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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14

HicE0RtEH. EFRRUEEES

BAE DRI AT
R
BRES

BFA—ITFTFLA

Mometasone / Clotrimazole / Gentamicin Formulation

MSD
BER AT @ 810 MSD M=ttt EETS
048-588-8411

EHSDATASTEWARD@msd. com

RAERBEES +1-908-423-6000
HREARRUERLEOHIR
SRR BEHSG
R L DHIE JEEZY
2. EEREEHOEN
{250 GHS 248
EESEHE X4 1A
KEREFEM 88 (& X1
%)
KERBEEE RY (B X4 2
%)
GHS SRIEHR
BRRXIEDVURIL % %'
EEMREEE fa %
R SHIER H360D fAR~DEEZEN EF N,

HA00 /KEEMICIEFBIZRULNEME,
HA1 REAMMGERISCEIZ & > TIKEEWIZS 4,
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Mometasone / Clotrimazole / Gentamicin

Formulation

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

7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
FEESE

REWE:

P201 EAATICEIRERBAZEZAFTH &,

P202 £ THREFIELZHAEMIDETMYHbhEWN &,
P23 IREBADHREF#ITHZ &,

P280 IREFR FHEK RERE FEEZBERT S L,
EEE:

P308 + P13 X< BRIZE K BOBENHSHHE : EMDDE
SFEHTERMTD L,
P91 R ZEREIRT HZ &,

®rE:
P405 EfE L TRE T H Z &

BE:
P501 NAEY. BEERBIN-NEBHERICEET H &,

GHS BT LT LMt fERB EtE
HMEDZL,

3. MR URSEHR

EEZWME - EEYMDOXF . REY

45

t=4 CAS BS 28= (% w/w BRAREHE

B

B&dis (BH) 8042-47-5 >90-<=100 9-1700

Clotrimazole 23593-75-1 1

Gentamicin 1403-66-3 0.5

EAZYUITSUAIILRUETR |83919-23-7 0.1

TIL

4, HEREE

—i%BY T KN R D BHOBEY. RN TCNEVWESEELICEEDER%
ZI1T5,
IERNRSIKIBE. FHEIEBNHIEEE. EEDIETE
ZI1T5,

A LT-5E D RULAATEEES. FROTEROBIABEHT 5,

ERLEZERZTS,
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14

REIZHE LSS

RICA-T=154&

RAAATEGE

AMERRUCEBRMEERDORK

LERLGHIRER
LEHEZY 2EDRE

EENICx T DFAGIEEE ¢

EML-5E. EBICKREBERTALZEDKTEVNRT,
FELEKBRE X UVH ZFR <,

EELEZEZI(T5,

BERADORIZKREES,

HEBFERIT DHEICELITES.
FIHIEEBE LT, KTIERZRET 5,

REMNHY G T 2BSICIXEREETEEEZZIT5,
MARAATZEE . BEITHANAELLN,
EELEZEZI(T5,

KTOEKLTT L,

BRERADEEZEZEDHEZN,

MRS ERFBLDREITEEZLL., RS TSR
ERZERATSH L. BREOFRMENHDHBEE. HESD
B EANREEZSROCE (HE8ZE3H) .
XEREBSURMEREERITAH &,

5. KKFFDIEE
Y73 H K F

5> TIXR B 7ELVH KA
FEDORIREEN

HERGEEIEY

KIEFE

it 7 L3 — L3 sH k|

ZEgbxFE (C02)

R H KA

MREL,
BIRERM~NDOBREIIREICEEZRIFTEENDH S,

RERERILY

BHEDHKAE RGORR & BHIREICIE C CEVGENFRZANS,
RAHDBRERNENT H=DICKEEET 5.
RETHNEREEI VT FERXKBEEI BT,

R o RBESHEDZ &,

HRETSEDRE KEFFICIE, BIXEREBZERT 5,

REEZERT 5.
6. IRHFDEE
AMRICHT HEEEE. RE © REEZERT D,

BERUVRIFEE

REBRICHT HFEER

ZEERYFZLNDOT FNA4 R (HB T 258) . BEARE
BR#REERICEN (IRE 8231 .

BRE~OHREZEITHZ &,

REFHERALTHDL, INPIEFIhEILEDHS,
GEFHEICIEESIDEESC EHLRADFEREFANN)TRHRE
I2&3),
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
FBEINERSEKEREL, LDT 5,
THEAE L CEUNTELZWMESX, thABRKIZERT 5,
HLIADRLEIEDHERY © FEMEGRINM TRIREE S,
ekt 2B IENT-BE. HREETEEDFEY A LIAHFE

ZELT, GADRBWVWESICTHI &, BHRRICHERLEE
MERTTRVWEFSZENTERHEICIE, BURLY
HBzEYGERANITRET 5.

REME T EYTRIRFITRET S5 &,

ABMZERE. BETDIRICE, FMABRBRESIVEDOR
BlICfE-TRES L L, ZOREICERSAEHEICION
THLRHETHD. EORUNABEREINENZHET 2LEN
Hdo

ASDS DIER 13HLV 5 ITENT, MABRAKRESVED
ERFDEEDY .

1. BBEVWRURELDER

Rk
AT EI R
BFrTHER, £

RERFEREFEE

e fih 3158
B K

FLEHLERVRERBEDIENDRFENRESHE,
FTRRBENTERVNGEEIE. BAIREEZFEAL T
=Ly,

RIEXVOKRIZA T,

SRMERK[ERALEWND &,

BRARAFEZLY,

AR&E DiEfLEEIT S,

BISRERAEOKRICEDE, EXEHORAESLUREHD
ETHREICHEVERYIES &

BREFHALTHELZE,

FNOREVEHLEL. REAOBEEZ&HNRIZCTSI LI
E95,

E& 1L %

BEOHERAPIZEEMEADIEI EOTRENHZBEE.
EEBFHROELIZTA ISV VI VATLELUREZV ¥
D—%#FJ/ELTLIEELY,
FERAFIEIRERUBREEZIET S,
BEREINE-KRISBFERT 2RNICERET DL,
27T 4 DHBHLEARL—2a Vi, ToP=F7a
vho—)L, BUGEAGERE. BULKRLESKUVF
LREFIE. EXHLEER. ERERLEERHOEROL
Ea—%280RENHY ET,

WEEIRNILDDVEERRICANTE S,
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
BiELTRET D &,
BELOAYED S,
ZEOREICR->TRET S,
BRI E D O ROBEEBEELVS L LIZTRELAL
TR AR b F
BEUBRDVEMH D BESHUOHME MREL,

8. [F<EMILRURBIHE

ERRBICE T IR REBRR/FERE

5 CAS &= BE (REl | THEEE/HEE | H®
AE) B EREE
B&din (BH) 8042-47-5 TWA (IR AR 5 mg/m’ ACGIH
&)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB RER
2)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
SHfIEHR: 0TO
EARY TS UAIIKRUEE 83919-23-7 TWA 1 pg/m3 (OEB 4) NEp
IRTI

SRR KRS

| =B YHIR | 10 pe/100 om* | MER

BRAEE DB REEBSUVREZRET SO, 210027
JEBIIRMRETICKYERRESL, WP EIITHRVERESL
BHENBHBYET,
[FE|, BFABKETIIRYZEHENTLESL,
HO0—XT7aLA VAT LMGIEFTEZERLET,
ERETHRYRSESF. T70YVIILLT BAEEEZDOIL
TWbEH, BRIZIELENNMAE—TTF 11X EHRY bk,
BRI—FEIVZDEIDIIHE T /NS R EFIIFEALE
T, COREEENEWMEE., AV FLAIEHELLERVF R
v T ETRYKNET .,

RER
MR RRER D BYERAHREENFATELMES. FEIEX EFE
THEENA LS4 DOHEEND I BEBNRESNHZEE, F
RREHFEEFEALEL LS,
T4NE—84T D WHTFREAERESAOESSAT
FOREER
#"E DO HEREFR
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
"mE D FRHECETERTASEERFHLEL LS.
IBORER DA FO—L R EREREL LTV ILEBERT 5,

FEREL LIIEERITEDELMREE, S X+, T70Y
W ERRLET BHIGAF. BRIV ILEFRT 5,
MLA. SR, HLKEI7RYVILICENEESLSINS
ATREMEMNHBIEEIE. 7 —RP—IL KL LLIEFDIEFLD
L7 z—RBEOTIOTFU L3 vEFRALELES,
RERVEADRER D A7 —LELCIEERERI—FEFEALEL LS,
MEREHAZBELEVWLSIZ, EEINDIZIRVICEDE, &K
FEOSA— AU rZEEMLTERALELLES (Bl, RYU—T
Ly, 27>, RFR, FIMETR—YRE) ,
BEINAREEDOHIKRELR CIHEEIXEY L AETIT-

TLESLY,
9. MEMRUMEFHHEE
LN D BAR
= DRI A R BFTRTA b
LA LS
RO LEL (R E DTARL
Al B E DTARL

BRXSVEBRRVHEER @ T—274L

AIATE (BlR. =UA) o JFE&E
ATEATE GRIK) DT3B L

BETRARVERLRRE AIARR
BEGEOLR /AR ER @ T—24L

&

BREFDOTR/AIRTR @ T—427%4L

&
5l R L T—RIL
NERRE L T—A%L
pH DTl
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
RREEE F—RIL
BARNERE F—21L
FhHE
TS (THtE) F—anL
AR
KB T—REL
n-#4%4 %/ —JL./ K5SBR%E %Y
(log {i#)
BT F—AHL
ZERV/ RITHEANZE
LE F—a1L
BE FT—H21L
HAHREBE T—3%L
BRI IR FE
iz 2| =1 AEGIEEEEYME L L TEOEINLGL,
FFHE
HFHAX %Y
10. KEHRURGHE
RIS RIGHRERE LTIEoEI ALY,
R EMSE BEDIRETIEIEE,
fEREE R ATHEE BULVEIERIERIST D2 ENH D,
HTHAREEY fMREL,
AR E & 1 &l
EREE LN RERY BREELMBRERYIZA SN TV,
1. BEMHEHR

AR D H D REBFZBOFER

WA
R gt
30
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Mometasone / Clotrimazole / Gentamicin

Formulation
&S ETH: BEEE: BiEIZRETA: 2023/04/04
1.0 2023/09/30 412822-00023 YIEYERLA: 2015/12/14
RIZA-E=BE
2SS
FATRELIERICEDOCRYSETERLY,
S
SMsEE @O) D AMESHHTEE > 2,000 mg/ke
Hik EICKBAE
SEEE BKR) D RMSMHEEE > 2,000 mg/ke
ik HEICKBAE
%
BedHE (Ril)
anE (Bo) : LD50 (5w k): > 5,000 mg/ke
aEE (RA) : LC50 (T k):> 5 mg/l
RBEERE: 4 h
HERREMLA/Z R+
TEAAD M COMEFLITEEYEIZHEORASHILE
Ly,
SHsEt 8BR) D50 (H):> 2,000 mg/kg
TFTERAAV R COYMEE-ILEEYIREDOREESEILE
Ly,
Clotrimazole:
SMsEE @0O) : LD50 (5w k): 708 mg/kg
LD50 (¥ 2 R): 761 mg/kg
LD50 (%4%): > 1,000 mg/ke
SMEE (|RA) © LG50 (T k):> 0.73 mg/l
RBRERFE: 4 h
HERREMLA/Z R+
SEsEE 8BR) D50 (¥ R): 923 mg/kg
Gentamicin:
2MENE &N © D50 (Z v F):8,000 - 10,000 mg/kg
LD50 (=9 Z): 10,000 mg/kg
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
2EsEE (]RA) : LG50 (T k):> 0.2 mg/I
AR 4 h
HERIRE MLCA/S R F
BE: CORETRECIFBEIATIEL,
anEtt (Z0moRK) © LD50 (5 k): 67 - 96 mg/ke

REER: FRRM

LD50 (5« k): 371 - 384 mg/kg
BB AN

LDLo (#JL): 30 mg/kg
B 520 g8k

EARTVISUALRUBIATIV
AansEE #0) D50 (5w k): > 2,000 mg/ke

LD50 (=™ R): > 2,000 mg/kg

2EsE (RA) : LG50 (T k):> 3.3 mg/l
RERFRE:4 h
HEBRRE MLA/ZR b
& CORETIERTIEIREINATLVAEL,

LC50 (@2 R): > 3.2 mg/|
BRI 4 h
HEBRRE MLA/S R+

SHEE (Z0MHhORER) : LD50 (Z v k): 300 mg/kg
BEZK KT
SEAR: PR BRI
EREEMERBE
FIATRERIERICE DR Y RETEHLY,
B4
B&fHE (Ril)
"E L =
fER RIERH AL
Clotrimazole:
i L =
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Mometasone / Clotrimazole / Gentamicin
Formulation
&S ETH: BEEE: BiEIZRETA: 2023/04/04
7.0 2023/09/30 412822-00023 MEERLB: 2015/12/14
| LRSI L
Gentamicin:
|E D oYX
fER D BREORERH
EARIVISVALRUOBIRATIL
| i Ly
fER D RIERIEGZL

RBIZxd 2 EELGEEE BB
FIATTREIERICE DR Y DETEAELY,
By

BE&sE (RiH#)

"@ L S

R . IB~NOREALZL
Clotrimazole:

"E LS

HER C BEORERE
Gentamicin:

"@ DoyX

HER D BEORERE

EARTVISVAILRUBIZATIV:
b R
HER R~DRB A L

PROR 25 AR TE (332 B A 1%
B AR
FIATRELERICEDCRY DFETELL,

FEIR AR RAEIE
FIARTRELERICEDOCRY DEETERL,
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Mometasone / Clotrimazole / Gentamicin
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Formulation
&S }ETA: BEEE: BIEIZRET A: 2023/04/04
7.0 2023/09/30 412822-00023 #EMERLA: 2015/12/14

5%

B&dHE (Ril)

RERA A T Ea—5—i%

KRED TR BRI HE i

L EILEY +

IR =43

Gentamicin:

Iz F—A1L

EARTUISUALRUVEBIR

T

HERA A T IXovAtE— 3 ViR

REOIRK 23574

i EILEY F

THERA REZBBIEES B,

fER (=43

= guinea pigs ZFHWVEHERICK Y. AYEIXFHUVEERMEN
METHAHZENTSNS,

4EMRERRYE

FIARTRELERICEDSCRY DETER,

B
BefE (Fil) -

in vitro TOEEE%E

in vivo CTOEIEES

Clotrimazole:
in vitro TOEEE%

HERE A T in vitro HEBYHRECTFERRR
R e

HERA A 7 IEELE AR MBR/NMZERER (in vivo MIREE 4R
E&)

B voR

BB BEERES

#i%: OECD RERH A K54 > 474

R e

& AT 2YEI/ON-T—FICE DL

B A T BN E AL S EIREATRRER ES)
SR et

HERA A T in vitro 2BAEREHER
EER e
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES ETH: BEES BIEERET A 2023/04/04
7.0 2023/09/30 412822-00023 YIEYERLA: 2015/12/14
RERAZ A4 7 in vitro /MEERER
R fE
in vivo TOEEGEEM D RERA 4 T HELEYHRMmMEBR/ N LERER (in vivo MIfRS R
E®)
B oy k
BE&K &0
R E
HEEA A T HEERFOLBAREESEE (in vivo)
B NLRA—
R fE
HEMIRERRN - TEAA ¢ BEUNECABHRERATERERE L THET S EIETER
vk LY,
Gentamicin:
invitro TOEEEM © RERA A T in vitro BEEYHBRECFERRER
R e
HEE A A 71 in vitro LBEEERER
R TNEAE
in vivo COEEEHE D BB 4 T EEL B SRMmMBR/ N LERER (in vivo MifaEER
E%)
= Ayl d
BE 20 F8iRE5T
R fE

EARIVUISUANKRUBIXTIV:
in vitro TO&EEEM D HEBRAA T MEMERA NS EIRERE R (AMES)
R e

HEg4 4 T 2BAEE
FAMRTL: FroA4 Z—ANLRE—[HfEIE
R et

HERA A T RBHRESR
FAMRTL: FroA4 Z—ANLRS—EIERE
R B

RERAA TR INE
R e
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Mometasone / Clotrimazole / Gentamicin

Formulation
REE }ETA: BEEE: BiIEIZRETA: 2023/04/04
7.0 2023/09/30 412822-00023 YIEYERLA: 2015/12/14
in vivo TOEGEEMN D HRERA 4 T INEERER
E:.T9X
BREZK &0
R 2
RERA A T REBHFEE
oy
fmpa R 588
EER: 2
HER Y A T IEH DNA & i EtER
E: Sy bk
{HEa R AFHARE
R 2
SIEHIRRERREE - TR A 0 RSB ABERABRERERRE L THET S EIETEL
vk LY,
BRH AN
FIFARTREAIEMICE DR Y DETEAL,
By
B&dHE (Ril)
T2 A
BE5Z2% D BRAHIAATEEE
i 22 B R . 2458
fER D e
Clotrimazole:
T2 D Iy bk
BE52% C 0
A% 55 B . 1838
fER DB
Gentamicin:
EHRAE-TERAADF D T—A%L

FARYI VIS UAILKRIBIATIV:

& D Iy bk
BEZK CORA
IR E= A% A
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Mometasone / Clotrimazole / Gentamicin

€ MSD [} e

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
k5= 0.067 mg/kg 1AE
bt (=
& TR
BB %A
AT 19 B
k5= 0.160 mg/kg 1AE
FER (=X
B
BEANDEZEDE T,

BE&§H (RiH)
PEYRICH T DRE

Clotrimazole:
ERIC X9 B2

HE4 1 T —HREESEHR

B oy hk

BRI RIEEM

R Et

HER4A4 T ZRWELUVUBRERE
B Sy bk

BRI RAAALTEEE

R pEtE

HER4 1 7 2HEeh / VHERE
oy b

BE£K &0

4 5E 1 LOAEL: 50 mg/kg AE

R IREADEE,

HER4A4 T ZRWELUVBRERE
oy bk

BE2K: &0

FAEM: LOAEL: 100 mg/kg AE
BRI BREEN., | EIFSEELL,

HERAA4 T ZRWELUBRERE
oy bk

BE£ZK #0

FHE S NOAEL: 50 mg/kg {AE

BRI - lRRENE. | EFZEELL,
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Mometasone / Clotrimazole / Gentamicin
Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 412822-00023 #MEERCE: 2015/12/14

HEB44 T 2RSS UVBERE
B voR

BER®K &0

FEA S M NOAEL: 200 mg/kg AE
R BRREORBE~DEETEL,

HER4A4 T ZRWELUVUBRERE
& oyx

BE2K: &0

Fe 4 E M NOAEL: 180 mg/kg AE
ER BREORBE~DEETLL,

AESM - TR AV D BMRRICE D EMHBES S UVEBEANDEZENH S C
EN—BIFESN TS, , BIYERRICLDERBICELE
BNHDHEN—BILFESNTLNS,

Gentamicin:
IERICx 9 S5 E D REBRA 4 T R AEEEERER
E: Sy bk
H 5B H: NOAEL: 20 mg/kg AE
R BEELEEERIIBRESNGEN ST

BEDEE~DZE D BB T ZRMBLUVBERE
f&: oYX
FEAESM: NOAEL: 3. 6 mg/kg AE
ERBE - BRIRSHEEAEL,

HER4A4 T ZRWELUVBRERE
oy bk

RE 2% BN

FHEEME: LOAEL: 75 mg/kg (AE
R IE - BRIREM,

HER4A4 T ZRWELUVUBRERE

B YOR

BE2%: BN

S EME: LOAEL: 10 mg/kg AE
HRBRRET, , FEIIZBOSAGEM 1=,

HERAA T ZRWSLUBRERE

B oy b

R 52K BEIERN

FA =M LOAEL: 50 mg/kg AE

R BRRET, , FRIIZBOoAGEM T,
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Mometasone / Clotrimazole / Gentamicin

Formulation

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

7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
HEEE-TEAAD D ANBDOEFMREIZCEDIEBT~ADEZZEDHHEERIGNH

Of:o

FARYIVISUAILRIBIRATIL:

FIRICx S HEcE D O HERAEA T &S
Sy bk
BERK BT

HE5E F3: NOAEL: 0. 015 mg/kg {AZE
EIK: SFEINEFRER, B LEZBRROKE,
R ZREICEEEL, , £HEEIANDEE,

BROEBE~DEE . BEBA4A4 T 2RSS LUVRREXRE
. YR
BERK BT

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

HER4A4 T ZRWELUVUBRERE

B oy b

BERE B8

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

REBA4 T ZRNE L UBREREE

f&: oYX

BRERK &K

Bt - BBIREM., : LOAEL: 0. 15 mg/kg {AE
R E-RREMN, . FEIBDOLONT,

HERAA T ZRWELUBRERE

B Sy bk

BERE KT

iE - BRIR&E, : LOAEL: 0. 15 mg/kg AE
R FER~NDEE,

HEA 4 T ZRBNE L UBRREKE

& oYX

BRERK 20O

BE - BRIRE M, : LOAEL: 0. Tmg/kg AE
BRI -RREMN,  FELIBDHLNT,

AREHEE-TERAD K D BYRRICEDERBENOEBZENHEIZH D, ., BYER
[Tk % EMMBES S UKBA~NDEBEZENH DS EN—1B
MEEEN TS,
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14

FERMESRSE (BEIXCR)
FIATRERERICEDRY DETERL,

5%
EARTUISUAILRUBIZATIV:
|l&z L OAFARAT 4IRS ENERETEE I,

FERMBHSTE (REFICR)
FATREGERICEDCRYDETELL,

5%
Clotrimazole:
| IE R gz R BE AT
TFEAAD L o REICh-5. XIREFCBIZE2BHRDOEEDS E1,
Gentamicin:
|EM%$ . B WE
TERAA R D REICH-5. XIIREFLEBIZKIBHRDEE,
EARIUISUAILKRUBIXTIV
REODIER D RAM LA/ R FIE
IZ R 2 . RER R BRE EE
TFEAA L o RECh-5. XIIREFCBIZE2BHRDOEEDS F1,
RERSSM
B
Begkin (JH)
L D Zvhk
LOAEL ;160 mg/kg
BE5Z% D BRHAHIAATEEE
A% 55 B 90 Days
T2 A
L OAEL o>=1 mg/l
BRERR D RAMLCA/S R MIE)
AR 55 o 458
Hik : OECD :E&HA K54 > 412

Clotrimazole:

171729
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Mometasone / Clotrimazole / Gentamicin

Formulation
RES ETH: BEERS BiIESRET A 2023/04/04
1.0 2023/09/30 412822-00023 #EERLB: 2015/12/14
& RS
LOAEL 5 - 40 mg/kg
B 5 #E RS $Efi
B 25 B 3 E
gl e RIg
JiE K FE, &%, &EIE RS
& AN
LOAEL 10 mg/kg
B 5 #ER #0
IREZE R 18 # A
gl e Fre, B, =
2 PN
LOAEL 25 mg/kg
B 5 ER% #n
A% 55 B 6-12 v 8
gl 2
JiE K JRALAE, R, MEnt
Gentamicin:
2 PN
L OAEL 3 mg/kg
52K AR
YA 12 # R
IZ RO AR 2 hik
fiE 4K nEnt, SRAEGE
2 S
LOAEL 50 mg/kg
B 5 REg BT
YA 3 B
IZ RO AR Big NE
& S
LOAEL 6 mg/kg
B 5 #Eg AN
A% = B 3 E
1E RO AR miz, g NE, FFiE
2 Swv bk
NOAEL 5 mg/kg
LOAEL 10 mg/kg
B 5 #Eg AN
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RET—HRI—F

€ MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 MEER B 2015/12/14
IR 5 B 52 ;&
1Z R i 25 B, MR
& AR
NOAEL 12.5 mg/kg
LOAEL 50 mg/kg
BREZ® HARN
IR 2 B A 13 @
HZ R i 25 B hik
EARTVISVALRUBIZATIV:
& D Zw bk
NOAEL 0. 005 mg/kg
LOAEL 0.3 mg/kg
BRER® #0O
AR RS 30 d
Rl ) oNg, g 3, KE, iR
& X
LOAEL 0.5 mg/kg
BB #0O
AR 5 B R 30 d
AR 2 ) oNgn, Brig BIE, KIS, iR
& AN
NOAEL 0.00013 mg/|
BRERR A FECA/SR NE)
IR 2 90 d
1Z R i 25 BT, B, U/\E, PEEE B B FE MR
& X
NOAEL 0. 0005 mg/|
REER A FCA/S A N/E)
A& 25 B 90 d
ZRlE RS BIE, M, U/\E, IBiE S T Wi R
RAAFEM

FIARTRELERICEOCRY DTSR,

%

FARYI VIS UAILKRIBIATIV:

EEE
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R&T-—%—t CIMSD /A
Mometasone / Clotrimazole / Gentamicin

Formulation
REE }ETA: BEEE: BIEIZRET A: 2023/04/04
7.0 2023/09/30 412822-00023 #EERLB: 2015/12/14
AEIZHT B REBRER
B4
Clotrimazole:
RS A O EIR BB, BE, KB, ZFE A
A IAATEIGE OfEK e, HER, BM, TH
Gentamicin:
RAIAATEIGE D EENERS BiE

Erligss: RE
FEIR: HFLY, HFEL, HEE, HISY, RIEMEHEE

EARTVISVAILRUBIRATIV:

mA DOER T LUAX—HRK, HEE WExX, ERERLEE, R
e, OEAUTHE, BEPDEHS BHERE RERAD
EE GHIEFRR

RIS D ER RS, BE
PSSR

5% 0

EARIVUISUANKRUBIXTIV:

Iz L R FEVRIR AT AE

12. BRIERERE

4 REEM
B

Begkin (Ril)

ask : LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
BREERFRE: 96 h
7% OECD ERB&A A K54 > 203

SOUOEOKEESHEY © EC50 (Daphnia magna (A4 X< > 3)):> 100 mg/|
IZxtd 5&FMH RREERER: 48 h
ik OECD RER A A K54 > 202

20/29



RET—HRI—F

€ MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH:
7.0 2023/09/30

REES.
412822-00023

AIEIZRETH: 2023/04/04
#MEERCE: 2015/12/14

BEL (BEST)

[Zxtd HEME (BEST)

Clotrimazole:
AEn

[Zxd HEMN

M-279 45— (KEREFRE
tt EH (R )
AEMN (BESMT

-~ &
=~
=

S
[Zxd HEMNE (BHESET)

M-27%0%— (KEREFE
tE REI (1815 )
MEMICHT 55

BREKEEMICHT BEMN

SUOVIAFOKEESTHDY ¢

TOVIAFOKEEEHDY

R KEEYICHT HENE

VAFEQKEEBEKSY ¢

RAESEERE (Pseudokirchneriel la subcapitata (#%3%)):
100 mg/|

BRERFR: 72 h

7% OECD EB&AH A K54 > 201

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

RAEEZERE (Daphnia magna (A =22 10)): 1,000 mg/|
BEERMAE: 21 d

LC50 (Brachydanio rerio (€757 v 2a)):> 0.29 mg/l
BRFERFR: 96 h
7% OECD ERE&R A4 K54 > 203

EC50 (Daphnia magna (74 =< >2)):0.02 mg/|
PEEERFME: 48 h

EC50 (Desmodesmus subspicatus (#kZ)): 0. 268 mg/|
RBEERFE: 72 h

IKRESEEE (Desmodesmus subspicatus (#:%)): 0.017
mg/ |
BERME: 72 h

10

BRARESZEREE (Oncorhynchus mykiss (=< X)):0.025
mg/ |

REERMAE: 32 d

7% OECD ERER A4 K54 > 210

RAREZERE (Daphnia magna (4 32>3)):0.01 mg/l
RREERFMA: 21 d
A& OECD BB A4 K54 > 211

10

EC50: > 10,000 mg/|

BREBEE:3 h

SRERA A 7 REOR N

7% OECD HER A A K54 > 209
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RET-H¥—+ € MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation

RES ETH: BEEE: BiIESRET A 2023/04/04

1.0 2023/09/30 412822-00023 YIEYERLA: 2015/12/14
Gentamicin:
SOVAKEOKEEESHEY © EC50 (Daphnia magna (F#4 32> 1)): 86 mg/l
IZxt9 5&MH RREERSME: 48 h

7% OECD HERA A K54 > 202

LC50 (Americamysis (7 *1') A= X)):30 mg/l
BREERFE: 96 h
Fik T IREAMEEHER

S KEEWICXIT HEM © ECH0 (Pseudokirchneriel la subcapitata (#:%)): 10 ug/|
RRERRER: 72 h
#i%: OECD REEH A K54 > 201

RAESERE (Pseudokirchneriella subcapitata (%%3)):
1.5 pg/l

BERME: 72 h

7% OECD iRE&SH A K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /897 1)7F) )47 ug/l
REERFE: 72 h
7#i%: OECD HE&EH A K54 > 201

RANESLERE (Anabaena flos-aquae (L 7/ /N9 F1)
T7)):1.6 ug/l

REFEERE: T2 h

7% OECD ERE&H 4 K54 > 201

MN-270 42— (OKk&ERERE : 100
% EE (B )
N-2 70 4—(OKERERE : 1
% RE (1E1%) )
MEYICX T 5EMH : EC50: 288.7 mg/|
BREERR: 3 h
SRER A A 7 REOR N
ik OECD HER A A K54 > 209

EABYUITVALRVBIZXTIVL:

y: k- : LC50 (Menidia beryllina (JL/S—H4 F) ):0.11 mg/|
RREEREME: 96 h
HE ARERREICETI2EMEL

LC50 (Cyprinodon variegatus (>—FAANY K2/ —)):> 5
mg/ |
IRERRE:T d
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14

7% BEERFEICSTLEMEL

SOVOEOKEESHEY © EC50 (Daphnia magna (A4 3 >3)):> 5 mg/l
[Txtg &M BREREFE: 48 h

% OECD ERB&AH A K54 > 202

5% BREERREICHTL2EMHEL

EC50 (Americamysis (7 A A I R)):> 5 mg/l
REEERSME: 96 h

HiEk 7 IHEAMEHER

EE BRERREICSITHEMHEL

A KEEMIZKT BE M ¢ EC50 (Pseudokirchneriel la subcapitata (#&%)):> 3.2 mg/|
BRERFME: 72 h
7% OECD BRE&H A K54 > 201
BE AREERREICHIT52E5HEL

AEM (BHEEMN) D BRKESEEE Pimephales promelas (7 7wy kAw K3/
r2)): 0.00014 mg/|
RREERFR: 32 d
ik OECD EE&AH A K54 > 210

SOVIOFEQOKEREHEY . RKEEZERE (Daphnia magna (432> 0)):0.34 mg/l
[Zxtd &M (BHESH) RRERM: 21 d

7% OECD RE&H A K54 > 211

FE: AEERRBEICRTI5MEL

M-27942—(K&EREEFE : 100
% RE (181H%) )
WEMIIKT HEMH . EC50: > 1,000 mg/|
BREERR: 3 h
HERS A T FEIRANA
ik OECD HER A K54 > 209
BE AREERRBICETL5HEL

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

HER S A T IR

#i%: OECD HE&RH A K54 > 209
BE AEERREICHIT25HEL
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RET—2—F € MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
REE }ETA: BEEE: BiEIZRETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERLB: 2015/12/14
REH - o
B4
BEgkn (BH)
EofEH D ER SoMmETIEEL,
E0fE: 31 Y%
PRERFME: 28 d
Clotrimazole:
KPP THREN D Anuk S fiE: 50 %(242 d)
Gentamicin:
EoEH D AR RESETHEE

A 5fE: 100 %
EREEEFME: 28 d
7% OECD EBRA A K51 > 314

EARTISUALRUBIRATIV
RN D KR So@EE TGN,
£ 50 %
RREERRS: 28 d
7% OECD RER KA RS 1> 314

KATOREM D Ak 5 #E: 50 %(12 d)
7% OECD HERA A F5 4> 111

EERN
H5:

Gentamicin:
n-#A%9 %/ —IL/KHERE © log Pow: < -2
(log f&)
EARIYUISUVALRUBIXTIV
EREREN . #&: Lepomis macrochirus (FJL—=)L)

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

n-#4%2 4%/ —JL/ KHEZRE : log Pow: 4.68
(log &)
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RET—HRI—F

€ MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023,/09/30 412822-00023 MEMERA: 2015/12/14
TiEDOBENE
%
FARYIVISUAILRIBIRATIL:
"ﬁﬁmwﬁﬁ log Koc: 4. 02
TV IRBR~ADOEEMN
JEZY
thoEEFEE
F—HkL
13. BELDEE
BESE
RREEY A BBREORHIIZENLST S,
BEMETRKABEH LTS AL,
ERRBRUGE TORBIE. VA I LELIZREDEOIZ, BAE2(+1=
BREYNIBEE(IZEFTET D,
BICIEENEWMES., REHARELTEET S,
14, X LDEE
E3]p3sh ]
R _E#&3% (UNRTDG)

E&EZ&S (UN number)
E&E#i£ 4 (Proper shipping
name)

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

(clotrimazole, Gentamicin)

#5348 (Class) 9
B2 F R (Packing group) 111
ZRN)L (Labels) 9
RIEAEMH B
finZe#iE (1ATA-DGR)

UN/ID Z% (UN/ID number) UN 3082

EE#% 4% (Proper shipping
name)

E&E 4 48 (Class)

B2 %F R (Packing group)
Z AL (Labels)

HatET (EYH) (Pack-

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

(clotrimazole, Gentamicin)
9

111

Miscellaneous

964
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RET—H—+h EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14

ing instruction (cargo air-

craft))

WEaET (REH) (Pack- : 964

ing instruction (passenger

aircraft))

REAEMH D BE

73 L #fizx (IMDG-Code)

EEZS (UN number) : UN 3082

E&E#E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (clotrimazole, Gentamicin)
=& 4 %8 (Class) © 9

A 285k (Packing group) o111

Z X)L (Labels) 9

EmS 31— K (EmS Code) . F-A S-F

BEEEYE &S - D) 0 &E

(Marine pollutant)

MARPOL 73/78 MifEE I1 RU IBC — FIZ& B oMAME SN L EAYE (Y - FZY)
I IRBORRKICITIEZL,

Il P il
EREDERG L. EHE 15 E25RT 5,
A DREXE

CCICRHEN TV DEES L. FROBMETDORHT, ARET—42 L — FOPTHRS
NBEES ICHBIN-MBEOBEDHCEDNTVET, EEIEE. ZEFE. N\vr—oH%
A XEWBOMBDHRAUDOERICEY, ZEESNLAREELAHY FT,

REABLAKERHES LT

15, BRZES

Bk
SR

IR, SEERMICES LA,

fE

HELEWE, ERLENE. BAFELEMEICRS LA,
HWRLWERL

WESHEL S HEEN

e

WEDHAER B EHEM

e
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RET—H—F CIMSD A e

Mometasone / Clotrimazole / Gentamicin

Formulation
= WETA: BEL. BTERET A: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
BEEEHILIEHARYY
JEK Y
ZREAMOZO SN -LEWE (FEFELEHE)
JEZY
ZREREORHON-EEYE (HHRERHEEME)
JEZY
EMELEENIREERVRVEEY
EESTED 2 HEASHEREI)
[ ex4 EHE (%) BE
| ERE >=90 - <=100 -

BREFERTIREBRVRVEEY

EHE O & (RITRE 185%)

[ e%% [
| ERE -

HECEVEREE FHRA
FEZE

sahEFMHRA

FEZE

7 LI ETRHRA
LY

FRBEXDE TR
FEELH
HBERLEHEEZETE - WRE— (BEY)
FEELH

SR VRIMEHEE

JEEZH
LEME IR E R EE

|EEE

BEHARRE
JEEZY
KRS
JEERY
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14
Mz eix
fEIRAIE 2, 3 &KBERYERAINKRE 1 EEUEYE
RART S

FEATRRAIE 194 FEBRYERIRE 11 TOMOEED
BESEERVBLKEDORLICEY 5k

(£ 5 FEHEE ; FRAME L )
18 S Eak D BEELYME
FREE R Ul ¥ P SE
FRE MR (EE - MAKR)
e Y
WHEMBERMEMERE EE - A
JEEZY
BEEZEVONEBE VERICET ik
EXREDY
COHBOFEAICDODVWTEEAS AV M) —~ADRBEIRR :
AICS N
DSL N
IECSC N
16. ZDHD1EHR
5| FscHk D B#E#IT—4. EMESDS [CETILF—4. O0ECD eChem
R—R2ILEIUVEMIEEYER http://echa. europa. eu/ D&

URIN—=C a3 U ERSNEBRBEANETE 2 KR THRARTINATLES,

Bff7+—<v b . #/R/H

T D OBEDEX

ACGIH © RE. ACGIH[RFBIE (TLV)
ACGIH / TWA o 8 EyfEl. EREIMET

ALIC - A—X FSUTDIEILFERA A Y ANTT - TS5 D)ILEREHEMES ASTM - K
E#HERERBS bw - KE OR - A, ZERE. EEEUENHDESnEME DIN -
FaAURRKRIGBEELE, DSL - BRYME YR L (AF4): Ex - FED XhORGERIFT EEZ
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKETA: 2023/04/04
7.0 2023/09/30 412822-00023 #EERKB: 2015/12/14

bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIZFTEEZONDRL
& ERG - RERWISOF5IE; GHS - HRF[I I AT L GLP - HEBREMERE, [ARC - EHIR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFEKOESEEZD-HOMMOEE
RURKRREICET SEFRHEA. 1050 - 50WPEEFRE; ICA0 - EFRERFMZERRE, [ECSC - HER
FLEMEREE: M6 - BB LERYMAIE. I - ERBSEHE. ISHL - FTBReEEE
(BF): IS0 - EFRECHME. KECI - REBRFILFEMERE: LC0 - 50%HERE LDSO -
50%HEE (FHBIEE)  MARPOL - MfIC K S BRDMILD=HDERRER, no.s. - I
MBNATSINA TS L DZERRC: Neh - FURR NOWEC - BEZMHSZEIRE: NOWEL -
BAESMHSZEL AL NOELR - EEEMZEERFES NOM - A28 NP - XEE
REM IO L NZIoC - Za—2—F v MEEWME AR, OECD - ZFHNEAFEEE, OPPTS
- LEYMER M - AFWILR PBT - #HOMMEN - £RERNE - HEME WE) © PICCS - 7
1 VELEMEA AR = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
$. &Tffi. B W&H I UEEE (REACH) [ZBI¥ H#HAI (EC) No 1907/2006; SADT - BN #2
BE SIS - RET—2Y— b TECl - 2 A IZBAFEDILEHNED A R k1) TCSI - B&1E
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE); UN - E&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUVFEICSEEME WIS - EXRSRIRE
EEMERR AT L

CDRET—AI—FUAT TSDS] EWLVS) TIRET HHEHRUUAT TKFEHR EW0V5) E. KEHE
BERIZENT, BHOREOMB. FHR. RUESDILETERTHDILHHLIZEDTT,
AERIE. HEORLAEIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOHMEB SN TEY ., WHBIRIEXIIKEREEZLTIOTESHY THA. NERIZL.
SDS DEEEZEICRINTVAHESN-HAICAHATIENDTHY . URAEGE/LORT LHEAE
HhET, XFTORFTHEASINSIGE. AXFICERNLZWLEY .. BTG5 A LA EEE
NHYET, AEZOFERABELMICE VT, RERRUHREZIEZERAT 255812, EFAES
PDREBEARBICH THAALGOEYLTMESH T, FRERMLOERT 52HETOHEDIKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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