Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
&S ;ETH: BEEE BIEISRETA: 2025/04/14
13.0 2025/06/17 412822-00032 #IE{ERR: 2015/12/14
—'an UA*i‘Ié#E
LMD ER . Mometasone / Clotrimazole / Gentamicin Formulation
D EFE : MOMETAMAX OINTMENT (52269)

HicE o=t aMH. ERRUVERES

HEEOEHL AT . MSD

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

BEFA—ILTRFLR . EHSDATASTEWARD@msd. com

RREREEES © +1-908-423-6000

HER A& R U ER L OH R

HEAZ R D KEsA

{H A LEDHIE |

2. ERAEFEORN

L&D GHS £48

EhEEN D RS 1A

KERBEAEEME S8 (& D Ra

%)

KERBEAEEHE B (12 D Ra2

%)

GHS SRNILEH

BRREXIED VURIL : % %'
EEMAFEEE X

fElR B EHIER : H360D BBIRADEZED HEF 1.
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
13.0 2025,/06/17 412822-00032 MEERB: 2015/12/14
HA00 JKEEWIZIERE(ZFRNE .
HA11 REARGRIIBZSEE(C & > TKEEMIZE M,
FEESE

REXE:

P201 {FEARTICEIRECEAZE X AFTH &,

P202 £ THREFIELZHFAEMI HETWMYHEbENI &,
P23 BEBADKHZRITEZ &,

P280 IFEF R FHEK REREE FEEZERIT DL,
RBE:

P308 + P313 [FK ERFIEK ENBENHDEE | EFIDEZE
SEREHTERITH &,

P31 R EEURT B Z &,

RE:

P405 WEfE L CTRE T H Z &

BRE:

P501 N, B ZARBIN-NIBHERICEEST H &,

GHS FHAICEE LW hDERRE FE
KR L,

3. HRRUESER

LEME - BEEYMDORXA . BEY
0%
=2 CAS B = 8= % w/w BRATER
B

BEdH (B 8042-47-5 >90-<=100 9-1700
Clotrimazole 23593-75-1 >=1-<2.5
Gentamicin 1403-66-3 >=0.3-<1
EARIUISUNIIKRUEET R [83919-23-7 >=0.1-<0.25
TIL

4. HREE
1 O A 78 D BHOGER. RN TCNEVWEEFTELICEEDEE %

25
EERAREICIHGE., FRERMAHIEHERIT. EMDIERE
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ;ETH: BERE: BIEISRETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERKE: 2015/12/14
215,
WA L=EE D RUVGAATEISE. IR ESOBE~NEEIT 5,
ERLEEZ(T5,
REIZHELBE D OEfRL-EE. EBICREZRITALESZSEDKTEVLRT,
B L-KRRE & CHER <,
ERLEEZ(T5,
BEADRIZXKREZXS,
HEBFERTHENTELRITES.
RICA-1=H& D FHEEE LT, KTERZ®RET S,
FEAH Y BT RIS ICIIEEEETEEREZ+5,
RAAATEIGE D BFHRAATEEE. BECHAELLL,
EBRENEZRITS,
AKTOz&L<TT <,
SHEREVEREERDOER © BE~NDEZEODE 1.,
L EELHURER
RBEET H5EDRE D MR ERAFELDREITEEEIL., HEIATWSE

RBKRZFERATH L BROFREMNHDISEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
EEISHT DHAGEIREIR | IFRESIUMEREZERTSH &

5 KKFDIEFE

Y755 KA L KIES
7 )L — L H K H
“BILRFE (002)

IR K H
10 TIX7E 5 AR LVH KH DRMRE L,
HEORBIRAEEN D RBRERYMNOBREBEIREICEERETEENHD.
HERGEIED D RFRERIEY
BHEDHENAE D RESOINR ERIRKRICHE CTEYGEXRFREZANS,

RAHDBRERINT =OICKEEET 5.
RETHNIERBEI VT FERKBEN BT,
RN BESED L,

HRETS>EDRE DORKEFICIE, BRRTRSFEERT 5.
REEZERT .

6. WHFFDIEE

AMRIZHT HEESE, RE @ REEZERT D,
ERXRUVEAREE ZEGWMYBZLDT (R TEB T 25H) ©, BARE
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RET—2V—F

Mometasone / Clotrimazole / Gentamicin
Formulation

€3 MSD /) e

R &= HETA: BEES: BIEIHETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERLE: 2015/12/14

REBICHT HIEFEE

HLRAORUVBEDFERD

2

BnHERHEICEN BB 8 23 .

RE~OHREZRITH L,

REFHRLTHS, BNAOIENFILEDD,
GEHEICIEEDIDEHSC GFLRAHEIEAAILN)TIHE
I2&3),

FERINERREKEREL. LT 5,
RHEMNELCEUIRTERZWGEX, A BBRKISERT 5,

TEMERRINM TRIRE & 5,

ZBICCENTBE. BRIZZECEOHEYLH LADFE
ZELT, GADRBWESITTHI &, BHREICERLEE
MERDITRVEFEIENTEZEHHEEICIE. BURLEY
BB BRRNRET 5.

REYME B TRIFITRET S5 &,

AEMZERE. BETDIRICIE. A EERSLIUVEDOR
B> TRET H &, TOMBICERSAEHMEICDON
THLRHETHD. EORUNERSINLEMNZHET SLEDN
H5b

ASDSDIEB 13ELV152ENT, HABBRELIUVED
ERFDEEDY .

1. BEVWRURELDEE

g7 { A
BT e »t %
BRHR, £FRE

ZEREIEFER

Ffih ] 8
BAEXE

T EMHLERMREREDRDZFENRESHE,
THGBENTELGWGEEE., BFAFREEZHEALTE
Sy,

RIEOKRRIZAFH T,

SAMERERALLGNC &,

AR FTZLN,

REDEMERIT S,

BIEBRBERAEORRICEDE, EXMHOBLESIURLMED
EITREICHVERYRS C &

BREERALTEC L,

RNPCEEYZEHLEL, BEANOBEER/NIRIZTSESF
B9 %

FRAE I

BEOFERAFICIEENE~DIEL BOFREMELHHIHE(E.
EEBZROBELIZTA IV VTV RTLESIURE Y v
T—ERELTES,
FEAPEIRERVEEZRILY 5,
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RET—2V—F

€3 MSD /) e

Mometasone / Clotrimazole / Gentamicin

Formulation

R &= HETA:
13.0 2025/06/17

BEES: BIEIZRETH: 2025/04/14
412822-00032 #IEERH: 2015/12/14

EMZIEYE

RENBHAEMH

BEIN-KRRITEFERT HHEICHEKET LS L,

27U TADHERMEARL—a VI, ToP=7O
vha—)L, BUGEALERE. BULGKRLESLVE
EBREFIE. EXFLEER. EXERLEERAMNOERDOL
Exa—%&E8TWELNHYET,

BYILESRNILDODNFEBRICANRTE <,
MELTRET DI L,
BEL-o-MNYEDHD,
ZEOREIZH>TRET %,
ROBBFEHEE N> L LITEE LA
BEREF

BSGEVME: FRGL,

8. [F< MR UREIEE

ERREICE TSR NRERR/HFRRE

D% CAS &= BE (Rl | EEEE/BEX | K@
fE) BE | HREE
BEiH (B 8042-47-5 TWA (TR A 5 mg/m° ACGIH
)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB R ER
2)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB R ER
2)
SHMRTEER: 0TO
EFEARIUITTUHILKRUEER 83919-23-7 TWA 1 yg/m3 (OEB 4) RER
IXTIL
FHIER: RIS
| SEERYHIR | 10 pg/100 cm* | &R
B3 FSE UTIE/A By b/EERETOEE - 2EMTOFERT

T MRE, BB, FLIEHEFORGZICONTIE, BHER
MEDOYRYFHEEEMR L CEYGIBREEENRZHE L T
{f2EL, ZOMEORYFZWZKYELDIAREEDH S
BEHEEDYRVIE. EHOER WMEMLGREECIIES=E
BE) MEELFET., LEIISLT, ARV 00—
Cr—PEMEREE Bl NMAE—TTF1sFVYERY

b, BMERXNSVRIVI/O-Uvy—) BEDQDIEMHEZE
AVWTHREINIBEZERABEUTOELRTEELFMBELE

¥, BEERRENTEOONTLEWMESIX. ZRPEES
BEMNICERTTRELGEBYIEHZFTIILNENHYET,
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re2T7—8—F EIMSD A
Mometasone / Clotrimazole / Gentamicin
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERLE: 2015/12/14

RR
FEIR R R

T4NE—84T
FOREER
#E

]
RORER

RERUVREDRER

R, KEEPLVREZRETLH-H. 2100 =T7 UV
TEBIIREHRETICIVERESIN., WP EZICHUVEESL
BHENHY ET,

[REI., FABCRETIEIERYFEHAZRNTLEZELY,
H0—XT7O€RA AT LMMGIEMEZERLET,
ERETHMYKRSIGEX. T70VILIETHAEEEED L
TWaf=®, BMIZIELT=N\A1 A E—T T s FvEXRY k.
MR I7— FBEUFQEIOIMEIT/NA REBEYFEALE
T CORBEEMNLEWEE. SAVRLAELLIERVFH
v T ETRYFRWNET .,

BULBFHFKEENFMATELMGS ., FEF < EiTbE
THEZENA 54 D OHEENDE BN RENHZEE, F
RiREREEEALEL &S,
WHFREARETAOESE AT

GELAEE

FRECETERIAHAEEBREHLELELS,

Y4 Fo—)L P ERERKEL LLET—YILEFRT 5,
FEREL LIIEERICBROSVVMRE, S X+, T70Y
W ENKET BHEIE, BULAI—JILEERT 5,
MLA. SR, ALLEFI7OYVILIZENEESLOESND
AREMEAHDEEIE. T —AV—IL L LLIXZFDIEHLID
L7 z—REOTOToavEBFERALELELS,

A= T74—LHLLKIIEBREAI—FEBERALEL LS,
MEREAZELLEWVWKLSIC, EEINDIZRVICEDE, K
EBOSA—AVbFEMLTERALELLS Bl RU—T
Ly, 270>, BRFR, FLMETR—YRE) ,
BEIN-AEEMD HIKRER CHEEIEBEYEAETIT-
TLEELY,

9. MEMRMMEFEHEE
WERIKEE
&
LA
RhoLlz0@E)fE

AR B E R

BAR
RIA b FITHRTA b




REF—5y— b

€3 MSD /) e

Mometasone / Clotrimazole / Gentamicin

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
13.0 2025,/06/17 412822-00032 MEERB: 2015/12/14
AT A R U &R T—A27%L
e (iR, siK) JEEZY
AR GEIR) FT—RHHL
BETERARVERLERA AIAER
BRGEDOLERE /AR ERE : T—47%4L
&
BREFDOTR/AIATE @ T—4%4L
&
CIPS FT—RHL
DERRE F—RHHL
pH T—R27%L
REEE F—RHL
BAFMNEE F—RHHL
HE
BRE (BRREER) T—R27%L
ARE
kiat F—8HL
n-A49 %/ —IL/ KSE IR JEZY
(log 1)
ERE T—a%L
BERV/ XIIHEANZFE
HE F—aHkL
B F—a#iL
Rt H REE F—aHkL
IBREHE BRELL
{45 AESITERIEEME & LTIEREINALL,
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R&T-8—b EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14
R TS
RHFHAX D OIEERY

10. REHERFRGHE

RS D RIGHEEKRE LTIESES NG,
LR EM DOBEEORETERE,
fElRAERIGATREA D ORUVDERILEHIERIET S ENDH D,
BT HNE&M DORMRE L,
EMERYE D ERER
ERAE RS RRERY D BRAEGABERMIEH SN TULVEL,
1. AEHEEH
AR H S RERBOER © RA
R g
£:3:)1

RIZA--B4&

StsH
FIATEE R ERICE DB YNETEAL,
R
SMEE #&nO) D BMESMHEEE: > 2,000 mg/ke
ik HEICLDAE
ST (BE) D BMESMHEEE: > 2,000 mg/ke
Hik HEICLDAE
5%, 8
Bedkh (Riml) :
SMsE o) © LD50 (T k): > 5,000 mg/ke
SHEEHE (RA) : LC50 (T k):> 5 mg/l
BRERFR: 4 h
HEBRRE MLA/S Rk
TERAAD M COMEFELITEEVIREORASZEILE
LY,
SMEE (BR) : LD50 (u4): > 2,000 mg/ke
TERAAD M COMEELITEEVIAEDOEESEILE
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R&T-8—b EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14

LY,

Clotrimazole:

AMsEE #&o) : LD50 (5 v k): 708 mg/kg
LD50 (% R): 761 mg/kg

LD50 (2H%): > 1,000 mg/kg

2SS (RA) : LG50 (S v k):> 0.73 mg/|
MBERE: 4 h
HEBRRE MLA/S Xk
2HEE R : LD50 (%2 R): 923 mg/kg
Gentamicin:
2EE &n0) : LD50 (T v F): 8,000 - 10,000 mg/ke

LD50 (= ™ R): 10, 000 mg/kg

2SS (RA) © LG50 (T k):> 0.2 mg/l
IRERFME: 4 h
HERIREE: LA/ X b
& CORETHEHETIXBEEINTULVELY,

AMENE (ZOthoEE) : LD50 (3w k): 67 - 96 mg/ke
REZE: FRIRM

LD50 (5« k): 371 - 384 mg/kg
BREZK AN

LDLo (HJL): 30 mg/kg
BB 53RN

FEARIVISUAILRUBIZATIV:
2MEd @&o) : LD50 (5w k): > 2,000 mg/ke

LD50 (=™ R): > 2,000 mg/ke

S2MENE RA) © LG50 (T k): > 3.3 mg/l
BRERFR: 4 h
HERIRE: MLA/IX b
HE: CORETIERTIEIBERINATLVEL,
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RET—2V—F

Mometasone / Clotrimazole / Gentamicin
Formulation

hR&E= HWETH: BEES:

€3 MSD /) e

BIEIZRETH: 2025/04/14

13.0 2025/06/17 412822-00032 #IEERH: 2015/12/14

AMEE (ZofthofZEE)

LC50 (R R): > 3.2 mg/l
RREERFR: 4 h
HBRRE MLA/S Xk

LD50 (5 v F): 300 mg/kg

BEREK BT
AR : T O R

REBEN Rt
FARELGERICEDCRYDETELL,

B4
Bafih (Tl

| & L S

#HR D RERBGZL
Clotrimazole:

|E R S

#HR D RERBGZL
Gentamicin:

|E R E S

HER . BEOEERH
EARYUISVAILRUBIATIL

|E R E S
R C EERBGZL

RIZx I 2 EELBEN . BHRIEE
FIFAATRERIERRICE DR Y DETELEL,
D%

B&iH (B :

| iE R &

#HR : ER~AOREA L
Clotrimazole:

"E R &
R D BEORRIH
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RET—2V—F

Mometasone / Clotrimazole / Gentamicin
Formulation

€3 MSD /) e

&S ;ETH: BEEE BIEISRETA: 2025/04/14
13.0 2025/06/17 412822-00032 #IE{ERR: 2015/12/14
Gentamicin:
& oYX
R B EORRIK

FARYVITISVUAILRIUBIRATIL:

& oYX
R BRA~DRIE A L
FEIR 28 BAE1E T R 8 R AE T
B S B AEtE
FIRATRERIERRICE DR Y DETELHL,
IR 35 B VE
FIRATREIERRICE DR Y DETEAHL,
D%
B&dH (FH)
B ) Ea—5—&%
REODIRE R IS
i EILEY F
#HR (=23
Gentamicin:

||i&= F—aHL

EARIVISUAILRUBI XTIV

HEgA AT IHEITAE—2 3 VR

REOTRE 2354

2 EILEY F

TFEAAD R REZBEBIEIELELY,

R (=43

= guinea pigs ZAWLV=HERICKY . AYEILHUVEEREN
METHA I ENTEND,

4EHRRE R R

FATRELAERICEDCRYDFETELL,

D%
Bkl (Gl

"in vitro TOEEEN

HERY A T in vitro BELBYMIEGEFERHR
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RET-Sv—F €3 MSD /) e

Mometasone / Clotrimazole / Gentamicin

Formulation
&S ETA: BEEE BIEISRETH: 2025/04/14
13.0 2025/06/17 412822-00032 PE{ERR: 2015/12/14
R 2t
in vivo TOEGEMN D RERA 4 T ISR MmMER/NMEERER (in vivo MRS
E%)
. w9HX
BERK: BEERNES
7% OECD HERA A K54 > 474
R 12t
BE AT AYEIEON-T—FI2E DL
Clotrimazole:
invitro TOEESEHE D REBRAA T MAEMERVWSEREALT EER (AMES)
R =t
REZRA A 71 in vitro AR ERER
R =t
SRERAR A 71 in vitro /MEERER
R =t
in vivo TOEGEMN D HERA 4 T AL EWRMmMBR/MEERER (in vivo MifREER
E%)
Byt
REZK 0
R =
HEES A T HEERFOLEAEERER (in vivo)
8 NLRA—
R =t
HEMRERRNE - 7TEAA 0 BEAASECEREAREATERE L THET S LIETER
vk LY,
Gentamicin:
in vitro TOEEEEYE D OHERA A T in vitro WAL EMIS S F T ESE
R E
HEEZ A T in vitro 2BAEEHER
R T NBARE
in vivo TOEGEM D OHERA 4 T HEBYARMBR/MEEER (in vivo MAaEMER
E%)
B TR

REZ: TS
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RET—H—F EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14

R 2t

EARIVISVAILRUBIXTIL
invitro TOEEEME D HREBRAA T MAEMERVWSEREALT EHER (AMES)
R 12t

HERA 4 T R2BHRERE
TAMRTL: FrA4 Z—XNLRS —flfHiE
R fEH

HEra 4 T RBEKREE
TRAMRTL: FrA4 Z—ANLRSY—INEMM

R Bt
REER A T ORI\ E
R =t
in vivo TOEESHE D ORERAZ A T MEEER
FB:.v9R
BRERK 0O
R =t
HERa 4 T 2EBARER
B oy bk
e B8
R =
HERS A T ASEHA DNA & Rl iR BR
B Sy bk
R T FFHARa
R E
EEHBRERRYE - 7EA A RSB EREHBERALTRRE L THET S LETER
vk LY,
EHAE
FIATREARIERICEDOCRYNETELLY,
D%
B&dgiH (M) :
i AN
BREERK D RAAATEEE
A% 55 R ] . 2445 R
R Do e
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REF—5y— b

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA:
13.0 2025/06/17

BERE:
412822-00032

€3 MSD /) e

BIEIZRETH: 2025/04/14
#IEERH: 2015/12/14

Clotrimazole:

1
REHRRE
Bk 5% R el
R

Gentamicin:

ENAE-TERAVF

AN
#0O
78 &
P24

F—aHL

EARIVISVUAILRUBIXTIL:

i
bR
Bk 5% v )
rREE

HR

B&dH (Bl :
BEYRIS S HRE

Clotrimazole:
ERICR 9 HEE

Zv bk

%A

25

0.067 mg/kg AE
(=45

4D ¥

%A

19 %R

0.160 mg/kg AE
£k

RS A T — A EEEHR

B oy

BRERK: KIS

R 2

HER2 A T ZRME I UVBRHEE
B oy

BRERK: B AATEEHE

R 1=

HERA2 A T ZHEEESN / MHERE
B Sy
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re2T7—8—F EIMSD A
Mometasone / Clotrimazole / Gentamicin
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERLE: 2015/12/14

‘rEZ: 0
456 7: LOAEL: 50 mg/kg {KE
HR FREANDEE,

BROEBE~DEE D HERAA T RN LUBREE
B oy
BEREK &0
FA S M LOAEL: 100 mg/kg A=

HER K- RRESE.  EFZEERN,

HERA A T ZRMNE L UVBERE
B oy b

BE£K #0
351 NOAEL: 50 mg/kg 1A E

HER K- RESE.  EFZEERN,

HERA A T ZRMNE L UVBERE
BwoX

BE&K #0

A =1 NOAEL: 200 mg/kg AE
HR BRORE~DEETIZL,

R4 T ZRINE L UBREES
& oYX

BER® &0

=1 NOAEL: 180 mg/kg AE
R BEROERB~DEETEL,

AEEM-TERAAVE D BMIRRICK D EMMIRBES I UVEEN~NDEZENHSC
EN—RRLEESN TS, , BMERICKD ERBISEERE
BHHZEN—BILASN TS,

Gentamicin:

HIRICX g HFE D REBRA AT CHARAEEEMEAR
Byt
S 5EA1: NOAEL: 20 mg/kg {AE
R BEELEEFRERESNGEI ST

BROFEE~DHE D RERAA T ZRNELUVRERE
& oUx
FAEFE M NOAEL: 3. 6 mg/kg AE
MR L - BRIREMHEAL,

HERA A T ZRME I UVBIRHESE
B Sy
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re2T7—8—F EIMSD A
Mometasone / Clotrimazole / Gentamicin
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERLE: 2015/12/14

REZE: BN
A& % LOAEL: 75 mg/kg AE
BRE - RRRESM

HERA A T ZRMNE L UVRERE
B voR
RS RER: BERER
4214 LOAEL: 10 mg/kg AE
R BRRET, , SBEIEHONEM ST,

HERA A T ZRMNE L UVBERE
B oy b
TR IR
4 =1 LOAEL: 50 mg/kg {AE
HR BRRET, , FREBOLNGELI ST,

AEEME-TEAAVE D AEOEZFHREIZLDIEENDEZEDHAEIERGNH

27z,

%}99/77Jﬁw$J@IX7w

HIRICX 9 HFE D REBRA4 T KERED
B oy
BRERZK KT
45 H: NOAEL: 0. 015 mg/kg AE
EK: ZRNAEFRER, MO LEBEORKRE,
MR ZREICEEREL, , £HEEIADEE,

BEROEKE~DEE D REBRAA T 2RSS LUBREREE
B.vHX
BEEK BT

I% - BRIRE 1, : LOAEL: 0. 06 mg/kg {AE
R EEH0RE,  HETEHEEEEN

HER24A T RS L URERE

B oy

BE5ER B

It - BB'REME, : LOAEL: 0. 3mg/kg AE
R E - RIREM,

HERA A T ZRME I UVBRHEE

& oUx

BERE® BE

BT - BR'R&=1%, : LOAEL: 0. 15 mg/kg AE
BRI -RIREE., , FELABOHLNT-,
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERLE: 2015/12/14

HEE2 4T ZENELUVHRERSE

B ovhk

BERK BT

BE - BaIRE 1, : LOAEL: 0. 15 mg/kg AE
R FERADEE,

HERA A T ZRNE L UVRERE

& oyx

BERE &0

BT - BR'R 31, : LOAEL: 0. 7mg/kg A=
R IE-RRSME., , FELBOHLNT,

AEEM-TERAAVE D BMERRICEDEREADEZENAEICH DS, . BYER
SR D EMHIHES SURENADEZENH D LN
TFEESNTWLN D,

FERNESREN (BEIETCER)
FATRELGERICEDCRYDETELL,

B4
EARYIIVISVAIRVBIRATIV
||i&= D AFARERT—RICE D EDBRETH - SNEL,

FEENESREE (RETCE)
FAREAERICEDCRYDFETELL,

JE%

Clotrimazole:

"%mma PR BB 3E

TEAAD K D RElIchi=54. XIIREFCBICLIEROEEZEDESZEN,
Gentamicin:

Er g zs . BiEg RE

TFEAAD R D REICH-D. RIIREFCEICKDERDOESE,

FARIVISUAILRUBIATIV:

ESANES 3 D RAMLA/TR M/IE)
LRl D RER, MR OBRE OKRE
TERAAVE D REIICHES. REREFCBICEIBHRDEZTDOEZ N,
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RET—2V—F

Mometasone / Clotrimazole / Gentamicin

€3 MSD /) e

Formulation
&S RETH: BEEE BiIEkETA: 2025/04/14
13.0 2025/06/17 412822-00032 PE{ERR: 2015/12/14
REBRSEMH
7% 0
BE8H (FH)
|E S5k
LOAEL 160 mg/kg
BEZH®K RAIAATIEE
BR FE FRE 90 Days
|E vk
LOAEL >= 1 mg/l
BEZHK WA FCA/SR /IE)
A% 55 ] 4 &
Ak OECD HE&RAHA K54 > 412
Clotrimazole:
i oYX
LOAEL 5 - 40 mg/kg
BEZH®K RIS
A% 55 B R 38
ERIEES RIE
K FE &R, B’¥E, %K
|E Zvk
LOAEL 10 mg/kg
BEE®K #0O
g 25 A 18 4 H
EZEr g2 Frig, B BT
|$§ x
LOAEL 25 mg/kg
BREZ® #0O
g 25 B 6 -12 »R
Er g zs BI=
fiEAR TREEAE, R, et
Gentamicin:
i X
LOAEL 3 mg/kg
BREE®K BN
AR 55 R ] 12 7R
ERfE RS EX ik
fiEIR MEnt, SRALAE
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RET—2V—F

Mometasone / Clotrimazole / Gentamicin

€3 MSD /) e

Formulation
&S HETH: BEERE: BIEZRETH: 2025/04/14
13.0 2025/06/17 412822-00032 MEERE: 2015/12/14
i HIL
LOAEL 50 mg/kg
BB BT
R R HF A 3 A
LNl g NE
i HIL
LOAEL 6 mg/kg
BER% AR
A% 55 ] 3 &
SOl mik, BiE NE, FE
i vk
NOAEL 5 mg/kg
LOAEL 10 mg/kg
bR i) AR
A% 55 o R 52 &
SOl B &
i Zvk
NOAEL 12.5 mg/kg
LOAEL 50 mg/kg
B E5RH% AR
g 25 A ] 13 &
LNl B i

EARIVISUAILRUBI XTIV

1

NOAEL
LOAEL
bR
R 25 e el
LR

1

LOAEL

R 52
R 25 e il
LR

i
NOAEL

REHRE

vk

0. 005 mg/kg
0.3 mg/kg

#0

30 d

1) 2NE, BEHE,

=l
Bl
&
i

X

0.5 mg/kg

#0

30 d

1) 2\Ei, B,

Bl
pii
P
i

AN
0. 00013 mg/|
WA FCA/SR /IE)

. FRR

. FiRR
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re2T7—8—F EIMSD A
Mometasone / Clotrimazole / Gentamicin

Formulation
&S ;ETH: BEEE BIEISRETA: 2025/04/14
13.0 2025/06/17 412822-00032 #IE{ERR: 2015/12/14
iz 2= B R :90d
ERIE RS COBIE, B NE, B BEE B BT AR
& BN
NOAEL :0.0005 mg/|
BEZH®K D RABLA/Z R B/E)
A 25 R > 90d
ERIE RS O BIE, BV oNEr, EiE B B MR FE
RAAEEH
FIRARRERIERRICE DR Y DETEAL,
B
EARIVISVALRUBIRATIL
||3FE§<%’|
AEIZHT B REBEEHER
D%
Clotrimazole:
RIS COEIK: B, BE KEMR FE REF
RAIAATEIGE OERCER HER, BN, THE
Gentamicin:
RAHIAATEIGE D EplEEs BiE
EZfliEzs: NE
JEK: HFELY, HFELY, HEE HIEY, BRIRMEHEE

FEARIVISUAILRUBIZATIV:

% A DOER T LR —MER FEE WER LRCEREE 38
e, AREHUOHE EHDEH BERE RER~AD
2E HIEFRR

B S 1 DO ER: R, BE
FHiER
B5:

EARIVISUAILRUBI XTIV
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REF—5y— b

€3 MSD /) e

Mometasone / Clotrimazole / Gentamicin
Formulation

BIEIZRETH: 2025/04/14
#IEERH: 2015/12/14

BERE:
412822-00032

R &= HETA:
13.0 2025/06/17

B2 F& R YR AT e

12.

B&dE (B :
aEk

[Cx9 HF Mt

REE (BESY)

[Zx9 HEMN (BEEN)

Clotrimazole:
BEN

[T HF M

TOVAFOKEEEHDY

BEKEEYICHT HEN

TOVAFOKEEEHDY

TOVIAFOKEBEEHDY

B KEEYICHT HEMN

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERFRE: 96 h
7#i%: OECD FHERH A K51 > 203

EC50 (Daphnia magna (7 =< >2)):> 100 mg/|
MREERFME: 48 h
7% OECD RERAHA K54 > 202

RAEFERE (Pseudokirchneriella subcapitata (#%)):
100 mg/|

BTN 72 h

7% OECD EHERAA FZ4 > 201

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

RARESEERE (Daphnia magna (A4 22 >1)): 1,000 mg/l
MRERRER: 21 d

LG50 (Brachydanio rerio (€735 74w a)):> 0.29 mg/|
MEEERFME: 96 h
7% OECD FHERAA K54 > 203

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

EC50 (Desmodesmus subspicatus (#%%)): 0. 268 mg/|
BEERME: 72 h

RAESERE (Desmodesmus subspicatus (#%:%)): 0.017
mg/ |
BEERME: 72 h
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RET-Sv—F €3 MSD /) e

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14

W-2744%—ck&egEr=E @ 10

% EH (R )

ASMH (BHSH) © RKESEERE (Oncorhynchus mykiss (=< X)): 0.025
mg/ |
BREERFR: 32 d
7%k OECD HE&HA K54 > 210

SOVOEQOKEEBEDY © RXEZERE Daphnia magna (7432 23)):0.01 mg/l
[Zxt9 2E M (BHESM) BREEAFA: 21 d
75i%: OECD SREEHA K54 > 211

IN-2704%—(CKk&EREEFEE : 10
% RE (1M )
MEMIIKT HEMH : EC50: > 10,000 mg/|
BRERFME: 3 h
HERS A T RN
7% OECD FHERH A K54 > 209

Gentamicin:
SOVIEOKEESHSY © EC50 (Daphnia magna (A I <> )): 86 mg/|
[Zxt9 55 BREERFM: 48 h

75i%: OECD EHERA A K54 202

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

BEKEEYICHTDHEM ¢ ECS50 (Pseudokirchneriella subcapitata (#%%)): 10 ug/|
MEERRER: 72 h
75i%: OECD SHERAA K54 > 201

RARESEEE (Pseudokirchneriel la subcapitata (k%) ):
1.5 pg/l
MERERFME: 72 h
7% OECD HERAHA K54 > 201

EC50 (Anabaena flos—aquae (7 / /NI T U7) ). 4.7 pg/l
BEERME: 72 h
ik OECD RERA A K354 > 201

BRESEERE (Anabaena flos—aquae (V7 / /N9 T 1)
7) )1.6 ug/l
BREERE: 72 h
7% OECD FHERAH A K541 > 201
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RET—ZV—k €3 MSD /) e

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14

M-2744—ck&EBEEE 0 100
% mE (2% )
W-2754%—(K&EREEE 1
" RE (1) )
WEWIIHT BEH : EC50: 288. 7 mg/|
MEEERFME: 3 h
RER A A T RN
7% OECD ER A A K54 > 209

%i@?/??/ﬂw$/@IZ7w

ask : LG50 (Menidia beryllina (</)L/N—HA F) ):0.11 mg/|
BREEEFE: 96 h
&% ARERREICETL5MHEL

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

MREREFR: 7 d

&% BARERFEICK T EMHEL

TOVAFOKEEEMEY © EC50 (Daphnia magna (XA 32 23)):> 5 mg/l
IZx9 5% BRFERFME: 48 h

7i%: OECD SHER A K51 > 202

e SMERREICETH2EMHEL

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

HiE T IEAMEEHAR

& AREERRBEICEITS2EHEL

B KEEWICT BEM © EC50 (Pseudokirchneriel la subcapitata (#&E)): > 3.2 mg/|
MERERFME: 72 h
A%k OECD HERH A K54 > 201
% BARERFEICKITIEHEL

BEM (BESH) . RKEFERE (Pimephales promelas (7 7y kAw FI/
r2)): 0.00014 mg/|
MREERFR: 32 d
7% OECD HEE A A K54 > 210

SOVIOFEOKEEEHEY | RRXEFZERE Daphnia magna (#7432 23)):0.34 mg/|
([Zxtg 2 (BHESH) BRERFR: 21 d

7#i%: OECD BHERA A K31 > 211

s BREERFEICSTHEMHEL

M-270%—(KERKREEE © 100
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RET-H¥—F €3 MSD /) e

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14

% RE (IBH) )
MEYIZHT HEMH : EC50:> 1,000 mg/|
BRERFRE: 3 h
SRER A A T REIRINE]
7% OECD HERH A K54 > 209
% ARERRECETL5HEL

BRARESEERE: 1,000 mg/l
MREREER: 3 h

HER A A T IEIRHNH]

75i%: OECD REEAHA K54 > 209
HE AREERREICEITS2EHEL

R - sEN

D%

B&dH (FH)

ot D RR SomETIEAL,
E0fR 31 %
M= 28 d

Clotrimazole:

KETHOREMN o kSR 50 %(242 d)

Gentamicin:

SR D FER AES R AEE
598 100 %
MEERREM: 28 d
Fi%: OECD HE& A A K54 > 314

FEARIVISUAILRUBIZATIV:
£ DORR BomE TR,
HfE: 50 %
RRERRN: 28 d
7#i%: OECD RERH A K54 > 314

KhTHORER LAk 50 %(12 d)
ik OECD REH A K54 > 111
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
&S RETH: BEEE BiIEkETA: 2025/04/14
13.0 2025/06/17 412822-00032 PE{ERR: 2015/12/14
£ HEEN
B4
Gentamicin:
n~-F%o %/ —IL/ KnEHREE : log Pow: < -2
(log fE)
EARIVISVAILRIBIXTIV:
HEREREN : F&: Lepomis macrochirus (JJL—FJL)

AW ifEEF (BCF) :107.1
75i%: OECD EAERA A K54 > 305

-4 4%/ —IJL/ KHERZRE :© log Pow: 4.68
(log &)

TED OB

%

EARIVISUAILRUBIRATIV
"%ﬁmwﬁﬁ : log Koc: 4.02

+ VU BADOHE
I
OHELE
F—a%L

13. BELDOIE

BEHE

BREEY D I EAROREICHEVNLDT D,
REMETKABH L TIEE S,

BRBRRRUVAE D EORBE, VYA VIIVFELFEEOLEDIC, BRIZZIT 1=

BEEMUEREICRTT S,
FIHEEANEMES, RERGRELTREYT 5.

14, WX LDOFEE

ERRIR

fE L & 25 (UNRTDG)

EEZE S (UN number) : UN 3082

[EE#iE % (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
&S HETA: BEES: ATEIZRETH: 2025/04/14
13.0 2025/06/17 412822-00032 #[E{ERRB: 2015/12/14
(clotrimazole, Gentamicin)

E:E 5 %8 (Class) ©9

BB %R (Packing group) o111

S AL (Labels) 9

REAEH .

fi 22X (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082

[EE&i%E 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(clotrimazole, Gentamicin)
[EE 548 (Class) 9
B2 (Packing group) : 111
Z N JL (Labels) . Miscellaneous
WaEr (EYH) (Pack- @ 964
ing instruction (cargo air-
craft))
WEER (REH) (Pack- : 964
ing instruction (passenger
aircraft))
REAEMH D BE
i3 £ &% (INDG-Code)
EEZE S (UN number) : UN 3082
E&E&i%E A (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (clotrimazole, Gentamicin)
[E&E 4548 (Class) 9
A E8E# (Packing group) 0
Z X)L (Labels) 9
EmS a2— F (EmS Code) . F-A S-F

BETEYE XS - F&H) ¢ &KH

(Marine pollutant)

MARPOL 73/78 Ki/R& I U IBC A — FIC & A SEAMBE SN L EAME (B - &)
His SN KEBORRICITIFZS,

E R
EnHEDERF L. BHE 15 22HT 5,
DR EER

CCICRHENTLDIBMESEIL. BHROBMETDEHT, ARET—2 2 — MO THRHES
NEESICFEBENTMBDOREDHIZEINTNET, BESFEE. XEFHR., \vir—o4
A XEMBAOMBORADOEREICLY, EEEINDAREELAHY FET,

REARGCRBERIES C1M
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RET—H—F EIMSD A v

Mometasone / Clotrimazole / Gentamicin
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
13.0 2025/06/17 412822-00032 #EERLE: 2015/12/14

15, BAZES

AR

HRAE

fERY. EERBRYISERES LB,

L&&

HELCFME. BERICEYE. BAFMEEMECKE LG,
HEREH/EE

BEENEILShIEEY

JEER Y

BEDHTERITHIREFTEY

JEER Y

fRREfEER L iest ARME

JEER Y

ZRFAEORBO oh-LF2YE BIFtLEMH)
JEER Y

ZRRMEORBO oh-tFWE (FREBELHILEME)
JEEZH

AMETENTREERVRVEEY
FEES57FMD2 (B3MED?2 Hlk2)

R EHE (%) B%
ERE >90 - <=100 -

AMFERTIRERRMRUVEEY
EHES 7% (B30 AIFK2)

RS s

ERE

RREEELFVE (FEBREMERAIE 594 £ 2)
JEER Y

RAREME (FBRE/ERRE ST ED 2)
JEER Y

RHECFVERSETHRA

[

A EFRIRAI

JEERY
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RET—RI—F
€I MSD [ rune
Mometasone / Clotrimazole / Gentamicin
Formulation
RES METH: BERE BIEIKETA: 2025/04/14
13.0 2025,/06/17 412822-00032 FEVERLE: 2015/12/14

m7 JIL¥ILEnshEF IR A

EHE

HRBEFDESFRHRA

EHE

FERL/EERETS - IRE— &Y
EHE

B R URIMEEE

EHE

LM EHHBEERREE

EHE

BEHRARRZE

EHE

U S ) E A

EHE

iR &%

ERANE 2, 3 KERMERAIRSE 11 AEEYE
fize ik

FEATIRAISE 194 FEBRMERIRE 1 TOMOEEY
BEERERVEEREDOHLICET 558

(£ 5 FEAEIE : ERAEME (L 5)
(ERTEpeS D BEELEYME

FREE B U IS S IR

FREEMAEMHEEIRE (B - AT

JES% Y

HEMERMEEHEERE E@E - @A)

JES% Y

EEVOLEBRVERICEAT 5%

EEXREY
COHERBOEAZDVWTEEAS RV M) —~DEEHIFR :
AICS CORE

DSL CORE

IECSC CORE
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14
16. ZDHh1ER

ASDS [CENWTHBREFEZDBIAZNEDRENMERTDIS S, EXWETHLIERE
BHET

5| FA 3k D BfE#HT—42. EME DS [E DL F—4 ., O0ECD eChem
R—2ILE L VERMEEMER http://echa. europa. eu/D1&
RIER

LEIN—D 3 UM ERSNRBRAXETH 2 KR TRART SN TVET,

Bit7+r—<wv k . #/B/H
ZFDDIEEEDE X

ACGIH © ¥E, ACGIHFRREIE (TLV)
ACGIH / TWA : 8 HFME. BREMNETH

AlIC - A—R FSUTDIEILFERSA AU RY; NIT - TS D ILEREEME, ASTM - K
E#MHEHRIFS bw - KE OR - A, ZERE. £ESEELIHDHESNHYE DIN -
FAYRRHARELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGERIFTEEZAONDIERES, InS - REKOR T2
—JL; ENCS - LT EDBFLEEME )R b ErCx - FED X0DOREERIFTEEZEZ ONDK
RE; ERG - BRXMIEOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - ER
NATZE. [ATA - EEMZEEERS, IBC - BRIEFROESBEZD-HDOMMDIEE
RURRICEAY 2ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRRMREIMZEME; [ECSC - HER
BleEYELE: INDG - EfELAERYMBRR. IN0 - ERESHE. ISHL - sBRE/EE
(BA); 1S0 - ERR#E{LHE: KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LD50 -
50%EtE (FHEILE)  MARPOL - MfIC & B FERDMILDF=HDERRERI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EZMZEIRE, NOWEL -
BEEMRZELAL, NOER - BEEEUHZEAFTEIS NN - A5 a2XRA NTP - KEER
REMETOT S L NZloC - Za—D—F > FMEEYERR, OECD - EFiHHFFKEE, OPPTS
- LEHMEREN - AEWHLLE; PBT - #ofRMEN - £HEEN - HEE WE) ; PICCS - 7
1 VEUEEYEA oA )= QSR - (EEH) HBEFEHEEE; REACH - LEYMEDE
§%. FPME. B WH K UEER (REACH) I2BS9 5 #3BI| (EC) No 1907/2006; SADT - B hNENfE
RE; SDS - RE&ET—42Y— b TECl - 2 A ICEAFEDIEEMED A R k1) TCSI - BE1E
EWMEA R MY —; TDG - fEiEEE; TSCA - BEMEMRFE CKE) ; UN - E&E; UNRTDG
- BFRESEIRYEEES. WPB - EEICHSBRUVIERICESERN, WHMS - EXBSEKRE
EMMERR T LA

CORET—HI— QT TSDS) &LVD) TR HEHRUT IRIEHR] &0V 5)(F, REE
BERIZEVNT, BHOREDOHH. FH. RMMESDLETEETHLLHHLIEZL DT,
AEHRIT. HROZTEGHREV., FA, LE, KRE. @X. BEERVRRICETSIHAI TR E
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Re27—8o—t EIMSD /A

Mometasone / Clotrimazole / Gentamicin

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
13.0 2025/06/17 412822-00032 HEERLR: 2015/12/14

LTOHMERSNTEY . WHELRERERERBELT LOTESHY FEA, KF®IL.
SDS DEEFICTR SN TVIRESNEHGICETSLDOTHY ., HEARLNMORREEHE
HET, RFTOCLRAHTHEASNSEE, AXHITERLSGEVRY . BRI S GRS
AHYFET ., ARGOFERBSMICEVTIE, AERRVHREEHEEZERT 581, FRES
MOEBREGBICE T L2AERBOEYLFMESHT. FRAESMOERY 52HETORENIKR
[CETHARHADEFEL. FA, BE, RUREICDONT, #EREVET,

JP/JA
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