R&T-—%—t CIMSD A e
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

EERDEBR . Clotrimazole / Gentamicin / Betamethasone (0.1%)
Formulation

ficEoRtEH. FRRUEEES

HiGEOHR . MSD

EF/T © BER AT A 810 MSD M=t FIETHS
BRES : 048-588-8411

BFA—ILT LR . EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HRARRUERLOHRE

HRERZ D BESMA

= A EDHIR S

2. ERAEEOEH

L&D GHS 48

$rEEME RS 1A

HEEMESREE (REIEC @ B2 1 (NTERXK RER A, BiR, 0% 3%
=)

KEREEEHE 28 (&2 D Ea

%)

KERBEEEME BH (18 D Ra

%)

GHS SR ESHE

BREXIE VRIL : % %l

FEMERE DOfElR
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22
EREEMRER : H360D felR~DELZEDE TN,

H372 REAICH =5, RIIRERFZICK Sz RTERE &%
E% R MR 0E BT OEE
HA10 REAMRGHIFEIZ & > TKEEYICERIZER VS,

ek

P201 ERARTICEIREGREAE EAF T 5 &,

P202 £ THREFIEEHFHERTHETHMY HFZbENI &,
P260 = X F " ERERALBEWNI &,

P264 Enik MRIIEREF KRS 2 &,

P270 CHOBE R EFERT HEEIC, SRENITEELZ LA
&O

P2T3 IREBE~ADMHEZEE(TDH &,

P280 {REEF R MRENR RERE FREGmEERIT S L,

EREE:

P308 + P13 K BEXFIEK BEDBESHAHDHES : EEIDZE
SFEUETERZITH L,

P391 SR ZEIURT 5 &,

®RE:

PA05 fEfE L TRET B &

B

P501 NBY.  BRERZBIN-NEHERICEET S &,

GHS MK L LMD ERE T
MRZL,

3. MRRUHSER

t=¥E - ESYDREXH © BEY
0%y
[4=% CAS BE 8= (% w/w BRATER
E=S
BHEdh () 8042-47-5 >=90-<=100 9-1700
Clotrimazole 23593-75-1 >=1-<2.5
Gentamicin 1403-66-3 >=0.3-<1
Betamethasone 378-44-9 >=0.1-<0.25
4, HRBE
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES HWETH: REES. BIEIZET A: 2023/04/04
1.0 2023/09/30 808848-00022 MEERBE: 2016/07/22
—RREIT KNS R L BHOBEY. SSNT KBV EERELICEENDE R
2T,
ERMNREICIHEE. FHEARBIHLERIE. EMDIERE
215,
WA LT-5HE DRVDRAARESE. FIEEIDGERANBEYT 5.
ERLEZRITS,
REIZHE LSS D EMLESS. BELICKREERITALSEDKTENTRT,

BERLERBREZUVHZER S,
ERLEZZ(T 5,
BEROHIIZKRZERLS .
HEBERY HRICERICEK D

RICA-T=1H& D FHEEE LT, KTREREFT 5.

RN DY MG T 2BEICITEREETEIRERTS,
RAAATZGE D BRARAATZGE. BEITHEM LN,

ERLEZRTS,

KTeOzxE<TT
AMERRVERMEEROE @ BE~ADEZEOEZN.
LEELGHIRENR RHICH-5. REREFLBICKDBHEOREE.
WRHEZY 2EDRE : ﬁ THEERIFBELDREITEEZLL., HESNTLSRKR

ERZERATH L. BREOFRENHSHBEE. HESD
ﬁ@&@kﬁﬁEE*Em & (RE8%38H]) .
EEICH T ARANGIEEE ¢ XEHREBIUMEREERITS &,

5. KKFFDIEE

W13 5H kA o JKIEFE
fit 7 JLa—)LiasH Kl
ZEkixZ%E (C02)

BRI A H
22 TIXR B ELVH KA DORIRGL
FEDORIREEN D RBEERYM~NDOBREIRRICEERITEENH D,
HERERIEY D RERBRIEY
BHEDHKAE D RGO EFDREICE C CEYHERKFRZRANS,

RABOBERERHANT DEDITKEEZET S,
ZETHNERBIEI D THE AL EEA BT,
R o RBESE D &,

HRETSEDORE DORKFICIE, BRRTRSBEZEERT 5
REEZERT 5.

6. IRHFDEE
AMRICHT HEEEE. RE © REEZERT D,
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22
BERUVREREE REGWMYKZLNDT FNARX BB T E3R) . BEARE

REICHT HEEEE

HLADERVHEDHFERD

2]

BnfREEICEYN (BB 8E3H) .

RE~OHREZEITH L,

REFHEALTHL, INPIEFENZELEDHD,
LEHICLEDIDEHC GFLRAODERIEIAAIINYTHE
I2&3),

FRINF-REKEREL, 09T 5,
FHMNELCEIRTELZWNGAX, hABBKIERT S,

FEMEGRIA TRIS E 5,

ZBICCENIBE. BRIZEZECEOEYLH LADFE
ZELT, GADRBWVWESITTH &, BRREICERLEE
MERTTRVWEFSZENTERHEICIE, BURLY
BZEULGRGENIZRET D,
REMEEBULGRIRFITHRET S &,

ABMZERE. BETDIRICE, FMAFBBRESIVEDOR
BlIcfE-TREBS L&, TOREICERASAEHEICON
THLRKTHS. EORUNBEREINLINZHET 2LEN
Hdo

ASDS DIER 13 B LV 5 ITHENT, MABRAKRELVED
ERHOREDY .

1. BBEVWRURELDER

Rk
530 0bo S
BFTHER, S

ZEMPIEER

FEfih [a] 5
BAEXE

FLEHLERVRERBEDEDRFENRESE,
FTRRBENTERVNGEEIE. BAIREEZFEAL T
=Ly,

BEOKRMRIZA T,

SRMERK[ERALEWND &,

BRARAFEZLY,

AR& DiEfEEIT 5,

WMFEWNEIEIREEZELCHES &,
BISBEREOERICEDE, EEHOFAERLUREMED
EITHREICHVERYEKES Z &

BBRZZFHALTHC L,

COHBEFERATEHEEIZ, MERITBREZ LN &,
FNOREMEZHLEL. REAOBEE&HNMRIZCTSIELI:F
295,

ER 1L A
BEOFEAPIIEEDE~ADIE EOTTEESELNH ZBEIL.
EEBFRDELICTA ISV V VI VRTLELIURED Y

427



R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

D—%FH/E LTS,
FERAPEISRERVEEEZZILT S,
BEINERKRITBEAT HHEINKET S &,
27T 4 DHEMEARL—2aVICEk, ToP9=FO
b=, BUGEAGESRE. BULKRLESKVE
FREFIE, EXHEER. EXEREEERFIOFEROL
Ea—%28ORENHYET,

rRE

RELGRERY BRI RILODONERFICANTEL,
ERELTRET S &,
BZLLAYEDS,
EEDHEIZR>TRET 5.

EMEZIEYME D ROBEBEEEVOL LITRE LG
sRER L

ZEQGBRHRUEM DOBESBUOME HMRGL,

8. I EMILRURBIEE

ERRBICET IR RBRR/HFERE

5 CAS &S BiE (RER | EHEE/EER | HA
fE) B HEREE
BeiE (B8 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)
TR ER: 0TO
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OFB 4) | pFagp
FEMIRER: KRS
| E=EYSIE | 10 pug/100 cm® | FISB

BAEoE DB REEBSUVREZRETLHO. 210027
JEBIRFHRIICIVERESA, WP ESICHRVERSL
BHENHYET,
[RA], FABAKETIIIRYFEHHZENTL I,
H0—X7OtR AT LMMIGIEMBZFEALES .
ERETHRYRSESE. T7AYVILET SAEEEZDOI L
TWaf=®, BMIZIELI=NAFE—T7F 4 FvEXRY b,
MR I7— FBLUFQEIOIMEITNA REEYIFEALE
T, CORBEMENGZEWNMEE. SA LA ELLEFERYF
v T ETRYHZWNET .,
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

AIEIZRETH: 2023/04/04
#MEERLE: 2016/07/22

RES WETA: BEES:
1.0 2023/09/30 808848-00022

RER
IR FRRER BULBFAHEKEBAFATELAVES. THIXELETE
THREAA LS4 V> OHEANDIEL BNRSINIHEE, IF
IRREREFFEALEL LS,
T4NE—847F MAFREEURSADES 1T
FORER
e it 2 S F %
S FRAEABETCERITAIEERIFLELELS,
IRDFRER Y4 Fo—IL G EREREL LLFT—YILEFRT S,
HEREEL LIIEZERICEOSVMRE, S X+, T70Y
W ENKRLET ZIGEEIX. BUEIT—JILEERT 5,
MLA., SR, 3LLKIEI7RYVILICENEEZESLEIND
ATREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFLD
IL7z—REOTOTIavEFRALELLES,
EERUVEARDRER A=T74—LB LLEIEBREAI—LEFALEL LS,

MEREAZBELEVWLSIZ, EEINDIZIRVICEDE, &
FEOH— AU rZEEMLTERALELLS (Bl. RY—T
Lyy, 270>, RFR, FIMETR—YRE) .
BEINAREEDOHIKRER CIEEIXEY L AETIT
TLEESELY,

9. PEARTLENER

PIRIR AR &K
& T—A%L
2 T—2IL
R0 LEWEDE TR
AR R E R TR
BRRIHER RV HEERE TR
ARE (BER. =KD JEER
AR (&RIK) T2
BETRERVIESR LRF.ATARSR
BEGHEO LR /AR ER @ T—24L
B
BERGEOTR/AIRTR @ T—2%4L
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RET—HRI—F

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

€ MSD [} e

&S ETH: BEES BIEERET A 2023/04/04
7.0 2023/09/30 808848-00022 #¥IE4ERLA: 2016/07/22
&
P T—R2%L
DERRE T—R%EL
pH T—R2%L
RERE T—R2%EL
BARFKIEE T—R%EL
FHE
EFE (BhRLTEER) T—421L
BRE
KiaH T—R2%L
n-#4%4 %/ —JL/ KHERZRE Y
(log &)
AT T—R2%EL
FZERV/XITHENZE
tb=E T—R%EL
BE FT—4271L
BT RBRE FT—41L
IRFEE JEIEFHM
b4 ARGIIERIEEYME L L TIEDFEI AL,
R4S
FFH A4 X Y
10. REHRURIGE
RS RiGHERERE LTIESESINLGL,
LR EMS BEDRETEHERE,
fEl& B E &It AT RETSE BNVEERIERIET B EDLH D,
BITHERNEEN MREGTL,
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES ETA: BBRE: BTEISRETH: 2023/04/04
7.0 2023/09/30 808848-00022 #EERAB: 2016/07/22
REREIRYE D ERERE
fEREE LN EERY D RBRAESLSBERMIIEM SN TULVEL,
1. EEHEH
AREMED H SR BEZEDFER © |A
RS
EH

RBICA-E=BE

SMsEt

FIATRERIERICE DR Y DETERLL,

K

2EEE @&0O) D RMEMHTEE > 2,000 mg/ke
Hik EICKBAE

SHEE RA) D RMEMHEEE > 5 mg/l
REERE: 4 h
HERIE MLAU/S R+
ik StEICKBAE

2MEE BR) D BMEMHEE > 2,000 mg/ke
ik StEICK B AE

B4

Befin (B :

2lENE o) : LD50 (S k):> 5,000 mg/kg

2EEE RA) : LG50 (T v k):> 5 mg/l
RRERFE: 4 h
HERRE MLA/Z R+
TFERAAV M COYMEF-ITEEYIERAEORASHEILE
L\o

SMENE 8BR) : LD50 (*5H): > 2,000 mg/kg
TERAV K COYEF-ILEEYIIEHOREESHEILE
Ly,

Clotrimazole:

SMsEN @O : LD50 (v k): 708 mg/kg
LD50 (% 2 R): 761 mg/kg
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

LD50 (%4 3): > 1,000 mg/kg

2EsEE (]RA) : LG50 (T v k):> 0.73 mg/l
BREFERFRE:4 h
HEBRREMLA/SR T

A2EETE BR) : LD50 (¥ R): 923 mg/kg
Gentamicin:
2MENE #&N) © LD50 (5 k):8,000 - 10,000 mg/kg

LD50 (= ™ R): 10, 000 mg/kg

2MEE RA) © LC50 (S k):> 0.2 mg/|
RRERRER 4 h
HERIRE: M LA/ R b
#E: CORETERETIIBREIATLAL,

2ET (Z0thoRE) © LD50 (Z v k): 67 - 96 mg/ke
RERZR: RN

LD50 (5« k): 371 - 384 mg/kg
BE2K: AN

LDLo (HJL): 30 mg/kg
BREZRER: 52IRMA

Betamethasone:

AEEE #&0) : LD50 (v k):> 5,000 mg/kg
LD50 (v R): > 4,500 mg/kg

2EEE RA) : LG50 (T +): 0.4 mg/l
RRERMER: 4 h

REBRRYE /R

FIFARTREIBRICE DK R Y DETEALY,

B

B&HE (Rl

| i L oYR
fER D RIERIEAZL
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S

2T—4I—+

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S

1.0

ETA:
2023/09/30

REES.
808848-00022

AIEIZRETH: 2023/04/04
#MEERLE: 2016/07/22

Clotrimazole:

L A7
fER RIER# DL
Gentamicin:
L RS
fER B DR BRI
Betamethasone:
|F§ PR ES
fER B DR BRI

RIZXd 2 EELTEGE RN
FIATRERIERICE DR Y DETEAELL,
D%l

BE&sE (RiH#)

|F§ PR

HER AR~DRIEHE L
Clotrimazole:

|F§ 4

fER B E DR R
Gentamicin:

|F§ 4

fER B E DR R
Betamethasone:

|F§ 4

fER EREA~DRIE AL L
PRI 38 REVE 1 IS R FE T

RE R

FIATRERIERICE DR Y RETEAHLY,
PR 25 R E 1

FIARTRELERICEDOCRY DEETERL,
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ETH: BEEE: BIEIZRET A: 2023/04/04
7.0 2023/09/30 808848-00022 #EERLBE: 2016/07/22

5%

B&dHE (Ril)

RERA A T . Ea—5—&%

RO TFH D RIS

& . EILEY R

fER D EH

Gentamicin:

||1fﬁ§%‘ . T—A%L

Betamethasone:

Aok X 233 . 354

2 . EILEY R

fER D OBULVREMYE

AR ERRY

FIATRERIERICE DR Y DETEAELL,

D%l

B&dHE (Ril)

in vitro TOEEEME o HERA A T in vitro WELE MRS FEESE
R =

in vivo TOEEGEMN D RERA 4 T HELEYARMmMER/ N ZLERER (in vivo MifRE R
E%)
FE.T9RX

1’5 RIS

7% OECD BRERAA K54 > 474

BER e

BE: BUT SMEI /LT —FIZE DL

Clotrimazole:

in vitro TOEEEM D BB T MEMERL S EIFRALTEMER (AMES)
BER e

SRERS A 71 in vitro 2 EIAERFERER
R fatt

SRERR 4 71 in vitro /MZELER
R fE

11/27



RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES ETA: BEES BTEIZRETH: 2023/04/04
7.0 2023/09/30 808848-00022 #¥IE4ERLA: 2016/07/22
in vivo TOEmEM D BREEA 4 T EILEYARMEBER/NMZERER (in vivo MRS
E®)
B oy k
HE5RK 0
R e
HERA A T WIAERTFOLBHREESER (in vivo)
& NLRA—
R fE
ETEMIRERRYE - TEAA 0 RUASECABHBERAERRLE L THET S EIETER
vk LY,
Gentamicin:
invitro TOEEEM © HERA A T in vitro WELEYMAIEEEFEESR
R fE
HE&A A 71 in vitro LBEEERER
#ER: FEAE
in vivo COEEEHE D BB 4 T EEL B SRMmMBR/NLERER (in vivo MifaEER
E%)
B YR
B 520 580k E5
R fE
Betamethasone:
in vitro TOEESMHE D BB T MEMERA NS EIRERE EHER (AMES)
R fE
HEESZ A T in vitro EEEYMHREGCFEESR
R e
HEE A A 7 in vitro LBEEERER
R it
in vivo TOEEEM D RERA 4 T WELEYARMmMEK/ M LERER (in vivo HifaEER
E%)
B v9R
HEREK 0
&R TNEARE

AEMRERRE - TR A 0 RESECEEMRERLERRE LTHEITHLETER

vk LY,
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RET—HRI—F

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

€ MSD [} e

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
7.0 2023/09/30 808848-00022 #EERLBE: 2016/07/22

|

A

FATRELIERICEDOCRYSETERLY,

By

BEgkn (BH)

L AR

BE5#2% RAIAATEIGE

e 22 B R 24 7 B

fER [=2k3

Clotrimazole:

T2 AR

BE52% #N

A% 55 B 78 &

fER (=X

Gentamicin:

KO -TERAAD L F—274L

B&gm (Fid) :
PEYRICR I D FE

Clotrimazole:
FIRICK 3 558

MRS A T — MRS MR

B Sy bk

BRI RIEEA

R pEt

HER4A4 T ZRWELUBRERE
B oy hk

BERE: RAAATEEE

R petE

HER4 4 T 2REeh / VHERE
oy bk

BE5#2K: &0

5B LOAEL: 50 mg/kg {AE

R IREADEE,
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

B HETH: BBRE: BTEIZRETH: 2023/04/04
7.0 2023/09/30 808848-00022 #¥IE4ERLA: 2016/07/22
BROEBE~DEE . BEBAA4 T 2RSS LUVRREXRE
E: Sy bk

’ERER: &0
F A1 LOAEL: 100 mg/kg AE
BRI - lRERENE.  EFREELL,

HE4A4 T ZRWELUVUBRERE
oy bk

BE&K 0

Fe 4 E M NOAEL: 50 mg/keg AE

BRI - RIREMN., | EIFEELL,

HERAA T ZRWELUBRERE
B vHR

BE&K &0

FEFE M NOAEL: 200 mg/kg A=
R BEORE~DEZTIZL,

HEA 4 T ZRNE L UBREKE
f&: oYX

BRERE #0O

F =1 NOAEL: 180 mg/kg AE
ER BEOEE~DEZEERZL,

EREEM - TERAAY R D BMIERICE D EHMBES SURBA~NOESZENH S C
EN—EIFTESN TV, , BMERICLDEREIERE

BHHZEN—BLESN TS,

Gentamicin:
ERIC X3 B2 D RERA 4 T R AEEERER

B Sy bk

HE5E 53 NOAEL: 20 mg/kg AE

R BEELEHEEEREIBE I EN o1
BROEBE~DEE D BB T ZRMNELUVRERE

FE: oYX
FHA =1 NOAEL: 3.6 mg/kg AE
R L - BBIRSMEE AL,

HERAA T ZRWELUBRERE
B oy b

BE2%: BN

FA =M LOAEL: 75 mg/kg AE
R E - RRSMH,
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

RES WETA:
1.0 2023/09/30

BEES: AIEIZRETH: 2023/04/04
808848-00022 #MEERLE: 2016/07/22

EEEE-TEAAD R

Betamethasone:
BERDHKE~DEE

AREEE-TEXADE

FERMBSRSE (BEEIECR)
FIATREGERICEDCRY S

FERMBHRSTE (REICR)

HEA 4 T ZRBNB L UBRREE

B voR

BEZ2E: BIEA

FHEEMH: LOAEL 10 mg/kg AE

#ER BRIRE , TFRIEEH NG, ST,

HE4A4 T ZRWELUVUBRERE
oy bk
?&’—-}.‘ﬁﬁ%: FEREA
= LOAEL 50 mg/kg AE
‘f*% FRIRET, . FWREBHLNLE,N ST,

ABDEZHREBEIZEDEBENDBZEDHAGIERIELNH

-7,

& oYX

BRERK: AN

FAEM: LOAEL: 0. 05 mg/kg AE
R BREEM, . TEIABHLNT,

oy bk
BEZ®R KT

431 LOAEL: 0. 42 mg/kg {KE
R FEhrBboht,

B:.v9R

BE5RE HARN

FEHEM: LOAEL: 1 mg/kg AE
R FELhrBH oI,

BYMRRICLDERFAOEZENAEICH S,

METERELY,

BHIch=4. REREREICLSBHE WTERE SER SR, BWR 0E 28 OEE.

%

Clotrimazole:

eIl
TEAA b

APiE, B 8F
RHIzH=5. RIREFE LB SEHOEZTDEZEN,
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
7.0 2023/09/30 808848-00022 #EERLBE: 2016/07/22
Gentamicin:
|%mm$ . Bl WE
TEAAU R D RECh-5. XIIREFCBIZKDEBHRDOESE,
Betamethasone:
|%mmﬁ D NTEA, SEFR HR MR DR ST
TEAAU R D RECHh-5. XIIREFLCBIZKDBHRDOESE,
RERSEM
B
Begkin (JH)
L D Zvhk
LOAEL ;160 mg/kg
BE5#2% D BRAIAATESE
A% 55 B ] . 90 Days
T2 D Iy bk
L OAEL o>=1 mg/l
BRERR D A LA/I R ME)
WA TRER . 48
Hik : OECD HEEHA K42 412

Clotrimazole:

i D oYX

LOAEL ;5 - 40 mg/kg

B 5 #E D RIS

iR & B : 38

gl e . KRB

9iE K L FE 8RR, E®E, K
2 D vk

LOAEL ;10 mg/kg

B 5 #ERg .

A% 55 B : 18 # R

gl e . FFiE, B, BB
1 S

LOAEL . 25 mg/kg
BE5Z®R o8B0

A% 55 B . 6-12 A8

16 /27



RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

RES ETH: BEERS BiEIZRETA: 2023/04/04
7.0 2023/09/30 808848-00022 #EER R 2016/07/22

|Emm% B

JiE K TRALAE, R, MEnt

Gentamicin:

2 X

LOAEL 3 mg/kg

B 5 #ER AN

IREZE R 12 # A

gl B

9iE K MEnt, FRIAEAE

i HIL

L OAEL 50 mg/kg

B 5 #ER KT

i 55 B R 3 B

gl Big, RE

i HIL

LOAEL 6 mg/kg

B 5 ER% AN

iR & B 3 &

iR m%, Ehg NE, i

2 Zwv bk

NOAEL 5 mg/kg

LOAEL 10 mg/kg

B 5 #ER AN

A% 55 o 52 @&

iR Bhg Mm%k

2 Zwv bk

NOAEL 12.5 mg/kg

LOAEL 50 mg/kg

52K AN

A% 55 o 13 &

iR Ehg

Betamethasone:

& RS

LOAEL 0.05 %

B 5 #Eg B S ¥

A% 55 B 10-30d

gl e NTER, RER BR

17127



RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
7.0 2023/09/30 808848-00022 #EERLBE: 2016/07/22

2 AV

LOAEL © 0.05 9%

BE5Z% D RIS

IREZE R . 8 A

IZ R g 25 D MR

L D WIR

LOAEL 0.1 9%

BE5#2% D RISt

A . 8 @

IE R gz o H9RR

T2 PN

LOAEL :0.05 mg/kg

BE5Z% o #0

IR EEEERE . 28 d

IZ RO AR D Mk, KRR, BIE

RAAEEN

FIATTRETIERICE DR Y RFETERELY,

AEIZH T B REBRER

By

Clotrimazole:

R S DOSEIR: RS, BRE, KB, FE ORK

RAIAATEIGE OfEKRERR, HER, BM, TH

Gentamicin:

RAIAATEIGE D EnEEE B

EZMiES RE
FEIR: OFE LY, HFEL, HEE EHIEUY, RRIBMHEHES

Betamethasone:
A DOEEMNEES AT
RS A DK RO, BE RIEE
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES ETA: BEBEE BIEIRET A 2023/04/04
1.0 2023/09/30 808848-00022 #EERLBE: 2016/07/22
12. RIECEWR
ArEEt
5%y
B&fH (Ril)
y: k= LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

[x9 H= M

BEMNE (BEST)

X9 2F M (BHESH)

Clotrimazole:
ast

X9 &M%

-2 79 4%— (KERERE
tt B2 (2% )

SOVAFOKEESHEDY

R KEEYICHT HEN

TOVOEOKEESHEY

SUOVAFOKEESTHDY ¢

O KEEYIIHT HEME

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

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

RANESCERE (Pseudokirchneriella subcapitata (#%3%)):
100 mg/|

BREERME: 72 h

7% OECD ERE&RH A K54 > 201

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

RAEZERE (Daphnia magna (X4 32> 3)):1,000 mg/l
BREEREAE: 21 d

LC50 (Brachydanio rerio (¥ 735274 w,a)):> 0.29 mg/l
REEERFME: 96 h
Hi%: OECD HEEH A K51 > 203

EC50 (Daphnia magna (F#4 =< > 0)):0.02 mg/|
RN 48 h

EC50 (Desmodesmus subspicatus (#k%)): 0.268 mg/|
RRERRER: 72 h

RAEEZERE (Desmodesmus subspicatus (#k%)): 0. 017
mg/ |
BREERME: 72 h

10
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

&S ETA: BIEES: BTEZET B 2023/04/04
1.0 2023/09/30 808848-00022 #¥IE4ERLA: 2016/07/22
AEM (BEEN) BAESEERE (Oncorhynchus mykiss (=< R)): 0.025

[Zxd HEM (BHESET)

M-279 45— (KEREEE
tt REI (181%) )
WMEMIZHT HEMN

Gentamicin:

(s e aY=—3 3

-2 70 %— (KERERE
tt EH (2% )

SOVIFOKEEEHDY

TOVOEOKEESHEY

R KEEYICHT HEN

mg/ |
PRERFME: 32 d
7#i%: OECD :RERH A K54 > 210

BRARNESZEEE (Daphnia magna (74 32>3)):0.01 mg/l
RRERRER: 21 d
Hi%: OECD SREEH A K54 > 211

10

EC50: > 10,000 mg/|

R 3 h

HRER S A T MR

ik OECD HER A K54 > 209

EC50 (Daphnia magna (7 =< > 1)): 86 mg/|
REEERFME: 48 h
Hi%: OECD HEEH A K514 > 202

LC50 (Americamysis (7 A1) A2 X)):30 mg/l
BRFERFR: 96 h
Ak 7 IEUSHAR

EC50 (Pseudokirchneriella subcapitata (fk%)): 10 ug/l
RBEERFE: 72 h
ik OECD HERH A K54 > 201

RANESERE (Pseudokirchneriella subcapitata (#k3%)):
1.5 pug/l

BRERE: 72 h

7% OECD FRERAA K54 > 201

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

RANEZERE (Anabaena flos-aquae (L 7/ /N9 F1)
7) )1.6 pg/l

BBERE: 72 h

77i%: OECD ERERA A FZ 4 > 201

100
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

W-2744— okemEas
= RE (2 )
MEMIZx T HE M

BEMNE (BEST)

X9 HF I (BHESM)

|M—7 78— (KERERE
tE RE (1815 )

REMK - SRk
H5:

BEfhH (Al
"iﬁ%ﬁ

Betamethasone:
TOVOEOKEESHEY
IZxtd 5&MH

BREKEEMICHT BEMN

SOVAFOKEBEEHEDY ¢

1

EC50: 288. 7 mg/|

R 3 h

HER S A T MR

7i%: OECD HE&EH A K54 > 209

EC50 (Americamysis (7 A1) HA I R)):> 50 mg/l
RRERRER: 96 h

EC50 (Pseudokirchneriella subcapitata (£k%)):> 34 mg/|
BREERMAE: 72 h

7% OECD BRERAA K54 > 201

HE AEERABEICETLIE5MEL

BRESEERE (Pseudokirchneriel la subcapitata (#&)):
34 mg/|

RREERFMR 72 h

7Ai%: OECD HE&EH A K54 > 201

BE: AMERREICETI2E5MHEL

RARESZLEEE (Pimephales promelas (77w kAY KI/
r7)): 0.052 mg/|

RREERFM: 32 d

A% OECD BHE&R A K54 > 210

RARESEERE Oryzias latipes (1A% 5)):0.07 pg/l
RREERFME: 219 d
7% OECD RE&RH A K54 > 229

BKRESEERE (Daphnia magna (432> 3)): 8 mg/|
BREEREAE: 21 d
% OECD &E&AH A K54 > 211

1,000

HER: BOREETEGL,
R 31 %
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

BREERFAE: 28 d

Clotrimazole:

KO THOREHE Dk fE: 50 %(242 d)
Gentamicin:
LR L RER AES R

£ 100 %
REEERSME: 28 d
#53%: OECD SE&H A K54 > 314

Gentamicin:

|n—71'7 B/ —IL/KDERE 0 log Pow: < -2
(log {&)

Betamethasone:

|n—71'7 B/ —IL/KDERE 0 log Pow: 2. 11
(log {&)

TR OB

T—AR7%L

FTIUR~DEEHE

JEEZH

HoEEEE

T—AEL

13. BELDIE

REHE
BRREEY D WA BREDOREHEICHVNLST D,
BREMZE TKABEH L TEE5EL,
FRBHRUVEE D ZEZOBRHRIE VS ILFELRERED-HIC, BaER(T1-

REVLEREICRET S,
BICHEENEWNMES. REAGRELTEREYT S,

14, WX LDEE

E R
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

IRES HETA: BEHEES: ATEIZRET H: 2023/04/04
1.0 2023/09/30 808848-00022 #EMERKRR: 2016/07/22
ez _E iz (UNRTDG)
EEZES (UN number) : UN 3082
[EE#i1%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(clotrimazole, Gentamicin)
EE5 48 (Class) ©9
BEZEHR (Packing group) N §
Z X)L (Labels) 9
REAEH .
fin2eddsx (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082
E&E#E 4 (Proper shipping :  Environmentally hazardous substance, liquid, n.o.s.
name)
(clotrimazole, Gentamicin)
EE5 4 (Class) © 9
A 285k (Packing group) o111
Z X)L (Labels) :  Miscellaneous
WatEr (EYH#) (Pack- : 964
ing instruction (cargo air-
craft))
WEET (REH) (Pack- : 964
ing instruction (passenger
aircraft))
REEEH .
& _L#i:% (IMDG-Code)
EE&S (UN number) : UN 3082
[EE#i%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (clotrimazole, Gentamicin)
EE 54 (Class) © 9
A 285k (Packing group) o111
ZA~)L (Labels) : 9
EmS 31— K (EmS Code) . F-A S-F

BEEEYE &S - D) 0 &E

(Marine pollutant)

MARPOL 73/78 MiRE 11 B UF IBC 3 — FIZ & A IXoRMAME S HRAEME (Y - FZY)
e S REBORMIZITIEZSE,

Bl AR
EOREDERF L. EE 15 E25RT 5,
DR EXE

CCICRHEN TV SEESEIL. FROBMETDREHT, ARET—4 L — O THRS
NBEESICHBIN-MBEOBEDHICEDINTVET, EENEE. ZEFE. N\vr—oH%
A XEWBOMBDRAUDOERICEY, EEENLAREELAHY FT,
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

RENCRHERHES :1M

15, BRZES

BEER

HME

fElRY. EERBRMICERS LG,

L&E

BELCEYME. EREFHE. BRFMIEEMEICRILEL,
FEREEEE

REENRLESIDIEED

JEE& S

BEDHFAIZZITEREREY

JEE& S

REEEN LA ARME

JEERY

ZRREDOBH oh -t FYE (BIFLFHE)
JEERY

ZRFREORBH oh =L FYE (FHREBEHEFHE)
JEERY

BREZENTRERRVRVEEY

EE ST &N 2 FEITHARE 9

b4 EHE (%) wE
| ERE >=90 - <=100 -

BMFERTIRERRVRVEEY

EEST & FEITHHE 18K

x4 BE

ERE

BELEMEREFHRA
[

s FRRRA

[

7 ILEILRHPEFRERA
[
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RET—AL—F
€I MSD [ rune
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation
&S ETH: BEEE: BiEIZRETA: 2023/04/04
7.0 2023/09/30 808848-00022 MEERE: 2016/07/22

HWEHSBTHRA
e
HHRSMEXIETS - NRE— (BB
i

ENRUBMDHE

i

(O} T e T

B

BEHARRE

JEERY

K REE A

JEERY

R E%

BRI 2, 3 XERMETIRSE 1© AEUYE
ik

FEITRRAISE 194 FRRMETIRE 11 TOMDAEEY
BEFRERUVBLEBEOLICEY 5i&E

(£ 5 FEAEE ; EREMEICITZY LGN
& SR danE D BEEEYE

FRE R UM S SEmEEE

FREMFBEMERA (EE - @AZA)

JEEZY

WHEMERBHEERE EE - @A)

E| ]

EEVMONEBER VERICET 5%

EEREY
COHEFDRAIZDODNWTEEA IRY M) —~DEREIHR -
AICS N

DSL N

IECSC . AE
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TS HETH: BBRE: BTEZET B 2023/04/04
7.0 2023/09/30 808848-00022 #EYERR: 2016/07/22
16. ZDHhD1EHR
5| R scHk D B#E#IT—4. EHMESDS [CEDI L F—4. O0ECD eChem
R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

LEIN—C a U o EESNEEBRFRAXETH 2 AR TRARTINTVET,

Bf#72+r—<v bk . #/A/H
ZDHDREEEND £

ACGIH © [E, ACGIHPRHBAME (TLV)
ACGIH / TWA © 8 EfE. BEREMMETL

AlIC - A—RFSYTOIEIELERA AR, WNT - IS O)ILEREHE#ES, ASTM - X
EMFRERGS, bw - AE; OMR - HHUHE. ZERME. £ESELHLI LN DIME . DIN -
A URKRIBEEE, DSL - ERME IR L (hF4). ECx - FED XWORIGERIZT EEZ
LbNZEE: ELx - FED XYDORIEERIFTEEZONDIAREE, EnS - BEFORT P2
—JL; ENCS - I\t EEDEFILEME YR b ErCx - 2D XORBZEZRIZT EEZZODNDR
K&, ERG - BEXIGDF5|E; GHS - HRFF L X T L GLP - HERENERE, IARC - EF
MATFZEHEES; TIATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDMMDIEE
RUHKEICET 2EMAEE; 1650 - 50%EERE,; ICA0 - ERERMIMZEMES; [ECSC - hEIE
Hilb2MmE L%, INDG - ERELEKRYMEIE, IN0 - EREEMEE. ISHL - F@BReE4E %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBIFILEYME AR, LC50 - 50%EIERE,; LD50
50%E5tE (FEEBBEE) . MARPOL - MMAIC K BB DHIED=HDEKRER: n.o.s. - #hIZ
MANETREIN TS EDEKRL; Neh - FURA] NOWEC - |MEESHEZEERE, NOWEL -
BMEEMRELAN); NOELR - EFEMZEZAMENE., NOM - AF P aLRAI; NTP - XEEH
REM IO S L NZloC - Z2—S—F 0 FIEEWEAR, O0ECD - &FFip AR, OPPTS
- tEMELREM - AEMILR, PBT - #oMRHM - £HERENE - A5 WE)  PICCS - 7
1 VE IEEYMEA RV ) —; Q)SAR - (E2H) #B:&FMEAER . REACH - EEPEDE
§%. §FM@. B WA K UEER (REACH) IZEEJ 53RAI (EC) No 1907/2006; SADT - B2 MRS fig
BE; SDS - REeT—R2— b TECl - A IZBEFOIEEHMEDA R MY, TCSI - &1k
B A R ) —; TDG - fERMEE; TSCA - ASWERHE CKE); UN - E5&E; UNRTDG
- EREEEEYEEES, B - ERICHSERUERICEEREM, WHNIS - EXGRERE
EUMERBRRAT L

CORET—RI—F AT TSDS) &0V5) TRIMT HEM(LUT TREHR £V D)X, KxEHR
BERICENT., BEOKREOMHE. FHR. RPEIDLETERTHL EHHLEZEDTY,
AERZ. REOXREGHREWV., FA, LE, RE, #@X. RERVRRICEIIAI TR E
LTOHMERSNTEY . WHBLIRARIEIHRERKRZEZLTLDOTEHY FEA. RIFHIL.

SDS DEEEZICR SN TV ARESNEHRAICETIIOTHY .. 4ZAHANMEOHRK EMAE
HET, XETOERPTERASNDEGEE. AXPITERNGVRY . ARICIETLH G VAETEESE
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RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
1.0 2023/09/30 808848-00022 #MEERLE: 2016/07/22

AHYFET. FARBOFABEMICENTIE, AERRVHEEEZERT H58I1C. FRES
MOEREGICE T L2AHAOEY LM ESH T, FRAESMOERYT 2HETORENKER
[CHITHARHEROEEL, FA. LB, RUOREIZOWT, #EEWLES.

JP/JA
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