RET—ZV—k €3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

1. eZRREUSHITER

EZEHDETF . Orbifloxacin / Posaconazole / Mometasone Formulation

HieEosHaH. EMAUVERES

HiEEDESH AT : MSD

LEX3 . 1-13-12, Kudan-kita, Chiyoda—-ku, Tokyo, Japan
BEES : 03-6272-1099

BEFA—ILTKFLR . EHSDATASTEWARD@msd. com

RREREEES © +1-908-423-6000

HER A& R UER L OH R

HEAZ R D KEHA

A LEDHIE |

2. ERAEFEORN

L&D GHS 7748

RIcaI H2EETBGEE R @ Ko 28
Rt

KERGEHENE RY (18 P8 Y
%)

GHS S RILEHR

IERREXIEY VR : %|

FEMREEE 25
fElRAEEER © H320 BRI,

HA11 REAMRGERISCEIC & > TKEEMIZEME
FEEE

REXE:
P264 ERfk WRIIRBE L KBS &,
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Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

P2I3 IRIE~ADMH ZRITHZ &,

BaBE:

P305 + P351 + P33 BRICA-1=15E : KTHOREEE %
52, RIZAVAIPLUREFRLTWLWTERIZHNE S5
BlENT L, TDRIKGEER TS L,

P337 + P13 ERDREA KL< I5E : EMDZER/ FLUTEZIT
52 ¢,

P391 SR ZEEIRT S 2 &,

B

P501 AW, BREADIN-NIBERIZEET D&,

GHS 4RI L E LMt ERAEE
HMEZL,

3. MR URSTER

LEME - BEEYMDORXA . REY

5

=2 CAS BE 8= % w/w BN TRER

&5

BEdH (B 8042-47-5 >=60-<70 9-1700

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

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

T

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

4, HREE

— BT F/8A R D EHOEEN. KON TCREBVWESEELICEEDELRS
2T5,
ERARSICEHE. FHEERNHIEEIL. EBDIETE
2115,

WA LGS DRUVVAATESS, BT EROBERABET S,
ERLEETZITS,

REIZHELIBE D EfL-BE. EBICEEEZERITALZEDKTEHEVLRT,

BRLERBRE S UHZER <,
ERLEZZITS,
BERADHIIZKRZERES .
HZEBFERY HEICERITEKD.
RIZA-T=15& O EMLUEEES, BELICZEDOKTALECES 16 EBESRE
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RET—2V—F

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE ®ETA:
8.1 2025/04/14

BERE:
439120-00022

BIEIRETA: 2024/12/03
#EYERH: 2016/01/06

RAAATZIGE

AMERRVCEREERDOR

HEELGHIRER
BREEET S2EDRE

EEI Y D HAEREIE ¢

LilR9 S

EICTEDBAICIE, aV2 9 FLURXRZERYSNT,
EBRLEEZIT5,
RARAATZIGEE . BECHAEEL,
EBRLEEZIT5,

KTO%ELLTT L,

AR il

HOMSEBFXBELDREITEEZILL, HEESINTLEHR
RBREZFERATH L, BREOFREMNHDIEEE. HESD
BYGEANREREZSRBOCE (HE8Z23H) .
XEREB S URMEREZERITH &,

5 KKFDFE

)73 K

> TIFR 5 A LVE KA

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A

HMEZTL,

HEOBIRAEEM RIRERYN~DBREREIREICEERETEENH D,

HERGEIED S 2ty

BRDHENTE WIGOIKIR & BHAREICIE C CEYGHENFRZRA S,
KAHDBERZAENT H-OICKZEET 5,
RETHNIEKREBE I THEAKEEI BT,
RN oRESED &,

HREITSBEDRE KKEFFICIE, BIRRARFZERT 5.
REEZERT .

6. WHFFDEE
AMRISHT HEEEIA. RE @ REEZERT D,
BERUVEAREE REGWMYFZELDT N4 R (BB TE3HR) . BARHE

REBEICHT HFTEEE

BoHERRICEN B8 ZE3H) .

RE~OHREZEITHI L,

REFHALTHDL, BNAOIENEFLEDD,
LGEREICIEEDIDZEHSC HLERAOFERIFIA AN TIHE
12&3),

FBERINERRKEREL. DT 5,
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RET—2V—F

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06
MEAEL CEURTEHWMESX, thABRKIZERHRT S,
HURADRUREDAERY @ FEMLBRIRM CRIREE 5,
27 ZEICZENT-IEES. BRIRZELEOFULHLCADFE

EHELT. GABBVELSITT ST E, kRRICERLEE
MERDITRVEFEIENTEZEHHEEICIE. BURLEY
B EYGBRHRNRET 5.

REME B TRIFITRET S5 &,

AEMZERE. BETDIRICE, A BEBRESLIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICON
THLRHETHD. EORUNBERSINLENZHET DLEDN
H%

ASDSDIEB 13HEEV152ENT, ABBRELIUVED
EIRFDEEDY .

1. BEVWRURELDOEE

&Ly
AT BI 3R
BFrER, RS

ZERREIRFER

Ffim ] 8
B R

L BHLERVRERBEDEDRFENRESE,
THRLEBMIMNTELGWNGEE. BAEREEZFERALTE
= AW

REWOKRIRIZAT AL,
REVORATL—I R FERIGAFTAL,

BRAAFERLY,

REDiEfLZ TS,

BIEWRIIEEZ L CES Z &,
BISBERAEOKRICE DS, EXEHORBESLUREHD
ETHREICREVERYES 2 &

BHREFHALTHELCI L,

BNUOCEEYEHILEL. RE~NOBEZR/NMRICT S 5F
B9 5,

E&1E &

BEBEOERAPICEEZME~DIEIL EDUREENHDHE L.
TEBROELIZTA ISV VI VATLAELUREY ¥
D—%FZEBELTLESLY,
FRATIIRBERVBREEZILT B,
FERINF-KRRIEBERT SENEET S &

27U TADPERMEARL—aVIClF, To2=7a
vho—)L, BULGEAERE. BULKRLES K VE
EBREFIE, EXEFLEER. EXERLGERHOFERAD L
Ea—%8T0ELNHYET,
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Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06
rRE
BEHREEG DBUIESRNILODWVERBIZANKTE <,
BELoOMNYEHADH S,
LZEDOHREIZH->THRET 5.
RAhER S D OROBEEFEHELE S LLIZEELAL
SR R b Al
TELBHFAEMH D O BEIHOWHME: MR L,

8. I BMILLRUREIEE

ERREICETIRIHRBRR/HFERRE

5%} CAS &= BiE (REl | EHEE/RERE | HA
&) i HFREE
BEfE (B 8042-47-5 TWA (R 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)
EARIUITSUAIIKRUEE | 83919-23-7 TWA 1 ug/m3 (OEB 4) RER
IXRTIL
AR RIS
| {ZERYHIR [ 10 ug/100 cm® | KIS

R DOMTR A Ay b/EERETOEE - BERITOFEHRT
¥, MR, BRIR. FEEFAFROBEFZIZOVNTIE, HHER
MEDY R ZERE L TEYVGCBEEENKREHML T
(g, COMEORMYFEWCEIYELLHAREEDH D
BEWHED) AV (L. BHOER (MEMLRHECIES E
BE) PEELFET, BECKHLT, FJAERT /00—
DY —PRAHREE Bl N FtE—TTsFvERY
M BEXNS ORIV O—Dv—) BEDIZHHEZ
AWTHEINIBERFMEUTOERHREZHIFLE
Y. BREREABEAEDONATVEWNMEEEF, ZRPREZ
BEMISERAIRGRVIECHET ILESAHYFT,
B KXEBFIVRRZRET DO, £2T00=7 )Y
TEBIIRBEREICLYERS ., GIPBZIHVERES I
PRENHYET,

[RE. FBRETERY FEHLENTEZE0,

P 0—XTOER R T LMIGIERMEFERLET,
ERETHMYZKSEEE, T7AVILET HEREEEZDL
TWA®H, BRIZELNAFE—TT1FvERY k.
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RET—2V—F

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BiIEIZRETA: 2024/12/03
8.1 2025/04/14 439120-00022 FEERB: 2016/01/06
BET—FEEUZFDEMIDNET /N4 REFEYIFERLE
T, COABEENEIMES. SAURLAELLERYVF +
w7 ETRYFNET .,
RER
MR FRER BULEMBEREENFIRATEHANMEES., T-XIE < EEM
THBEHA FSA4 OHBENDIEL ENREIN-IBEIE. HF
RIREREFFRALEL &S,
T4NLE—84T WHTFREERRSBADESES M4 T
FORER
ME MELEFR
HE FRE_ECHERITAEEREHLELELDS,
IBORER HA RO— LR ZREREL LLIFXT—VILEFRT S,
EEEED LIXMEEPICROSIVRE, S X+, T70OY
W ERRET BIEAIK. EGTI—VIEERT 5.
MLA. XM, L LLEI7OYVILICEIEESILEINDS
TEEENHIESIE. Jz—RAP—ILFEH LLIZFDIEZHLD
INITz—RBOTOTFIavEBRALEL &S,
BRERUVEADRER A= 4—LB LKIEEBRERO—FEFERALFEL LS,

MKEATBHLEBEVELSIT, EESNDIZRVICHIE, K
EBOSH—AUbEEMLTERALELES Bl RU—=T
Lyy, 2700, RFER, FMETR—YAHE) .
BRINEAREDHIRRER CIEEIEEYLHETIT-
TLEELY,

9. MEKXRWEEMEER
PIRIKRE
&
AR
RioLEED)IE
Al R E R
HRARITHE R Kk VR
AIRE (BfR. UR)
AIAE (&RAA)

B
ROA A T7HRTA F
s

F—R1L

F—BHL

F—RHL

BETRARVERELRR . FTARSR
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RET—2V—F

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 FEERB: 2016/01/06
BREFOLR/ARER @ T—47%4L
i
BREGEFDOTR/AIATE @ T—47%4L
i
Blk R F—H1L
SERRE F—H1L
pH T—3%4L
REIEE FT—REL
BAFMNEE FT—RHL
FhE
FFLE (BhRLTESR) FT—Aa7%L
ARE
kimt F—RUL
n—-A%4 %/ —IL/ KSEFREK JEEZY
(log &)
R FT—REHL
BERV/ XIIHBXNHRE
HE F—aHL
HE F—a%L
A%t H RBE F—a%L
IBREHE BRELL
[ =1 ARESITEIEEYME & LTI EINELL,
RIS
PFHAX JEEZY
10. REHRUVREHE
RISt RIGHERKR E LTIEREI NG,
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R&T-8—b EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S HETA: BERE BIEISRETH: 2024/12/03
8.1 2025/04/14 439120-00022 YE{ERLA: 2016/01/06
LR E M D BEDIRETIERE,
fEl&E E &It AT EE D BUOEBIERIERIET A ENDH D,
WITEREEH ORRAL,
RAfEIRYE D ERMER
fEREEL S RERY D RBRESLESBERYIIE SN TULVEL,
11. HEHIER
AEEME D H S REZEDER © WA
R IS
EE
IRICA-=%84&
SEEH
FIFATEELIERICE DR Y DEETEALY,
B
AEENE @&NO) : LD50 (T F):> 2,000 mg/kg
#EZ BELHEEERIRE S GENo 1=
CORAETIHETIXBEEINTULELY,
2z R : LD50 (T v F):> 2,000 mg/ke
wE EELEHEEERIIRE I LEM o1
B4
B&dkH (BH) :
2MEE &nN) : LD50 (T F):> 5,000 mg/kg
SMEME (RA) : LG50 (T v k):> 5 mg/l
MR 4 h
HEBRRE MLCA/S Xk
TFERAAD M COMEFIZEEYDIEEDORASEITE
L\o
SEENE BR) D50 ("oH): > 2,000 mg/kg
FTERAV M COMEFILREEYIZHDEESHILE
LY,
Orbifloxacin:
atEt (B0) © LD50 (5w K):> 3,000 mg/ke

% CORETEARCTEHEINTLEL,
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R&T-8—b EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 FEERB: 2016/01/06
LD50 (= ™9 R): > 2,000 mg/kg
HZ: CORETIIRTIFR/REINTULELY,
LD50 (X): > 600 mg/kg
SEIR: &R
HZ: CORETIIRTIIR/REINTULVELY,
2HEEE (RA) O ®E L T—24L
AEETE BR) D EE L T—24L
2EEE (FOMhDRIR) : LD50 (T v F): > 200 mg/kg

REZE: AN

LD50 (= ™ R): 500 mg/ke
BREZK BIAN

LD50 (T v k): 233 mg/kg
BB FIRN

LD50 (= R): 250 mg/kg
BB FIRN

EARIVISUAILRUBI XTIV
asE ®&o) © D50 (5 k):> 2,000 mg/kg

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

SMEE (RA) : LC50 (T k): > 3.3 mg/l
BREF: 4 h
HERIRE: MLA/ZTX b
& CORETIIRETIEBERINTLVEL,

LG50 (R 2 R): > 3.2 mg/|
MREERREL 4 h
HEBRIRE LA/ X b

2MEY (Z0thORER) : LD50 (5 v k): 300 mg/kg

BREER KT
AEAR: (T OR ER 2

Posaconazole:
aMEE @&n) : LD50 (T w k): > 5,000 mg/kg

LD50 (= ™ R): > 3,000 mg/ke

9/30



Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 YE{ERLA: 2016/01/06
AEEE BR) : LD50 (T v F):> 2,000 mg/kg
REEEY Rt
FIFAREIBERICE DR Y HDETELLY,
B
i LY A =S
e D BEORERN
%
Beghm ()
£ LS
e D RERIEAL
Orbifloxacin:
2 L YR
Ak . FL4a4 X
R D RERIBAGL

EARIVISUAILRUBI XTIV

2 L YR
"R D REREGL

Posaconazole:
i oYX
R D EIERBLZL

RIZx 9 SERGBEN RRIBE

AR 12

B

(£ s

R C BEORFIH
D%

Befkn (FH)

2 s

ot : ER~OREA L
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REF—5y— b

Orbifloxacin / Posaconazole / Mometasone

€3 MSD /) e

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

Orbifloxacin:

& LY A =S
R D BREORR
Hik D FLAa XHER

FARYVISVUAILRIUBIRATIL:

E N
BR D BRANOFEG L

Posaconazole:

£ LS

R D BEORFHK

R 38 REVE 1 I B2 FE et

BB
FIATREAIERICEDCRYDETELLY,
IR 2 AR 1
FIATREARIERICEDCRYNETELLY,

®Ha&:

HEg4 AT : Magnusson—K| igman-Test
REOTRE CBR

HER D EEREME TIEAN
0%

Be&fkn (FH)

HERA A T D Ea—35—i&%
REDEHFR D RIS

2 D EILEY R

#HwR CoEM

Orbifloxacin:

HEgA AT DRFIUIAE—T 3 VRER
REOTRE L BR

L] . EILEYE

R D EEREME TIEAN

EARIVISUAILRUBI XTIV
HEgA AT D REIUTAE—T 3 VRER
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R&T-8—b EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S RETH: BEEE BiIEkRETA: 2024/12/03
8.1 2025/04/14 439120-00022 YE{ERLA: 2016/01/06
REOERE BR
i D EILEYHR
THEAAD K D REE&EBIEIELEL,
R DR
= : guinea pigs ZRWHERIZEY . AYPEIXFTULEBRBRESE
MBETHDEEMNTESN B,
Posaconazole:
B ) . Magnusson-K| igman-Test
REOERE D RS EfR
i D EILEYER
R DR
SiEMREREAY
FIFAATREGIERICE DR YN ETELLY,
D%
B&dH (FH)
in vitro TOEEEN D OHERA A T in vitro WA EYMISE I F TR
R fEH
in vivo TOEGEMNE D HERA 4 T A EWRMmMEBR/MLERER (in vivo MifaEER
ER)
B.vHX
52 BEREST
A% OECD RERAHA K54 > 474
R fEH
BE BT APEIEON-T—FIZE DL
Orbifloxacin:
in vitro TOEEEN D HERAA T MEYERWSEIREALT EHER (AMES)
R 1 NBARE
RERA A TR UNEE
RGBT
HE2 A T RBAKESE
TARRT L ANBD Y 27 Bk
RGBT
in vivo TOEGEN D RERA A TR ER
B YvOR
ez Sk
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Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

B 542K BEREREST
R 2t

HER A A 7 INTEHA DNA & iR
E oy b

MR EY: FFHARa

BEREK &0

R 12t

ATEMREERERNE - 7R A 0 RUASECEEMRERLERRFE LTHEI S LETER

>k LY,

EARIVISVUAILRUBI XTIV
in vitro TO&EESM D HERAA T MEYE RN SEIREAZLT ESRER (AMES)
R AN

HEra 4 T 2EBARERE
TRAMRTL: FrA4 Z—XNLARS —fhfHiE
R e

HRERA A T RBERER
TRAMRTL: FrA4 Z—ANLRS—INEH
R 5t

HEER AT IR VNE
BR e

in vivo TOEEEM D RERAZ A T MR
B v9R
BEZK &0
R fEt

HERA AT RBHERER
Bovbk

impaty. S8

R fEt

HERS A 7 AEHA DNA & Al EkER
B oy

R T FFHARa

R faH

ATEMREERRY - TR A 0 RUASECETEMRERERFE LTHEIT S EETER

vk LYo

13/30



RET—2V—F

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE ®ETA:
8.1 2025/04/14

BERE:
439120-00022

BIEIRETA: 2024/12/03
#EYERH: 2016/01/06

Posaconazole:
invitro TOEEEHE

in vivo TOEGEMN

g AN

HERA A T MEMER LS EIREARET EHER (AMES)
R 2t

HERA A T RBAREE
R 2t

HER A A4 T IR ER
B vHX

e 25
5 FRA
R fa

FATREGERICEDCRYDETELL,

B4

B&iE (BH) :

i
bR
Bk 5% v )
HR

Orbifloxacin:

1
bR
PR 25 s ]
NOAEL
R

1
REH2E
R 25 e el
NOAEL
R

vk
RARAATZIGE
24 7 B

(=43

AN

#®0O

2 F

200 mg/kg AE
P2tk

4P

#0o

24

200 mg/kg AZE
et

FARIVISUAILRUBIATIV:

i :
5 E% :
B & A

B5E

R

AV

®A

25

0.067 mg/kg AE
=4k
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RET—2V—F

Orbifloxacin / Posaconazole / Mometasone

€3 MSD /) e

Formulation
&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
8.1 2025/04/14 439120-00022 #E{ER R : 2016/01/06
& YR
BEZH®K %A
A 25 R 19 ~ B
BREE 0.160 mg/kg AE
R (=X
Posaconazole:
i vk
BEZH®K #0 (g6
A% 55 ] 25
R [k
e 1ERAHEOTE— FIXAM & &%,
i YR
BEZ®K #0O
A% 55 o R 25
#HR St
e TERAHEDCTE— FIXAM & &%,
EhEEH

FARELERICEDCRYDETELL,

2% 8

B&dE (BH) :
BEIRIC N T B E

Orbifloxacin:
HIRICK T HHE

HERA A T —HREEE AR
Bovbk

BEE% RIS

R fEt

HER24A T RS L URERE
Bovbk

BERE RARAATEIEE

R fEt

HERA A 7 AR A TEE KRR
B oy

BEZE #0

—A%EE  #: NOAEL: 50 mg/kg A E
#NEARE 4 NOAEL: 50 mg/kg {AE
R ATREEGL,
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RET—S>—F EIMSD /A

Orbifloxacin / Posaconazole / Mometasone
Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EYERH: 2016/01/06

BEROEE~DEE D HEBA4 T ZRNELUVREXRE
B ovhk
BEZK #0
BE - BaIRE 1, : LOAEL: 333 mg/kg AE
BER ETFZEIEIL, , BEEHEFRADAETLGEETRAE
EHENTMEEICOAFIBAL 1=,

HERA A T ZRMNE L UVRERE

& oyx

BERE &0

BAD—A% S NOAEL: 20 mg/kg AE

BT - BR'R 314, : NOAEL: 60 mg/kg {AZE

R DHRERE~OZEFT L, , BEUHEFRADEELR
FEIBAREHENTMESICOHFIBAL-, , BETLER
KOEEEM,

HEgA A4 T &E

N

BERE #0

FASM: LOAEL: 2. 5mg/kg AE

R EBROBRE~ADEE, | BEFE,

AEEM-TERAAVE D BYMRRICEIDERBICEZLELNH D EA—BILASNT
W5,

EARIVISUAILRUBI XTIV

HIRICX 9 H5E D R4 T KERED
Bovbk
BRERZK BT
S HEA: NOAEL: 0. 015 mg/kg {AE
K ZRMAEGFRER, BOLEBEORKE,
R IREICEEEL, , £ERI~NDEE,

BEROEKE~DEE D HEBAA T Z2RINELUVBRERE
FB.vHX
BEEK KT

iE - BRRE1, : LOAEL: 0. 06 mg/kg AE
HRE REEtOTE.  #EIHEEELESH

HER24A T RS L UHRERE

B oy

BERE® BE

It - BB'REME., : LOAEL: 0. 3mg/kg AE
R IE - RIREM,
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RET—H—F EIMSD A v
Orbifloxacin / Posaconazole / Mometasone
Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EYERH: 2016/01/06

HER24M4 T ZRNE L URERE

& oy x

BERH BE

BE - BaIRE 1, : LOAEL: 0. 15 mg/kg AE
BRI -RRSM., | FEHLRBHLNT,

HER24M4 T ZRBNE L URERE

B Ivbk

BERK BT

BT - BRIRE 1, : LOAEL: 0. 15 mg/kg AE
HR FERADFEE,

HERA A T ZRMNE L UVBERE

& oyx

BB 0

BE - BRIRE= 1%, : LOAEL: 0. 7mg/kg AE
BRI -RRESMN, | FEHLEBEHLNTI,

AEEM-TERAAVE D BMERICEDEREADEZENAEICH D, . BYER
SR D EMHHES SFURENADEZENH D LN
TFEESNTLN D,

Posaconazole:

HIRICX S H5E C HERA 4T 2R / OHIRERE
Sy kAR
—A%EE  #: NOAEL: 180 mg/kg A E
SEK: TR~ DEZE(L LY
R 2

HERA2 A T ZHEEESN / MHERE
By bk AR

— %31 #1: NOAEL: 45 mg/kg AE
SEIR: T~ DEEIEZ L

R et
BROEBE~DEE D HEBAA4 T 2RINBLUVBRERE
oy bk AR

BEZK 0
FHE S LOAEL: 29 mg/kg AE
R BREE,  FEAEHLNT,

HEEA A T RN L UBREE
B ogx AR
F 4= LOAEL: 40 mg/kg {AE

17/ 30



Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06
ER: BBREM,
EEEE-TEAAD K D EYEERICK S EREICEZELNHSEN—EUFEINT

Wo,

FERNEREN (HEETCR)
FIRARRERBRICE DR Y NFETELL,

%
EARIVISVUAILRUBIXTIL:
BE COAFARERT—ARICE DL ENBEEELHE IR,

FERNESREN (RETCE)
FAREGERICEDCRYDETELL,

%

EARIVISUAILRUBIRATIV

REOIRE . RA LA/ R N/E)

ZHiE 2 L RER, FE TR OKEE

TFEAAD R D REICHE=5., XIIREFCEICLIBBROEZEDSZN,

Posaconazole:

REDIRE D BRAFRAAEGE

EZEr g2 D BIE, BEE B BT, L£hER AR
TERAA L D RElIchi=5., XIIREIFICEICKDERIDOESE,
RERSEMN

B4

B&dH (FH)

i DT w b

LOAEL ;160 mg/kg

BREE®K D BRAHRAAUEEE

A% 55 o ] : 90 Days

i AV

LOAEL oo>=1 mg/l

BREE®K D A LA/ R NIE)

AR 55 R ] 4 8

Wab: . OECD :RE&EHA FS4 > 412
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RET—S>—F EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

Orbifloxacin:

i D Iv bk
NOAEL o 20 mg/kg
LOAEL . 80 mg/kg
B 5 R © 0O

A% 55 B ] 3 4 A
EriERE L B, Mg B, IERE
i DX IR
NOAEL . 80 mg/kg
LOAEL : 250 mg/kg
bR i) © 0o

A% 55 ] 3 4 A

1 FR
NOAEL . 50 mg/kg
LOAEL . 250 mg/kg
BEZH®K C#n0

BR FE A 14 Days
EriEas CObEE B
NN . BBEAE
= DO BRINAELEER
i COFK
NOAEL : 2 mg/kg
LOAEL © 3 mg/kg
BEE®K C#n

A% 55 R : 90 Days
ERIfEER B

= D BEELEEERIEIHRESIAGL T
L] R

NOAEL . 37.5 mg/kg
B E R 20O

g 25 B . 30 Days

& - |

NOAEL ;7.5 mg/kg
LOAEL : 22.5 mg/kg
B 5 R C#n0

iR HF 1 4A
fEK . BETE

EARIVISUAILRUBI XTIV
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RET—2V—F

Orbifloxacin / Posaconazole / Mometasone

€I MSD [ rune

Formulation
REE ;ETH: BEEE BiIEIZRETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06
Vi vk
NOAEL 0.005 mg/kg
LOAEL 0.3 mg/ke
BEZH®K #n
A% 55 B ] 30 d
ERIE RS Jongn, B BT, KB, MR
& X
LOAEL 0.5 mg/kg
BEZHK #0o
A% 55 ] 30 d
ERIEES ) ooNEr, BHE BT, RIS, MR
g Sw bk
NOAEL 0.00013 mg/|
BEZ®K WA FCA/SR L/IE
A% 55 o R 90 d
EZrfigss BB, Fh, U oNEl, BREE, S8 B AT, IR
& X
NOAEL 0.0005 mg/|
BEZ®K WA FCA/SR L/IE
IR R 90 d
EZEr g2 BIE, Wh, U oNEl, BREE, S8 B IR R

Posaconazole:

1
LOAEL
bR
R 25 e el
R BIRE 2R

1
LOAEL
REH2E
R 25 e il
Lol

1
LOAEL
R 52
R 25 e el
)T

vk, AR
5 mg/ke
#0

6 8

BIE, M, DR ATEE RRRE

PN

3 mg/kg
#0
392 Days

i, BREE M, /ME BIE, &

HIL

15 mg/kg
#0

1 4R

B EE,

DAY i1Fi: 1

Blg DR
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Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S HETH: BRIBEE: HIEIRETH: 2024/12/03
8.1 2025/04/14 439120-00022 YE{ERLA: 2016/01/06
& N
LOAEL © 3 mg/kg
B 5B L8N
3| 56 A
ZHiE 2 BB BE B R B MR =R, ) /88
& . P1%
LOAEL © 180 mg/kg
B 5 R C#0
3| 12 A8
ZHiE 2 D Mm%, GHEIEE, IR
i . P1%
LOAEL : 8 mg/kg
BE R o BRI
3| 1 58
ZHiE 2 DODEmMER, b B, Mm%
RAAEEH
FIATREIERICEDICRYDETELLY,
D%
EARYUISVAILRUBIATIL
JEZY
AEITHT 5 REBEEHER
JE%
Orbifloxacin:
A AATEIES O ERK FRHERADEE, BT E, X, 7+7

15%>—, %P5
fmE: B ESISRITARMENDD,

FEARIVISUAILRUBIZATIV:

%A DOER T LUK —MER FEE WEER EROEREE SIS
e, AREHUOHE BEHDEH HERE REZR~AD
2E HIEFRR

R B DOER RP, BE

Posaconazole:
A AATEIGE DOfEMK: %, EEfR, MESR, IEM, XRH, FE~OFEE,

N
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Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 FEERB: 2016/01/06
BE, TH, SME, FhixEDE SHRES%E
SHmEER
7%
FARYVISVUAILRIUBIRATIL:
HE D RIEWUNATRE

12. RBECERH

Bedfkn (B :

y:E- Sk . LG50 (Oncorhynchus mykiss (=< R)):> 100 mg/|
RN 96 h
7% OECD SRE&RAH A K541 > 203

SOVIAKEOKEESHEY © EC50 (Daphnia magna (A4 3L >3)): > 100 mg/|
12Xt 5&MH RREERRE: 48 h
A% OECD RERAHA K54 > 202

BEKEEYICHRTIENE 0 RRXESZEREE (Pseudokirchneriella subcapitata (%%)):
100 mg/|
MREERFRL 72 h
7% OECD SRE&RAH A K54 > 201

BEM (BESH) . BRKEFERE (Oncorhynchus mykiss (=< X)): 1,000
mg/ |
MRS 28 d

SOVOHEQKEEBHEDY 0 SXEFZERE Daphnia magna (A2 0)): 1,000 mg/l
[T BEM (BHESM) BREEASR: 21 d

EARIUIZVALRY meTw

aEN : LC50 (Menidia beryllina (ZJL/N—HA ) ):0.11 mg/|
BREERFM: 96 h
&% ABERFEICETIEHEL

LC50 (Cyprinodon variegatus (—FAAY RKZ/—)):> 5
mg/ |
BREERE: T d
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RET—ZV—k €3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

r% BRERFEICSTSEMEL

DUOFOKEREHEY © EC50 (Daphnia magna (4432 >10)):> 5 mg/l
9 HEM BREEEFR: 48 h

Fik: OECD EHERA A K54 > 202

s BRERFEICSTHEMHEL

-
=

~

g

EC50 (Americamysis (F AU AHI X)) > 5 mg/l
RREERFRE: 96 h

HiE T IEAMSEHR

&% BARERFEICK T EMHEL

B KEEWIZRT BEM ¢ EC50 (Pseudokirchneriella subcapitata (&%)): > 3.2 mg/|
MREREERT: 72 h
Fi%: OECD HERA A K54 > 201
i AHRERRECST2EMHEL

AEM (BESH) © RAREFZERE (Pimephales promelas (77 v kAy I/
r7)): 0.00014 mg/|
MRERRFR: 32 d
A% OECD HEEHA K54 > 210

E’//]%O)?KEEﬁ‘*’EEJJ% D RKEFZERE Daphnia magna (7432 23)):0.34 mg/|
[Zxtd &M (IBHESH) BREERFR: 21 d

% OECD SHER A K51 > 211

5% BRERREICHTIEMEL

274942 — (KERIEEE : 100
% RE (1814 )
MEWIZd EMH : EC50:> 1,000 mg/|
BREBRF: 3 h
HERS A T IR
7% OECD BHERAA K54 > 209
&5 AREERREICRIT25HEL

BRARESZEEE: 1,000 mg/l
MREERFREL 3 h

SHERS A T MR

7% OECD EHE&E A A K54 > 209
% BARERFEICKITIEHEL

Posaconazole:
y: k=3 : LG50 (Oncorhynchus mykiss (=< X)): > 0.95 mg/|

BREERFE: 96 h
73i%: OECD EHERA A K54 2 203
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RET—ZV—k €3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

r% BRERFEICSTLEMEL

SUOENKEELSHEY  EC50 (Daphnia magna (#4322 3)):0.276 mg/l
XY 5EM MREREERT: 48 h
7% OECD FREEAHA K54 > 202

-
=

~

g

B KEEWIZRT BEM ¢ EC50 (Pseudokirchneriella subcapitata (#3%)): > 0.509
mg/ |
MREREERT: 72 h
Fi%: OECD HERA A K54 > 201

RARESEER (Pseudokirchneriel la subcapitata (#&)):
0. 041 mg/|

MREREERT: 72 h

Fi%: OECD HERA A K54 > 201

W-2704%—(KREREEE @ 1

% EE (B )
AEM (BESH) © RREFERE (Pimephales promelas (77 v kAy FI/
r2)): 0. 206 mg/|
MRERRFR: 33 d
A% OECD HE&HA K54 > 210
E&z:%@kftﬂé*ﬁﬂ% © RKREFZERE (Daphnia magna (74 3223)):0.244 mg/|
[Ixt9 5F M (BIEHM) BREERFR: 21 d

7% OECD EERA A K54 > 211
5 FMERFEICS THEHEL

27942 — (KEREEE : 1

% RE (18 )

MEMICxT 2F M . EC50 (RAAMEW): > 1,000 mg/|
MR 3 h
HER R A T REOR N
75i%: OECD RER A A K54 > 209

REE - Sk

H5:

B&iH (B :

£ DR ZOMETIEL,
E0E 31 %
PR EERFME: 28 d

EARIVISUAILRUBI XTIV
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RET-Sv—F €3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 FEERB: 2016/01/06
2y 2l D FER SaBETIEAL,
HE5fR: 50 %
BRERSR: 28 d
Fi%k: OECD HEEHA K54 > 314
KpTOREM Mok g fE: 50 %(12 d)

75i%: OECD EAERA A K54 111

Posaconazole:
o D RBR SomE T,
HE R 50 %
MREREER: 28 h
7% OECD REEAHA K54 > 314

K TOREN. D rERFREE (DT50): > 30 d
7% OECD HERAA FZ 4 > 111

SHEEN

B4

EARYIVISVAIRVBIRATIV

HAREFEN . F&: Lepomis macrochirus (JJL—FJL)

EWiRMERF (BCF) :107.1
75i%: OECD EAER A A K54 > 305

-4 %2/ —IL/ KHERZRE :©  log Pow: 4.68
(log 1)

Posaconazole:

HAREEN : 7&: Lepomis macrochirus (FJL—F)L)
EWiEMERF (BCF) : 20
7% OECD REXAHA K54 > 305

n~-A%42%/—IJL/K5E%RE : log Pow: 4.15

(log {B)
TiRPOBEIME
2% H
EARIUIZFUALRUBIXTIL:
REDOHf : log Koc: 4.02

Posaconazole:

25/30



RET—2V—F

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation

hR&E= H®ETA:
8.1 2025/04/14

BERE:
439120-00022

BIEIRETA: 2024/12/03
#EYERH: 2016/01/06

+ Y UBAORE
e
oOEERE
F—s1L

log Koc: 5.52

13. BELDOIE

BEGE
BRBREED
BERBRRRUVAE

H BARORENRE LRSS S,

BEEYMETKABH L TREE LA,

ZOBEHIE. VHAIVLFELIEEED-HIZ, RBazR(t1-
BEEMILEREICRTT 5.

FICHREAEMES., RERRELTRET S,

14, WX EDFEE

B RRIR

[ _E &% (UNRTDG)

E:&E&S (UN number)
E:&E#i%X 4 (Proper shipping
name)

EE 5 %8 (Class)

BEREM (Packing group)

Z AL (Labels)

REEEH

fin Z2 6% (IATA-DGR)

UN/ID #% (UN/ID number)
E:&E#§%X 4% (Proper shipping
name)

E&E 548 (Class)

B2 %,k (Packing group)
Z )L (Labels)

watEr (B (Pack-
ing instruction (cargo air-
craft))

WetEr (REH) (Pack-
ing instruction (passenger
aircraft))

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(Mometasone, Posaconazole)
9
I11

9
ZY

UN 3082
Environmental |y hazardous substance, liquid, n.o.s.

(Mometasone, Posaconazole)
9

11

Miscellaneous

964

964
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RET—H—F EIMSD A v

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETA: BEES miERETA: 2024/12/03
8.1 2025/04/14 439120-00022 #E{ER R : 2016/01/06
REEEMH .
& L #i% (IMDG-Code)
EEZES (UN number) : UN 3082
[EE#i%E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Mometasone, Posaconazole)
E:E 5 %8 (Class) ©9
BB %4k (Packing group) o111
S AL (Labels) 9
EmS 23— F (EmS Code) . F-A SF

BEELEYE GrY - EEY) ¢ &

(Marine pollutant)

MARPOL 73/78 Ki/&& Il R IBC 3 — FIC & Lo WMAME S HREME (BZS - E&H)
iGN REBORRICITIEEZSE,

E R
EnREDEEF L. HE 15 238 T 5,
RADRERE

CCICIRBENT UV SWEL T, FHROBMETOREHT, XRET -2 — FOPTRE S
NBEESICRBESNI-MBEORFEDHCEDTVET, EEFEE. ZEFE. Ny sr—oH%
A4 XEMBAOMBDORAUDEEICLY, EEEINDAREELHYFET,

RERGCIEERHES C1M

15. ERZES

BEER

HRBAE

fERY. RERBRMICERE LG,
le:3-5

FELFEME. BEREFNE. BRFMIEEMEICZI LG,
FEREEER
BESFIFELEIIFEY
[
BEDHAIZRITHREREY
[
RIS L ast ARME
[
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RET—H—F EIMSD A v

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

EFERMODBOHONT-LEME BIFtEDEHE)
JEZE

FEREOBHoN-LEYME (FHEBHIEEDE)
JEZE

AMELEEHNITREEEMEVESY
EES5T7&MD2 (AI3MEMD?2 Rlk2)

L# 4 2RE (%) el

E8:] >=60 - <70

BAMEERTIRELRDRVEEY
EES5 75 (B30 AIk2)

b4 el
9 ;

EREEELEYE (FEHRLMERBE 59450 2)
JEZY

NAREDE (HBR2AERBESTTED2)
JEZY

e L EMEREE T R A

JEZY

shhEFRFRAI

JEZY

m7 LR T RIRAl

JEZY

FHRBEFIPEFIHRA

JEZY

FEREMERETS - HRE— (BEWM)
JEZY

SR UBIYENEE

JEZY

{EEMEH R TR E

JESZ Y

BEHFARR.

JESZ Y

NEESE

JEE% Y
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RET—2V—F

Orbifloxacin / Posaconazole / Mometasone

€3 MSD /) e

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06
M=z £k
fERAIE 2, S EBEMETRAINRE 1 EEUHME
fnzesk

TEATIRRISE 194 RERMETHIRE 11 TOHOEEY
BESRERVBLEEOHILICEY 5ikE

(£ 5 A EIE : ERAME (L 58)

& ShEaE D O BEELEYME

PR B UM A S ER

FREE MG (B - BAGEW)

JEE% Y

HEREMBHAERE @ad - @A)

JEE% Y

REVONBRVERICEAT 5%E

EEREY

COHBOBAITOVWTEES VRV M —~DEHIER :

AICS N

DSL > N

IECSC CORE

16. ZDHhDIEHR

A IZH N THBREHEZDBIXNEMEDRENBERTDSEST. BEXEMBTHIIEEE

BHET

5| Rk D B#EMIT—42. BEAE DS I’ I3 F—4 . O0ECD eChem
R—2IILE L UVEMIEEYER http://echa. europa. eu/D¥&
FRIER

BffZ724A—<v bk . %/RA/H

ZTOHDBEDEX

ACGIH © KE., ACGIHPRSREE (TLV)

ACGIH / TWA . 8 E¥R]. BFMEIMMEEH

AlIC - A—R +SUTDIELLFERA A FY NTT - TS5 DIVEREEHES, ASTM - XK
EMHEABRTES: bw - (KE; OR - BH UM, TRFEME. £ESUENHDSESNLEHME: DIN -
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Re27—8o—t EIMSD /A

Orbifloxacin / Posaconazole / Mometasone

Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
8.1 2025/04/14 439120-00022 #EERLA: 2016/01/06

FAURKRHEELE, DSL - BERYME IR b (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGERIFTEEZAONDERES, InS - REKORT T2
—JU; ENCS - LT EDEFLLEME )X b ErCx - FED XWDRIEERIZFTEEZEZONDK
RE, ERG - BEXCOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFR
NATRERE, IATA - EEMEEERS, IBC - BRIEFERKDESHEEELZD-HOMMODEE
EUREICEY 5 ERRHRA 1050 - 50%fEEFIRE: [CA0 - EFRREMMZERE . IECSC - hEIR
FleEYELE: INDG - EfELAERYRE. IN0 - ERESEHE: ISHL - F@RE/EE
(BA); 1S0 - EFR#E{LHE. KECI - BERFLFMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE)  MARPOL - I &k BB DMILED=HDEFRESI: n.o.s. - I
MBNATSIN TS L DZERS: Neh - FUREI NOAEC - |EEZMHZEIRE, NOAEL -
BESMHZELAL, NOER - BEEEUHZEAF/EIS NN - A5 a2XRA NTP - RKEERE
REMTOT S L NZIoC - Za—D—F > FMEEYERMR: O0ECD - #EFiH HFHFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORRMENE - £HEREN - HEE WE) ; PICCS - 7
1 VEEEMEA AR )= (SR - (EEH) HEEMHAEE REACH - LEMEDH
#%. &Tfi. R WH I UEE (REACH) [ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5 A%
BE; SIS - RET—2Y— b TECI - 24 ICBRFEDLENEDA AV 1Y TCSI - BE1E
EMEA R M) —; TDG - EIEYEE, TSCA - BEMERAHE CKE); UN - E&; UNRTDG
- BFESEIRYEEES. WPB - EEICHISBRVIIERICESERNE. WIS - EXSEKRE
EUEMERRATL

CDRET—HI—FQEUT TSDS) &UVD) TRIFET HFEHRLUT TXRERI &LV I)I1F, REHE
BERIZEVNT, BHOREDHH. FH. RMESTDLETEETHLLHHLEZIDTT,
AERIT, HEOZTLGEED., FA, LB, KRE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHELRIERSIRERBZLT LOTESHY FEA, KFBIL.
SDS DEEEICTRESNTVAIRHESNEHGICETHILDTHY .. AN LORR LEHE
HET, XETOERPTHEASNDEE, AXRITERNGVRY .. BRICEIES A VERESE
AHYFET., AHRGOFEABESMICENTIE, AERRVHEREEEZERT 5812, FRES
MOERREMIZE T HAREROBEYLGFMEEHT, FAERLUOERT 5HETOREDNIKR
[LETHARHADEFKL, FA, LE, RUREICDONT, #BEEVET,

JP /7 JA
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