFEIME (TLV)
ACGIH / TWA . 8 HEME. EEREIMEFEH

ALIC - A—RX FSUTDIEILFERASA ANV RY; NTT - TS5 D)ILEREEMES, ASTM - K
E# RGBS bw - (KE OR - A, ZERE. £EEUENHDIE SN EIME; DIN -
FAURBHEERE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFTEEZONDHEFEE: EnS - BERHOR T Do
—JL; ENCS - {LBEDBFLEME IR b, ErCx - FED XWOREEZRIFTEEZOND
& ERG - REWICDOF5IE; GHS - #RF/IM I AT L GLP - HABREMERE. [ARC - EHIR
DATRERHE, [ATA - EEMEEEHS IBC - BRIEEKOESFEEZD-HOMMOEE
RUKICET 2ERRHRAI; 1650 - 50%fEEIRE: ICA0 - EFREMMZEMES. [ECSC - HhEIR
FtEHELR: INDG - BB LERYRIE. IN0 - EESH#E; ISHL - ZEREEHEE
(BF): IS0 - EFZECHME. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO -
50%HEE (FHEBEE)  MARPOL - MfHIC K S BRDMILD-HDERRER, no.s. - I
MBNATINA TS L DZERRC: Neh - FURR NOWEC - BEZMHLZEIRE. NOWEL -
BASMHSZEL AL NOELR - EHEEMZELFES NOM - A28 NTP - XEE
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
5.0 2023/09/30 43912000018 #IEERLA: 2016/01,/06

REM IO L NZIoC - Za—2—F v MMEEME AR, OECD - #ZF I NOBAFMEE, OPPTS
- LEYMER SN - AFWILER PBT - HOMRMEN - ARERNE - HEME WE) © PICCS - 7
1 VELEMEA oAV Y —; (QSAR - (EEM) HBEFMHEE; REACH - LEMEDH
$. sTffi. B WHIUEE (REACH) [ZBI¥ H#RAI (EC) No 1907/2006; SADT - B hnEEs#Z
mE; SIS - RE&T—2 31—k TECI - 2 A ICBAFDILEMEDA R R TCSI - BIE{L
EMEA R MY —; TDG - fEiEEE. TSCA - BEMEMRGE CKE) ; UN - E3E; UNRTDG
- ERESERYEEES. vPB - FEICHIBRUVFEICHEEME: WIS - EXRSRBIRE
EUEMERRI AT L

CDRET—HI— MU TSDS) £V D) TRET HIEHMLUT TREHR &0 3)IF. KxEH®
BERICENT, BHOKREDOHE. FHh. RPESTDLETEETHSLHMLEZIDTT,
AIERET. REOREGHREL., FA. LE, RE, #@X. BERVRRICETIIAI TR E
LTOAMERENTEY . WHELRIEXIRERBZLTLOTESHY FEA, KFEBIL.
SDS MEEIZRENTVARESN-HRAICEHTSELDOTHY .. ABRAELN/RORMKEBAE
HET. XETOERPTHERASNDSEGEE. AXPITERNGVRY . ARICIETH G VAETEES
AHYFT . ARGOERAEFSMICEVTIE, FERERVHREEZERT 5812, FRES
MDRBRERBICETEAHUAOBYLGFMEEH T, FRAESLOERT 52HETORENIKR
[LHITHARHMOEMEL., A, LE, RUOREIZOWT, #EBEWVEY,

JP/ JA
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