re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

1. eZRREUSHITER

EZEHDETF . Mometasone / Posaconazole / Gentamicin / Polymyxin B
Formulation

HieEosH AT, EMAUVERES

HIEBOSHEIR . MSD

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

BEFA—ILTKFLR . EHSDATASTEWARD@msd. com

RREREEES © +1-908-423-6000
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HEAZ R D BKEaA

{H A LEDHIE |

2. ERAEFEORN
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AREE R 1A
BREFEMRBSRSE (REFSC @ 22 (BR "E)
%) (&0

KEREHEN 28 (& Sl

%)

KERREEN RY (18 Sl

%)

GHS SRILEFH:

BRREXIED VURIL : % %‘
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S H®ETA: BEES: BIEIRETA: 2024/12/03
11.1 2025/04/14 172750-00025 #EERLA: 2016/06/23
ERAELIFR : H360D feR~DEZEDEEN,

H373 RHICHT=5. RIFREIFKE (EO) ITXD2ERDE
EOETN (B WNE),
HA10 REAMRIGRIRZEIC & > TKEEMICEEICRUOEM,

REXE:

P201 fEARTICEIRGAZEAFI H &,

P202 £ THREFEEZHAHEMT DETHMYRDENI &,
P260 S X /R EMA LGN &,

P2T3 IRIE~ DR F#E T D &,

P280 REF R REK RERE REmEERATHL,
HRakEE:

P308 + P13 XK BRIFIEK BNBEELHDHI5E : EEIDZE
SEREETZERITDH L,

P391 R ZEIURT 5 C &,

RE:

P405 fEfE L TRET D &,

BRE:

P501 N, BRI ERBIN-WNEBHERICEET S5 &,

GHS FHEICEE LW hDERE ST
*HELZL,

3. HRRUESER

t=EME - EESYDRXF . BEY

5%

=2 CAS B = EE= (% w/w BN TREE
B

Gentamicin 1403-66-3 >=1-<2.5

Posaconazole 171228-49-2 >=0.25-<1

EARIUISUNIIKRUEET R [83919-23-7 >=0.25-<0.3

TIL

I-A AT R-1,2-TANRTA— |96-27-5 >=0.1-<0.25 9-805

L

4. HRHBE
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RET—2V—F

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

R &= BEES:

172750-00025

BIEIRETA: 2024/12/03
#EERLA: 2016/06/23

HETH:

11.1 2025/04/14

— BT KA R

WA L=EE

REIZfE LI5S

RICA-=5H&

RAAATZGE

AMERRCEREERDR

L EELGHBIRER
Lr\lLu *ﬂ-%éj_é%o){%

AT D HAIEREIR ¢

EHDBEP. [N ChGNWEERELICEEDZE L
ZIT5
ERNREICIHEE. FLERELIHLERIE. EMDIERE
ZIT5,

RWVAATZISE ., HIBEES
ERLEZZITS,
EMLEEE, ELICKREBZRITALSEDKTENTRT,
BRLERBRE S UVHZER <,

ERLEZZITS,

BERADHIIZKRZEZRES .

HEzBERYT HRICERISHKD.

FOtEEE LT, KTIRZ®RET 5,

RFHH Y RGET 2HEICITERBETREREZIT5,
R&AAAIIHE. BEICHEAEEL,

ERLEZZITS,

KTOz&ELTT

BEADEZEDOEZN.
RELTHLIVERHBIZH-YRAFAALES. FHFICES
DHLEEENLH D,
ﬁmﬁéiﬁﬁébwtékiﬁéﬁu HESNATLSR
RBKRZFERATH L BROFREMNHDISEEE. HESD
ﬁ@&@kﬁéﬁ%*ﬁw & (HE8%E3H) .
XEHEREB I UMEREZERTH &,

DIER~BET o

5. KRKFDIHE

B 75 K

32> TIXR 5 R LVH KA
HEORBIRAEEN
|
BHEDHENAE

HEMRGE

HRETSEDRE

JKIE$E

fit 7 )L a—ILiass K
ZEbRE (C02)

3 2R E A

MEGL,
PRI~ DEE (ERICE

N |y

ERIFTHENH D

WIGOIKIR & BHAREICIE C CTEYGHENFRZRA NS,
RAHDBRERINT H=OICKEEET 5.
RETHNIEREBIFEI D THERKKEEN BT,
RN BESED &,

KKFFIZIE, BIGMTRHBEERT .
REEZERT 5.
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RET—2V—F

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

6. IRHFDIEE

AKIZxT 5 EEFEE. RiE

BERUVRAREE

REBICHT HIEEE

HLRAORUVBEDFERD

2

REEZHEAT D,
ZEGRYFLDOT (R (HB T 23R) . BAARE
BnfRERICEN BB 8ZE23R) .

RE~OHREZRITH L,

REFHRLTHDL, BNAOIENFLEDD,
LEREICIEEDIDZEHC HLERAOFELIIA AN TIHE
12k %),

FEINEEKEREL. LDT 5,
REMNELCERTELGVGE(X. A BBEKISERT 5.

TEMLRRINM CRIREE 5,

ZEICZIENTIBE. WRIEZZELEDBEU G H CADFE
#EBUT. GALHWESICT S E, WRIRICERLEE
MERVTTRVEFRZZENTEZEEICZIE, BURLE=Y
BEEULERANIRET S,

TREME EEYERIEITR)RET S L,

ABSEHRE., BEITIEICF. SMAFEEAASLIUVEOR
Blcit>TREBTSHZ L, ZORBICERINE=HEICDUL
THLRABTH D, FOBRUNERAINEINEHERET ILEN
H5

ASDSHDIEBE 13H XU I5ITHENT, ABARESLIUVED
EHRBIOEEDHY .

1. BEVWRURELDEE

kLY
RATHI R
BRHR, EEfK

ZEREIEFER

EEMUERVREREDRDRFRAKRESR,
THRGBINTELGWGEEE., BAFSREEZHFALTE
Sy,

RIEOKRRIZAFH T,

SRAMERERALLGNC &,

AR FTRLN,

AR & DM ZEEIT D,

MFKWNREIEEELCHES C &,
BIESBRBERATORRICEDE, EXEMHOBESIURLMED
EITREICHVERYKZS Z &

BREBRALTEC L,

CORGBEFEATHEEIC, RBRIFEEZ LGN &,
RNPOREVEHLEL, BRE~OBREZH/NRICTSL5FE
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

hR&E= H®ETA: BEES: BIEIRETA: 2024/12/03
1.1 2025/04/14 772750-00025 #EERLA: 2016/06/23
B9 %,
e ok ] 3¢ D ERER
BEXK D BEOHEARIIEEMEADESEBOAMREELAHLHEEIT.

TEBROBELIZTA ISV VI VATLAELUREY Y
D—%HF/EBELTLESLY,
FERAPIIRBERVEREEEILT 5,
BEINE-KRRITEFERT DRICEKET LS L,

27U TADHERMEARL—aVIClE, ToP=7O
vho—)L, BUGEALERE. BULGKRLES L VE
EBREFIE. EXFLEER. EXERLLEERATNOEROL
Ex—%2&8TCRWELNHYET,

RE

REGREEN D BUBESRILODWERBICANTE L,
L TRET S &
BELLoMNYED S,
BEDOBREICH>TRET 5,

Rz E D ROBEBHEENSL LITREE LA
SR ER LA

RELBRB[BOEMH D BISHEWWHME MR L,

8. [F< MR UREIEE

ERRRICETIRINRBRR/HRRE

5 CAS = BiE (REl | EHEE/EER | HA
&) HE | HFREE
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB R ER
2)
FEHBIEER: 0T0
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)
EARYTUISUAIIKRUEE 83919-23-7 TWA 1 ug/m3 (OEB 4) RER
IXTIL

EMIER K8

| SEEYHIR | 10 pg/100 cm* | &R

B P DOUTIEAN Oy NEERETOEE - EMITOERT
T, MRE, BRIR. FIEAFIOBRIZIZONTIE, BiE%
HMEOYRVEHEZER L CEVIGBREEENRZHIEL T
KFZEL, ZOYMEORYFWNZIEYVELSAHEEDH D
BEHEEDYRVIE. EHOER MEMNLGREECIIES=E
HE) PEELEYS, REIZRLT., ORIV O—
Sy —VOREFHREE Bl NMAE—TTFsF¥ERY
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RET—2V—F

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

hR&E= H®ETA: BERS
11.1 2025/04/14 172750-00025

BIEIRETA: 2024/12/03
#EERLA: 2016/06/23

b, BEKXNS ORIV r—) BEDQDITEMFIEZ
AOWTHEINIBERAEUTOERPEEEZMBLE
¥, BEEREATEDHONTLWEWNESF. ESPEES
AEMNICERFTEELGEYIEHFIILENHYET,
HA, REXEBLVREZRET H-H. 2200 =TF) >
TEBIIRERETICIVERESIN., WP ERICHUVEESL
DHENHYET,

[RE. FABCRETIEZERYFEHAZRNTLEZEL,
H0—XT7atRA AT LMIMGIEMEERLET,
ERECTHRYRSBEIEX. T7AVILIETSAREEEZEDIL
TWaEH, BRIZIELNNMAE—T T 11X v ERY b+,
BRI—FELUVFDOEIDOIGHEIT /N, REFYIFARALE
T CORBEEMNLEWEE. SAVRLAELLIERVFH
v T ETRYKRWLET .,

RER
MR FARER BULBFRFKREBEAFRATELAWES., FHIXELETE
THENA LS4 oOHEEANDEL BN REINBEIX, T
MREREFFERALEL LS,
T4NWE—847F M FAEAERRSADEESI (T
FORER
e MEAEFR
&% FREIZETERATHIEERFLEL LS,
IRDORER Y4 Fo—)IL FFERERKEL LTV ILEFRT S,
FEREL LIIEERICBROSVVMRE, S X+, T70Y
W ENKET BBEIE, BULAI—JILEERT 5,
MLA. SR, 3LLEFI7OYVILIZEN NEESOEIND
AREMNHDIERIE. T —XV—ILKELLIEFDELID
INT7z—RBEOTOTHo avEBERALELLS,
EERUVEBARDGRER A= T74—LELIEIEBRERI—FEFERALEL LS,

MREMNBEHLEWVESIZ, BEENDHEZRIICEDE, &
EBOA—AUbEEBMLTERALELELES Bl RY—T
Lyy, 2700, RFR, FIMETR—YLHE) .
BERINE-AREDHLIKBER CHEBITEYLHETT-
TLESLY,

9. MEKHRMERMNEE

MpIRIR RE B
L] T—R1L
2 T—RHL




RET—2V—F

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

&S HETA: BERE BiIEkRETA: 2024/12/03
11.1 2025/04/14 772750-00025 YE{ERLA: 2016/06/23

BL\OLEWVEDE T—AHL
s ERE A T—AHL
3B XS H)BE m K N5 & T—AHL
ATt (BA. &K L
AR GRIK) FT—AHL
IBETEARWER LRR . AIARR

IRFEGEEADO LR/ AIRER : T—427%L

&

IBREEFEDO TR/ AIRATRE @ T—427%4L

&
5l K= FT—AHL
NERE F—AHL
pH T2l
RERE F—AHL
BAFENEE T—RHL
FhE

EFE (BhELMEER) T—RHL
DR

KB FT—RHEHL
n-#4%o %2/ —IL KD EIRE el
(log &)
RRE T—ARIL
FERUV/ XITHENZHE

tbE T—ARIL

BE T—ARIL
R T REBE T—ARIL
IRFEE IBEMETL
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

mES A BHES: #EIRET H: 2024/12/03
1.1 2025/04/14 172750-00025 #EERA: 2016/06/23
BLA 1 L ARBEBICMEMEE LTERAFEIALL,
NTE L F—anBL
TR
HFYA X L

10. REHERVRGHE

RIS D ORIGERR E LTIEDEINGLL,
LR E M D BEORETERE,
fEl&E E &It AT EE D BUORIERIERIET A ENH D,
WITHEREEH COHMRAG L,
R fEIRYE D ERIEH
BIREEL D HBRERY D RBREELESBERYIIE SN TULVEL,
1. EEMHER
AEEME D H S REBZEOER @ |A
R RS HEfi
i)
RICA-=5H&
Sfst
FIFRARTRERIERRICE DR Y DETEAHL,
®Ha:
SMEE BR) O RAMEMHEEME: > 2,000 mg/ke
Hik HEICK B A
B4
Gentamicin:
SEEN #n0) : LD50 (5 k): 8,000 - 10,000 mg/kg
LD50 (% 9 R): 10, 000 mg/kg
SMEME (RA) © LC0 (T k):> 0.2 mg/l

MREERREL 4 h
ARBRRE MLA/S Xk
#Z: CORETEHRETIEEEINATIVEL,
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S HETA: BEES: BiI[EERETH: 2024/12/03
11.1 2025/04/14 772750-00025 #EERLE: 2016/06/23
SUSE (Z0MORZE) : D50 (5 v k): 67 — 96 mg/kg

REER: #RM

LD50 (5« k): 371 - 384 mg/kg
BB AN

LDLo (H-JL): 30 mg/kg
IREZ BIkA

Posaconazole:
2EEE &n0) : LD50 (T F):> 5,000 mg/kg

LD50 (X9 R): > 3,000 mg/ke
a2z B : LD50 (T F):> 2,000 mg/kg
EARYIIVISVAIRVBIRATIV
2EEE &n) : LD50 (T v F):> 2,000 mg/kg

LD50 (= ™9 R): > 2,000 mg/kg
24sE (RA) : LG50 (T k):> 3.3 mg/l

IRERFME: 4 h

HEBRRE MLA/S Xk

& CORETHEHETIXBEEINTULVELY,

LC50 (R R): > 3.2 mg/|

MRERFME: 4 h

HEBRRE MLCA/S Xk
SMEN (Z0MORER) : LD50 (T w k): 300 mg/kg

RS RH BT
Sk EIRE R

F-AIAT -1, 2-FanRsPF—)L.

SEEN #n0) : LD50 (S v b): 648 mg/kg
SMEN BR) : LD50 (74 ): 673 mg/kg
BEEBEEY /Rt

FIRARREABERICE ISR Y NETELL,
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RET—2V—F

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

€3 MSD /) e

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #E{ER R 2016/06/23
oA
Gentamicin:
& oYX
R D BEOEERE

Posaconazole:

& LY A =S
R D ORIEREAL

EARIVISVUAILRUBI XTIV

£ LS
R C RERIEGL

A NAT-1,2-TanRITH—IL:
2 L YR
R D RERIBE

BRICx 32 EELTREN . BRIEHE
FIFARRERIERRICEDCBR Y DETELHL,
JE%

Gentamicin:
i oYX
#HR D BEORRIH

Posaconazole:

1 LY X
R D BEEORRIE

FEARIVISUAILRUBIZATIV:

1 LY ¥
R D IR~DORIEGZL

S-A AT+, 2-FanRoPFH—IL:
i oYX

LEES o ER~ORIE. 21 BLIRICEIE
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Re27—8o—t EIMSD /A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #E{ER R 2016/06/23

IR 35 B AE 14 S I3 B2 T A 1

BB

FIRAATRELIERICE DR Y DFETEALY,

IO 2 R AE 1

FIRAATRELIERICE DR Y DFETEALY,

7% 0

Gentamicin:

= D T—AHEL

Posaconazole:

B ) : Magnusson—K| igman-Test
REOIRE D RIS A

i D EILEY R

HER COEM

EARIVISUAILRUBIRATIV

B ) D REIUTAE—L 3 VR

REOTRE OB

& . EBILEY R

TFEAAT R D BEZEABIE ST,

R =]

&5 : guinea pigs ZAWV=HERICELY . AYPEIIFHULE BN
METHA I ENTRESND,

-AJAT-1,2-TanrH—I:

HEg4 AT © BT D/ NEEEER (LLNA)

REOIRE D RIS

2 DWIR

Hik : OECD :EEHA FS 4> 429

R D B

TEAAD K D AHOEBITEERNSHIEEOBBIENREIRT SAIREMEE 1=
[LEEAH B,

4EHRRE R R

FIFAARE R ERICE DK R Y NETELLY,

B5:

Gentamicin:
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Re27—8o—t EIMSD /A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S HETA: BERE BIEISRETH: 2024/12/03
11.1 2025/04/14 772750-00025 YE{ERLA: 2016/06/23

in vitro TOEEENE D RERAZ A T in vitro BELE M EETFERRER
R 2t
REES A T in vitro Z2RAEEHRER
R TBARE

in vivo TOEGEMN D RERA 4 T ISR MmMER/NMLERER (in vivo MRS MR
E%)
. w9X
BB ST
R =t

Posaconazole:

invitro TOEESEHE D OREBRAA T MAEMERWSEREALT EHER (AMES)
R =t
HRERA A T RBRER
R =t

in vivo TOEEEMN D HRERA A T INMEEER
FB:.w9R
e S
BE K 520RN
R =

EARIVISUAILRUBI XTIV
in vitro TO&EEEM D HERA A T MEYE AN SEIRE AT EER (AMES)
R EN

HErA 4 T 2BEEE
TARRT L Fy4 Z—AN\LRE—[hi#AE
R et

HErA 4 T 2BEEE
TFRAFRTL: FrA4 Z—ANLRS—INEHK
R B

HEER AT IR UNE
R e

in vivo TOEEEMN o HERA A TN ER
B YwOR
BEZE: &0
R 2
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RET—H—F EIMSD /A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

HEE2 4 T REBHREE
B ovhk

HHRaZY: B4

BR e

B 5 A T FEH DNA & RGHER
B ovhk

AR AR

R 2t

ATEMREEERNE - 7R A 0 RUSECEEMRERLERRFE LTHBI S LETER

>k LY,

-ANAT-1,2-TANRITFH—IL:

in vitro TOEGEM D HEBRA A T AN TRV S EIFEAZEFER (AVES)
7% OECD EAERA A K54 2 471
BR e

" BUT IMEM T ONI=T—HIZEDL

HERA A T in vitro HILBYMREEGFERRAR
75i%: OECD EHER A A K54 > 476

BR e

wE: BUTIMEM ST ONI=T—HRIZEDL

HEER A T in vitro REHREEHR

7% OECD EAERA A K54 > 473

BR e

®E: BUT IMEM ST ONI-T—HIZEDL

FEHAKE

FIFARE R IERICE DK R Y NETELLY,
B4

Gentamicin:

ERAUE-TERAAV D TF—2%L

Posaconazole:

L] A

B 5 R D0 (86

AR 55 R ] 25

ot - 1

5 D EAHEBOT— FIXARE & EB%,
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETH: BEES BIEIRETH: 2024/12/03
11.1 2025/04/14 772750-00025 #E{ER R 2016/06/23
& DY HRA
B SRR C#0
A 25 R D2 F
R . B
- D ERHEOE— FIZAR & EREE,

FARYVISVUAILRIUBIRATIL:

i AN
B 5 R o RA
i 25 R R D2 F
RE5E : 0.067 mg/kg {AE
R Do
i D WYHR
B 5 R CORA
i 25 R R . 19 45A
®’E= : 0.160 mg/kg AE
R COEM
EYE
BIRADEZEDE TN,
V2
Gentamicin:
EIRICKS 82 D HRERA A T CHREESEER
B Sy b

S HEA1: NOAEL: 20 mg/kg {AE
R BEELEEFREHBRESNEI ST

BREOEBE~DEE D HEBAA T Z2RINELUVBRERE
B oy x
F =1 NOAEL: 3. 6 mg/kg AE
R - BRIRSMHIEEL,

HER2 A T ZRME I UVBRHEE
B oy

RS2 BN

FAE M LOAEL: 75 mg/kg AE
R IE - BRIREM,

HERA A T ZRME I UVBIRHESE
B YvOR
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

?Q’a'—ﬁ’é%: fERER
= LOAEL 10mg/kg 1KE
ﬁ‘*% fRIRFET. , FHEEHoALGEMN T,

AHBRAA T ZRNE S VIBRRE
B ovhk
?&E}ﬁ’é%: fERER

st LOAEL 50mg/keg 1KE

‘f*% R&IR%E , AREEDHLNEN T,
HHEEE-7EXAD D ABIDEZFMBREICEAEENDEZEDH HBHERIGHH
o7,
Posaconazole:
RIS 82 C HERA A T ZHERES / MEIERAE
oy kAR

—h&EME 35 NOAEL: 180 mg/kg AE
R HTB~ DB
R 2t

HERA2 A T ZHEEESN / MHFERE
Boybk AR

—AEE  #: NOAEL: 45 mg/kg AE
SEIR: TN DEEIEAZ L

R EN
BEROEKE~DEE D REBRAA T ZRINSLUBREREE
By bk AR

REER &0
FA4H M LOAEL: 29 mg/kg AE
HR RRESEME.  FEIEBHLONT=,

HER24M T RS L URERE
B oovE, AR

F =1 LOAEL: 40 mg/kg AE
R RIS,

AEEM-TERAAVE D BYRRICEDERBICEZENH D EN—BILEEENT
WD,

%}9?;77/twt/m117w

HIRICK T HHE D R4 T KERED
B Sy
BRERK KT
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

4 5E H: NOAEL: 0. 015 mg/kg A=
fER: ZRINATFRER BOL-REOKE,
R RERICEEEL, , £ERNI~NDEE,

BROEBE~DEE D HERAA T RN LUBREE
B vHX
BERB KT

BT - BR'R 31, : LOAEL: 0. 06 mg/kg A=
BR REEEOEE, , EFBELRESH

HERA A T ZRMNE L UVBERE

B Ivbk

BERHT BE

Bf - BaIRE 1, : LOAEL: 0. 3mg/kg AE
R E - RIRSMN,

R4 7 2RI L UBREEE

& oy x

BERE BK

B - BRIRE ., : LOAEL: 0. 15 mg/kg {AE
R IE-RRSME., , FELBOHLNT-,

R4 T ZRINE L UBREES
Bovbk

BRERBK ET

B - BRIRE ., : LOAEL: 0. 15 mg/kg {AE
R FERADEE,

HERA A T ZRME L UVRERE

B oy x

REZE: £0

& - BRIBE M, : LOAEL: 0. Tmg/kg AE
R - RREME., , FELABOHLNT-,

AEEM-TERAAVE D BYERRICEIDERBEADEBEZENAECH L. . BYER
Sk B EMHHES SFUEENADEZENH S LN
SRS TS,

S-A AT R, 2-FanRrOFr—)u:

FIRICX S D8 D HERA 4 T —HREESERER
B oy
BERIE: RAAALEEE
7% OECD HEE A A K54 > 416
R 2
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

EE: EUT SMEI/ONT—2I2E DL

BROERBE~DEE D HEBAA T ZRINELUVBRERE
E oy b
BERE RHPAALTEBE
7% OECD FHEEAHA K54 > 414
R 2t
w& BT smaEIrBEon=-T—2IZ&EDL

FERNEAREN (HEIET<E)
FAREGERICEDCRYDETELL,

%
EARIVISUAILRUBIRATIV
i5&E DOAFRRELRT—RICE D ENBEELHE-SAGL,

FERNESREE (RETCER)
R#lch=5. REREIF<CE QD) (CL2BHROEFOSTH (B, WE),

B4

Gentamicin:
EZEr g2 . Big RE
TEAAD K D RElIchi=5. XIIREFCEICLDERIDOESE,

Posaconazole:

REODIER D RIHANTEEE
LR D BT, BRE BR R ERESR R
TERAAV D REIIHES. REREFCEBICE HEHZDESE,

FEARIVISUAILRUBIZATIV:

REOIRE D A LA/ R NIE)

Er g zs D RER, TR BRE OKEE

TEAAD K D RElIChi=5. XIIREFCBICLIERDODEZEDSZFN,
REHEESH

D%

Gentamicin:

2 DR

LOAEL : 3 mg/kg
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S HETH: BERE: BiIEIRETH: 2024/12/03
11.1 2025/04/14 772750-00025 #EERLE: 2016/06/23

bR 1S

A% 55 B ] > 12 »R8

EriEg D B

fiE K DR, FREESAE

L5 oYL

LOAEL . 50 mg/kg

B 5 R D KT

BR FE A 3@

EriEas . BiE RNE

1 17

LOAEL : 6 mg/kg

B 5 R 1S

BR FE A 33

EriEa . Mm%, B, RNE, BFE

i A

NOAEL : 5 mg/kg

LOAEL ;10 mg/kg

B 5 R 1S

BR FE A ;52 @

ERIfEER B, iR

i A

NOAEL : 12.5 mg/kg

LOAEL . 50 mg/kg

B 5 R 1S

A% 55 B 13 8

ErIEER . B

Posaconazole:

1 DYk, AR

LOAEL : 5 mg/kg

B E R D8O

PR 25 BF ] 6 4A

ErlEER O BIF, B, DR R PR B IR
L] S

LOAEL : 3 mg/kg

B 5 R C#n0

AR 55 R ] 392 Days

ErIliEER © fm, BFEE BN, /DRE BIE, HEE ) o/ \HEEE
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S HETH: BERE: BiIEIRETH: 2024/12/03
11.1 2025/04/14 772750-00025 #EERLE: 2016/06/23

i YL

LOAEL . 15 mg/kg

B 5 0O

BR FE FRE 1 45HA

EriEE OB AT, ) usN\El MK

L5 DN

LOAEL © 3 mg/kg

B 5 R C#0

BR FE B RE : 56 @

EriEas BB BEE B #ER EBRE MR 2R, /M8

1 17

LOAEL : 180 mg/kg

B 5 R C#0

BR FE A 12 #A

EriEas . Mm%, CHIEE, IR

i B

LOAEL : 8 mg/kg

B 5 R o EEIRA

5 25 BF - 1 4%A

ERIfE AR CODELER, f BIT, m%

EARIVISUAILRUBI XTIV

i A

NOAEL . 0.005 mg/kg

LOAEL ;0.3 mg/kg

B E R C 0

A% 55 B : 30d

ErEER D NEs, BRE BT, KRB, MAR
L] R

LOAEL . 0.5 mg/kg

B E R C#0O

g 25 B : 30d

ErlEER D NEs, BRE BT, KRB MAR
2 Iy b

NOAEL :0.00013 mg/|

B 5 R D RAFLCA/ZTR N/

i 25 B R 90 d

ERfE RS BB, ML U UoNE, g B BE OFE IR
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Re27—8o—t EIMSD /A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES HETH: BEERE: BIERETH: 2024/12/03
11.1 2025/04/14 772750-00025 #E{ER R 2016/06/23
i BN
NOAEL :0.0005 mg/|
bR i) D RAMLCA/SRNE
IR TR © 90d
EHE RS ORI, B U LoNER, B B BRE WIR, FE

-A AT 1,2-TAIRVCH—IL:

i D2 vk

LOAEL : > 100 mg/kg

BEZHK D BRAFIAATEGE

A% 55 FF ] . 55 Days

Ak : OECD HE&RHA K54 > 422
e D T eamEIrSELONIET—2IZE DL
RAAEEN

FIFATRERIERRICE DR Y DETELHL,

D%

EARIVISVAILRUBIXTIV:

JEEZY

AEITH T 5 REBEEHER

B4

Gentamicin:

A RAATEIGE D EpiEEs B

BErligds: NE
FEIR: HFELY, HFEL, #HEE FHIRY, R

Posaconazole:

RAAATZIGE DK %, BEfE, HES, EM, R HRAOZE XD
®E TR, ShE FHKEdE BHREFHE

FARIVISUAILRUBIATIV:

%A DOER T LUIXR—MER FEE WEER EROERSE SIS
e, AREHUCHE EHDEH HERE REZR~AD
& HIEFRR

B2 & DOER RP, BE
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REF—5y— b

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

R &= HWETH:

11.1

2025/04/14

BEES: AIEIHETA: 2024/12/03
172750-00025 #EYERH: 2016/06/23

0%

FARYVISVUAILRIBEBIRATIL:

]

B2 18 R YR AT e

12.

Gentamicin:

SOVAFOKEEREHDY

[Cx9 HF Mt

BEKEEYICHT HENE

-2 70458 — (KERIRASE
% EH (&)
-2 7048 — (KERRASE

EC50 (Daphnia magna (7 =< >0)): 86 mg/|
MREERFME: 48 h
7% OECD RERAHA K54 > 202

LC50 (Americamysis (ZA YA I X)) 30 mg/l
IREERFME: 96 h
Bk T IEAMSEEHR

EC50 (Pseudokirchneriella subcapitata (#%%)): 10 ug/l
MEERRER: 72 h
A% OECD FHERH A K54 > 201

RARESEERE (Pseudokirchneriel la subcapitata (k%) ):
1.5 pg/l

IERERFME: 72 h

7% OECD HERAA K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /N9 FVYTF) )47 ug/l
MERERFME: 72 h
75i%: OECD SHERAA K54 > 201

RAEZERE (Anabaena flos-aquae (7 / /N0 T1)
7)) 1.6 ug/l

BREEREE: 72 h

#i%: OECD SRER T4 K54 > 201

100

1
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

% RE (IBH) )
MEYIZHT HEMH : EC50:288.7 mg/|
BRERFRE: 3 h
SRER A A T REIRINE]
7% OECD HERH A K54 > 209

Posaconazole:

asEn : LG50 (Oncorhynchus mykiss (=< X)):> 0.95 mg/|
BRFERFMAE: 96 h
7% OECD SRE&RAH A K54 > 203
w5 AMERFEICE T EEMHEL

SOVIEDKEESHSY © EC50 (Daphnia magna (743 <>3)):0.276 mg/|
IZxt9 &M RREERERT: 48 h
7% OECD REEAHA K54 > 202

B KEEMIZHT HEM © ECH0 (Pseudokirchneriel la subcapitata (#%%)): > 0.509
mg/ |
IREERFE: 72 h
7% OECD REEAHA FS 4 > 201

RANEZEEE (Pseudokirchneriella subcapitata (k%) ):
0. 041 mg/|

MEERRER: 72 h

A% OECD FHERH A K54 > 201

-2 7048— (KERERE 1

% mEH (2% )

BEH (BEEN) D BRKEZERRE (Pimephales promelas (7 7y kAw K3/
r2)): 0. 206 mg/|
MEEERFME: 33 d
7i%: OECD RERHA K54 > 210

SOVIFEQKEESHEY | RKXKEZERE (Daphnia magna (F743223)):0.244 mg/|
(X9 BEM (BHESH) BREERER: 21 d

7% OECD EXERAA R34 2 211
s FMERFEICHSTHEMHEL

27942 — (KERREEE : 1

% RE (1814 )

MEMIIRT 55N : EC50 (RAMAE): > 1,000 mg/|
BREBRFR: 3 h
HEE A A T FEIRINF
ik OECD FHER A A K31 > 209
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

fﬂ@yJ77JﬁWTJMIZTW

ask : LG50 (Menidia beryllina (</)L/N—HA F) ):0.11 mg/|
BREERFME: 96 h
5% ARERRECETL5MHEL

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

MREREERT: 7 d

% BARERFEICK T EMHEL

DUAFOKEREHEY ¢ ECS0 (Daphnia magna (F#4 2 >3)):> 5 mg/l
[xtd 5EM BREEEFM: 48 h
Fik: OECD EAERA A K54 > 202
B AMERREICESTIHEMEEL

EC50 (Americamysis (AU HI X)) > 5 mg/l
IREERFME: 96 h

BiE T IEANEEHR

&% BARERFEICK T EMHEL

B KEEWICHT SEM © EC50 (Pseudokirchneriella subcapitata (#&E)): > 3.2 mg/|
IREERFE: 72 h
7Ai%: OECD RERAHA K54 > 201
BE AREERRBEICEITS2EHEL

BEH (BEEN) . RKEFERE (Pimephales promelas (7 7y kAw FZ/
r7)): 0.00014 mg/|
MEERrER: 32 d
A%k OECD REEHA K54 > 210

SOVIEQKEEREHEY . RAEEZERE Daphnia magna (A X2 >0)):0.34 mg/|
[Zxtd &M% (IBHSH) RREERERT: 21 d

7% OECD REEH A KS4 > 211

% AEERFEIZEST52EMHEL

27942 — (KERIEEE : 100
% RE (1B )
MEMIIRT 55N © EC50:> 1,000 mg/|
BREBRF: 3 h
HEE A A T FEIRINF
75i%: OECD BERAHA K54 > 209
55 ARERREICBIT25HEL

BRAESEEE: 1,000 mg/l
MEEERFME: 3 h
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

HERS A T IR
75i%: OECD EHERAA KRS 4 > 209
#%: BRERFEICSTHEMEL

-ANATFT -1, 2-FARYSF—)L:

aEn : LG50 (Oncorhynchus mykiss (=< X)):> 10 - 100 mg/|
BREERFRE: 96 h
7i%: OECD FHE& A K51 > 203
% BT MEI /O T—2ITEDL

SOUIEOKEESHSY © EC50 (Daphnia magna (A4 3> 3)):> 10 - 100 mg/|
IZxtd 5&FMH RREERERT: 48 h

7% OECD REEAHA K54 > 202

HE BT smEIEON-T—2IZHE DL

BEKEEWICHT HEM ¢ ErCh0 (Raphidocelis subcapitata (skiE#&E) ):> 10 -
100 mg/|
BTN 72 h
7% OECD SRE&R A A K541 > 201
wE: LT MEMSBOAT—RITEDL

EC10 (Raphidocelis subcapitata (g/KMERRE) ):> 1 mg/l
BREERE: 72 h

7% OECD SRE&RAH A K54 > 201

& BT 2MEMSB/OAT—RITEDL

WEMIIKT HEMN . EC10 GBEMBiIE): > 1 mg/|
BREBRF: 3 h
A%k OECD HERH A K54 > 209
B T 2MELI S/ ON-T—RIZE DL

RE - o

B4

Gentamicin:

SR D FER AES R ATEE

A5 100 %
BREERFE: 28 d
7% OECD EHERA A RS54 > 314

Posaconazole:
SR D RBR: SO TIEAL,
H R 50 %
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re2T7—8—F EIMSD A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

BREERFME: 28 h
75i%: OECD EAEBRA A K51 > 314

K TOREM D EEFREE (DT50): > 30 d
7% OECD EHERAA FZ4 2 111

FARYVISVUAILRIBEBIRATIL:
EofE% DORR Zo@mE TR,
HE R 50 %
RREEMRS: 28 d
7% OECD RERHA FS 4 > 314

KB TOREM L ANk SR 50 %(12 d)
7% OECD REEAHA FS54 > 111

-A AT -1,2-TAIRVTCH—IL:
E R DR SR,
wE BUIsmanrsBdont-7—42I12&2<

Gentamicin:
n-A9 %/ —IL/KHEEFRE © log Pow: < -2
(log {B)
Posaconazole:
£ REEMN :  F&: Lepomis macrochirus (JJL—FJL)
EMiRtEEF (BCF) : 20
#i%: OECD FRER T4 K51 > 305

n~-A%42%/—IJL/KnE%E : log Pow: 4.15

(log {E)
EARYVISVAILRUBIATIL
HAREEN : F&: Lepomis macrochirus (JJL—FJL)

EWiRMERF (BCF) :107.1
7% OECD EHERH A K54 > 305

n~-4%42%/—IJL/ K5E%RE : log Pow: 4.68
(log {E)

-A AT, 2-FanoPFH—IL:

n~#A%94%2/—JL/ KHEZRE : log Pow: -0.84
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REF—5y— b

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #E{ER R 2016/06/23
(log 1) 7% OECD FREEAHA K54 > 117
TEDOFEHNY
B4
Posaconazole:
REROLf log Koc: 5.52

EARIVISVUAILRUBIXTIL:

BREROL log Koc: 4.02
IV VB~OEENH
JEZY
thoEEFE
FT—=R1L
13. BELDIE
BREAE
RREEY A BARKOBRTHIZENLDT S,
BEYWETKABE L TEHAESALY,
FERBRUAE ZTOEFIE. UHAOILFELIIREOROIZ, Ba]xZF(+1=
BREYNIEEEICEITET S,
BICIEENEWGS., RERAMRELTEET S,
14, BZEEDFE
PR
fE L 3% (UNRTDG)

EEZES (UN number)
EE#i%E4% (Proper shipping
name)

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

(Gentamicin, Mometasone)

E:E 5 %8 (Class) 9
B2 E Rk (Packing group) 111

Z )L (Labels) 9
RIEAEH B
finZ2ii% (IATA-DGR)

UN/ID &S (UN/ID number) UN 3082

E:&E#i%X 4 (Proper shipping

Environmental |y hazardous substance, liquid, n.o.s.
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RET—2V—F

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

hR&E=
11.1

BERE:
772750-00025

BIEIRETA: 2024/12/03
#EERLA: 2016/06/23

HETH:
2025/04/14

name)
(Gentamicin, Mometasone)
E:E 5 %8 (Class) ©9

A EE M, (Packing group)
S AL (Labels)

matET (BYWH) (Pack-

IT1
Miscellaneous
964

ing instruction (cargo air-
craft))

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

REREEH .

i _E#i% (INDG-Code)
E:E&S (UN number)
EE#iX 4 (Proper shipping

964

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

name) (Gentamicin, Mometasone)
[EE 548 (Class) 9

BB/ ZE4R (Packing group) 111

Z N JL (Labels) 9

EmS 33— K (EmS Code) F-A, S-F
BETEME GRS - ExD) B

(Marine pollutant)

MARPOL 73/78 Mif@&E [I R IBC A — FICX X oWMAMESh L BHEME (Y - FEZY)
s SN REBORAICIXIEXS,

B P35l
EREDERG L. HE 15 2587 5,
FHDREXE

CCICRHENTLDIMESEIL. BHROBMETDEHT, ARET -2V — MO THRHE S
NBEELSICEBENMHOBFEDAITEDIVTUVEY, MELEIF, XEFER. v s—2H
A XEMBAOMBORADEREICLY, EEEINDAREELAHY FET,

REARGRREHEHES 171

15.

HRER

BEiER
HB&
e, BERRMICZE LGN,

9= 3
BFELFHE. BERCEVE. BRFEEFMEICKIE LG,
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RET—RI—F
€I MSD [ rune
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation
REE METH: BERE: BIEIKETA: 2024/12/03
11.1 2025,/04/14 772750-00025 #EERLR: 2016/06/23

HERE/EE

HESENZILEShIEEY

EHE

BEDHTEZITEREREY

EHE

REEEHLIEHARYE

EHE

ZERMORO ohi-tEME (BEFLERHE)
EHE

EZRREOBROHON-LEME (FHHREHILENE)
EHE

EAMFLENTRECRMRVEEY

EHE

EAMFERTIRECRMRUVEED

EHE

BEREEELEYE GFRREMERANE 594 502)
EHE

BAURMEME (FEBRL2WERAELTT£D2)
EHE

HELFMEREE T HRA

EHE

saehEFRFRAI

JEEZ Y

@7 ILFILEnshE T HRA

JEEZ S

HFHRBER S FRRA

JEEZ S

FERLWEERETS - IRE— (BERWY
JEELY

SR URIMERGE

JEELY

LM EHHEREBEREE

JEEZ L
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RET—RI—F

€I MSD [ .
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 772750-00025 #EYERH: 2016/06/23

BEHARRE

e

KEFFIEE

e

iR &

ERAE 2, 3 KERMERAIRSE - FEEYE
mziE

FBITRAISE 194 FERDETHIRE 1 TOHOEEY
BESRERVBLUEONLICEY 5&R

& 5 A S D HEBRKMECE)

(EREEPeS L BEEEME

B VAR I

RERBHRERY @ - @A)

e

HERERBHEEREN (B - WA

e

BRENOLER VERI<ET 5%

EXREY

COEBORFIZOVTEEAS VRY M) —~DOFREHIFHR :

AICS L RE

DSL > N

IECSC D RE

16. ZDihfEHR

51 Ak D BHB#T—42. RHE DS ICH DS F—4%, 0ECD eChem
R—ZILEKTHMILEMER http://echa. europa. eu/ DI
RIER

Bt Z7+—<v k : #/RA/B

ZEDHDBEIEDEX
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Re27—8o—t EIMSD /A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

hR&E= HWETH: BEES: BIEIRETA: 2024/12/03

11.1

2025/04/14 172750-00025 #EYERH: 2016/06/23

AlIC - A—R SV T7DIELFERASA AU RY; NTT - TS DILEREEME, ASTM - K
E#HERFS bw - KE OR - A, ZEFRHE. £EEELIHLESNHYWE DIN -
FAURRHEELE, DSL - BRYME YR+ (T4 Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDERES, InS - REKORT T2
—JU; ENCS - LT EDEFLLEME )X b ErCx - FED XWDORIEERIZFT EEZONDK
RE, ERG - BRMCOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFF
NATRERE. IATA - EEMZEEERS, IBC - BRIEFERKDESHEEEXD-HOMMDEE
EUREICEY 5 ERRHA 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE . 1ECSC - hEIR
BleEYELE: INDG - EfELAERYRE IN - EBRESHE: ISHL - FsBRE2/EE
(BA); 1S0 - EFRR#E{L#E: KECI - BERFLFEMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE) . MARPOL - i &k B FRDMLED=HDERRESI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FURE| NOAEC - |EEZTMHLZEIRE, NOAEL -
BESMHZELAL, NOER - BEEEUHZEAF/EIS: NN - A X2 a2XRA NTP - KEER
REMTOT S L NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiH HFFKEE, OPPTS
- LEHMEREN - AEWHILLE; PBT - #ORRMENE - £HERENE - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) #BEFEMEE, REACH - LEMEDE
. &Tfi. R WHE KL UEHE (REACH) (CBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
BE; SDS - RET—4L— b TECl - 24 ICEAFEDIEERED A RV 1 TCSI - A&
EMEA R M) —; TDG - EIEYE@E, TSCA - HEMERAHE CKE); UN - E&; UNRTDG
- BFESEIRYEEES. WPB - FEEICHSBRVIIERICESERNE. WIS - EXEREKRE
EUEMERRATL

CORET—HI— FQUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BUEOREDHH. FH. RMESDLETEETHLLHHLEZLDTT,
AERIT. HEOZTLAEED., FA, LE, KRE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHELRIERSRERBZLTLOTRESHY FEA, KF®IL.
SDS DEREICTRENTVAIRESNAHGICETSLDOTHY .. LA/ MORL EBAE
HET. RFTACRARTERASNSHEE. AXHITERNGVRY .. BRI SR UATEESE
AHYFET., AHRGOFEABESMICENTIE, AERRVEREEZERT B8, FRES
MOFBRHEMIIE T L5XHRBOBEINLAMEEH T, FRAERMUOERT 5HETORENIKR
[CHEFTEARERDEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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