ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29

1. E#RRUEHIER

1L EDLE TR Clotrimazole / Gentamicin / Betamethasone (0. 05%)

Formulation

#HicE DRt EH. FARUEEES

HBBOSHET : Organon & Co.
eSS 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES +1-551-430-6000

BEFA—ITELA

EHSSTEWARD@or ganon. com

BERWRESEETE (REIEFL

=)

KEREBEREN B8 (&
%)

KEREREN RY (18
%)

GHS SRIILER
BRRRXIEY R

RAEREHEES +1-215-631-6999
R R UER EOHE
#EmR EES
FEF L DHIR I E
2. BREEMOER
IS D GHS 438
A % 1B

X5 1 (BT EE, RER, HR, WR, L&, 87
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

RES WETA: BERS: AIERET B: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29
R MEEEE DofakR
BB EMER : H360D RR~DEZEDEEN.,

H372 REAICHT=5. RIIRERBICL DiEF KTER %
R, A WIR Ik B8IT) OES.

H401 JKEEMIZ=14E,

HA10 REAEGRAIESEC & > TKEEWIZIER IR OEME,

REXHE:

P201 fEFRTICEIRERBAE X AFTH I &,

P202 £ THREFEEHAHEMT H2FETMYHEbHLRLNI &,
P260 = R b/ ZEREFWRALEGEWNI &,

P264 iR MEIIREZFZ K <ES 2 &,

P270 CORGEFERT S L2, REXIFEEE LGN
Es
P2T3 IRIE~DRHE ZEETHZ &,

P280 IREFR REK (RERE REmEEARATHL,

EREE:

P308 + P33 XK BRIFIIKBEDBRENAHHIEE : EEIDZE
SEREETERITSH

P31 R ZREINT B &,

RreE

P405 s L TIRET B &,

B3

P501 I, BHREARBIN-VEHRICEET S &,

GHS FEIEE L E LM DERB S
HEREL,

3. MERUHSHE#

EEHE - EEHOR . EEY

5%,

=2 CAS &= EHE (% w/w) BEERAREE
5

NXhOS5 L4 8009-03-8 >=10-<20

JonELyy)a—n 57-55-6 >=10-<20 2-234

INT T 4 Vil 8012-95-1 >0-<10

ANFYTAU-1-A—)L, T ¥+ |9004-95-9 2.3 1-97

it
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ReET—2I—F L
Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES wETH: BIEEE BIEIRETA: 2023/09/30
12.0 2024/04/06 610544-00021 #EERL B 2016/04/29
Iciotrimazole 23593-75-1 >=1-<2.5
RUSILTFILa—IL 100-51-6 >0-<10 3-1011
[Gentamicin 1403-66-3 >=0.1-<0.25
[Betamethasone 378-44-9 >=0.025-<0.1
4, HREE

—RRET RS R

RALF-BE

RIBIZHE LI5S

RBICA-=5B&

RARAATZIBE

AMEREVERMEERDOR

HERGHIREIR
WREEZY 2EDRE

EEICR T HHEFRTTERE ¢

BEHOBEN. AT ChEVWEZEELICEEDESE*
25,

ERMNRSICIHGE. TEERBENHZI5E1F. EEFDIETE
25,

WUVAATZIEE. IR EROEA~ABET 5,
EBRLNEZXZ(T 5,

EML-5E. BEBICREBERITALZEDKTEVNET.
BRLEKRE X UVHER <,

EELEEZI(T5,

BEADRICKRERXS.

HEFBFERT HENERITES,
FRHBEE LT, KTIRE%RET S,

FEA D YHGEIT 2BEICIXERMBETEREZITS,
MARAATZEE . BEBICHAELL,

EELEEZI(T5,

AKTOELLTT,

BRER~ADEBEEZEDE TN,

RHIchz5. RIIREIFLKBIZKDEFRDOEE,
HAMAEEIBELNDREITTIEZILL., HESIATLSR
EXREZFERTHEL, BEOWEENENHDBHEIE. HE 8D
WYL EANREEEZSEBOZ L (IEE 8 %38MH) ,
IEBEEBLIUMEREERZTH L,

5. KKFFDIEE

Y75 H K F

0 TIEAE DR LVHKH
HHEORIKRAEN

HERBERIEY
BEDHEXAE

KIEE

fit 7 JLa—)LEH kil

bRz (C02)

3K H A F

MREGTL,
RIEERYD~DBRBIIBEICEZRIZTEELH D,

RRERILY)

WG ORI & BHDREIZIS C CHEYEHEAFRZRANS,
RAHDBRHZERENT =DIZKEEET 5,
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 MEVERE: 2016/04/29

RETHNERBEI VT FERKBEEN ST,
RN RBESEDZ &,

HRETSEBEDRE DOKRKERICIE. BIRXMRSBEERY 5,
REEZHERAT D

6. RHFDIEE

AR 5 FEEE, RE @ REEEEAT D,
BERUVRIFHEE ZEGMYFZLDT FNA R (HB T ES]R) O, BARE
BO#HEZHICEN (HE 8 ZSR) .

BRiBICHT 5FEFEIE D REBAOBEERITSI L,
REFZHRALTHLE, NPT EFEIhZELEDS,
GEEICIEERIDESC FHLRADFERIEIFANWN)TRHRE
I2&3),
FBRINFRSEKEREL. UNT 5,
RENELLERTELEWMESIE., thABARKIZERT 5,

HLADRPHFEDFERY @ FEHLRINAM TRIRESE S,

2 ZEICZENT-BE. HREZECFOHEYLH LAOFE
#HLT, BALDHEWVWESICTEHIE, BHRIERICERALEE
MERVCITRVEIFRIENTEZEEIZIEK, BURLEY
BEEUERBRRNIZRET S,
REYMEZEYLRINEITHRET S &,

ARG EHRE. BRETHEICIE. EAEARSIUVEDR
AlIZfE->THIEBT Z ¢, TORBICERIA=MEIZDOUL
THRENTHD., EQRANEREINEHNEHERT IHEN
H5,

ASDSDEB 1I3HLV15IZHENT, ABBRAKRE L UVE®D
EREORZEDY .

7. RIELWRURELDEE

i E7{R

BT »t 2R DK EBERVREREDORORBEAKRESE,

B, £AHBK D TR BBMIATERVMGSE. BAEREEZEALTE
YA

RERMFKIEER D REPRRISH TR,
SRMEIERALGNI &,
RARAFTELN,

REDEMERT D,
BFEWREREZ L CHEDS D&
BEBREATORBRICEDE, EXHOFLEBLVREMD
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

&S
12.0

METH:
2024/04/06

REES.
610544-00021

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EYERL A 2016/04/29

Ffih [B] ¢
BAEXE

EMEIEME

RERRRDVEMH

ETHRECHEVERYIRS &

BREFRALTECIE,

COERFEFATIHIEEIC, MERITREEZLAWNI &,
RNOCEEMZHLEL. RE~ANOBREEZR/NDMEIZCT S L5
295,

ER1EH
BEOERPIZIEEMEADIE EOTRENENH DBHE L.
EEGFDELIZTA ISV VI VRTLELIUREY Y
J—%#FZBELTLEEL,
FERABIHRERVEEEZZILT S,
BRINF-KRIEIBERT HRIISEET DS &,

27U TADHBHLGARL—2avICd, ToP=F7O
vhko—)L, @UEEANESRE. BULKRLES LUVF
ZBREFIE. EXFAESR. EXERLEERFOFERADL
Ea—%8CRELAHYET,

BHESRILODDW=BR/IZANTH <,
BiELTHRETDHI &,
BRELONYED S,
ZEDREIZR->TRET 5,
ROBIFEHE VS L LITRELEL
SBER L F

BSRVWHE: MRGL,

8.

[E<BIFLE VREHE

ERRBICETIRIBRERR/HFRRE

D%y CAS &S 1R (BB | EERE/EER | HHA
) E/HRRE
= AN 8009-03-8 OEL-M(=X |3 mg/m’ BAEXREE
k) F= GFER
E)
HMIER: EVAME, TE 18 FE MIHLTESAELH
HEHTEHIMETHS. COBRICHESINLIMER, EFH
AN D+H RN HD.
TWA (&A= | 5 mg/m’ ACGIH
%)
NS T4 Vi 8012-95-1 OEL-M(=X |3 mg/m BAEZRELE
k) F= GFER
E)
HEER EZOAME, TE1E] FE MIHLTESAELS
LY TELMETHS. CORICHESINIYER, EFH
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES ®ETA: BIEEE BITmEZRET A: 2023/09/30
12.0 2024,/04/06 610544-00021 FE{ER B 2016/04/29
EHLD+RITEENNHS.
TWA (RAE | 5 mg/m’ ACGIH
£)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB RER
2)
RUTLTLa—I 100516 OEL—C 25 ma/m° AAEEFA

E)

HMIEHR: REREEYME F28 ABICHLTEE o CRMER

AHe EFEZNDIHME

Gentamicin

1403-66-3 TWA 0.1 mg/m3 (OEB RER

2)

HlIEHR: 010

Betamethasone

378-44-9 | TWA [ pe/m3 (OEB 4) [ pod

SRR K

| HEIRYHIE [ 10 pg/100 cm* | PIEB

RIBX

REER
M FARER

TA4NE—34T
FOREER
ME

e
RORER

B EXESFIVRREEZRET S0, 20027 J
TEBEIRMBREICL YRS, GIPBERITHVERS
PENHYET,

[RAl. BABCKETEHERY HEHGENTLESLY,

2/ a—XTAER AT LM NHEEMEERALET .
ERETHMYKSHEE, T7AVILET HEREEZDOL
TWA®H, BRIZELENM A =TT 1 FvERY k.
BRI FELVZOEIOIGET NS R EBEFERALE
¥, CORBEMENZIMES, SA LM BLIERYFH
YT ETRYHWNET .,

B R BAHIEENAFATERWMES, FXEEFR
THENA FSA D OHERANDIE K BARSNIZBEIL,
RREREEZERALEL LS,
WHFREARAIADESS 1T

MM FR

FREZETERIAEERHLEFLL S,

Y4 Fo—IL RFEREREDL LLIEZT—IILEEFERT S,
FEREL L IIHEERICEROZVMRE, S X+, T 70Y
W ENRET BI5E(FX. BRIV ILEERT 5,
MLA. SRk, 3LKIEFI7OYVILIZCEAEEZESLGEINS
AR HBHBEE. TJ2—RA—ILKE LLIEFDEID
IL7z—RBOTOTIavEFRLELLS,
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

RES ®ETA: BIEEE BITmEZRET A: 2023/09/30

12.0 2024,/04/06 610544-00021 MEER B : 2016/04/29
RERVHADREER D AZ A LB LLKIEEBRERAaO - FEBERALELL S,

MEAHABELEWVLSIZ, EESNADIFZIRVICEIE, K
FBEOH— AV brEEBMLTERALELLS B, RU—T
Lyy, T702, RFR, FIMETR—YRLE) ,

BRINF-AREMDHIKIRER CIHEEILEY L AETIT-

TLEEL,
9. MEMERTLFMER
IR IR RE DRK
& D T—48%1L
R D T—48%1L
RO LEWGEDE L T—8%EL
Ah e R E R L T—8%L

BRARXINERARVHBEER @ T—424L
AIRATE (B, =UE) DY
AR GRIK) D T—4871L

BRETRARVERLRE AIARR
BEEFEOLR/AIRER @ T—-327%GL

&

BEGFEDOTRE /AIRTR : T—4274L

&
Bl A D F—A%EL
SRR F—8%L
pH T—R7%L
REEE T—A3%L
BARENEE D T—=A%L
FhE

EFEE (BhEETESR) D TFT—AaKBL
BRE

KiBM D T—4%1L

7134



ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 MEVERE: 2016/04/29

-9 8/—IKDERE ¢ FEERY

(log fE)
ARE L T—A%L
BERV/ XIFHEAEE
tbE T—R27L
BE D T—a4L
MR AREE D T—481L
BRI FFEFEM
ERAE Tt AHZITERIEEME L LTERESINEGL,
FL T 451
MFHA X DOEERH

10. REMRURIEHE

RIS D R E LTIEREI AL,
LR ES . BEDOIKRETIEIRE,
BERAEERICATHEN D BUOVBERIERIGT A EL DD,
BETAREEH DORRAEL,
RERYE D ERMEH
BREELNBERY D BRAELSBERMIEAM SN T,
1. FEHER
AREMED H S5 RERBOER © |RA
R
EE
RICA-T-1B&
2SS
FIRATTRETIERIZCEDCRBR Y RETEALY,
B
AanEr #@n) D RMEMHEEE > 2,000 mg/ke

Hik FREICKDSAE
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29
anEE (RA) D RAMSMEEE > 5 mg/l

IREERERE: 4 h
HEBRERE MLA/IX b+
Hi& EICKBAE

AnET BR) D SEEMHEEmE:: > 2,000 mg/ke
HiE HEICKDAE

B5:
RrhOTS 3 L
A2aMEE #&nO) © D50 (3 v k):> 5,000 mg/kg
Fi%: OECD HERAH A K541 > 401
HEZ: BT spmanroidont-7—4212&ED<
AuEE (BR) : LD50 (T v F):> 2,000 mg/kg

7% OECD HBRAA K54 > 402

TERAAVE COYEFLFESYIZEDORESHEITE
A

wE: BT IMEMSBOAFT—RITEDL

JoELySya—)i:

2EEE (#0O) © D50 (S v F): 22,000 mg/ke
SMEE BA) © LC50 (T k):> 44.9 mg/l
MEERER: 4 h
REREREE MLA/ZR b
AMENY BR) : D50 (24 ): > 2,000 mg/kg
THERAAV L COMEFE-IZEAYIEAEDOEESETE
LYo

NS4V

atEl (B0) © D50 (5 k): > 5,000 mg/ke

SMEE BR) : D50 (24 ): > 2,000 mg/ke
TERAAV M COMEFLITEEVEIRAHEDORESHEILE
Ly,

AXYTFhAU-1-A—J, T x4t
2nEr #&o) : LD50 (5 k): 2,500 mg/kg
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

&S HETH:
12.0 2024/04/06

Apuhlic

-5 ORGANON

EEES: BIEIZET A: 2023/09/30
610544-00021 MEERH: 2016/04/29

Clotrimazole:
s (O

atsEE (RkA)

2EEE BR)

RO T7ILa—)L:
2nEN @O

2EEE (RA)

Gentamicin:
AEE #@&0O)

2EEE (RA)

AMEN (Z0MmORER)

Betamethasone:
2EEME (E0)

LD50 (5 k): 708 mg/kg
LD50 (w2 R): 761 mg/kg
LD50 (=oH): > 1,000 mg/ke
LC50 (T v k):> 0.73 mg/|
RREERERE: 4 h

HRIRE MLA/S X+

LD50 (% 9 R): 923 mg/ke

LD50 (5w k): 1,620 mg/kg
LC50 (T v k):> 4.178 mg/|
BRI 4 h

HEBRIRE. MLA/S A b
7i%: OECD EHBRA A K54 > 403

LD50 (5 K): 8,000 - 10,000 mg/kg

LD50 (= R): 10,000 mg/kg

LC50 (5w k): > 0.2 mg/|

RREERER: 4 h

HEBRRE MLA/IX b+

HE: CORETEECIEFHEEINTLVEL,

LD50 (5« k): 67 - 96 mg/ke
BRERZER: FRARM

LD50 (5 k): 371 - 384 mg/ke
BRERZEK HAN

LDLo (4L): 30 mg/ke
REZR: BRI

LD50 (5 k):> 5,000 mg/kg

LD50 (%~ R): > 4,500 mg/ke
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

&S HETH:
12.0 2024/04/06

Apuhlic

-5 ORGANON

EEES: BIEIZET A: 2023/09/30
610544-00021 MEERH: 2016/04/29

asEE (kA

RBEEE /Rt

LC50 (T v k): 0.4 mg/l
BREERFMAE: 4 h

FIFARREGRRICEDCRY HETELL,

B5:

RbAZ3 L
72
Hik
fER
liEE

JoELrydya—):

2
Ak
#ER

INT T 4 ViR
|$§
fER

Clotrimazole:
| iE
fER

RN TILa—IL:
[
Ak
fER

Gentamicin:
"E
tER

Betamethasone:
| iE
fER

A

OECD EERA A K541 > 404

RERIE L
BLTIMEMTON-T—RIZEDL

A
OECD FBRA A K541 > 404
RERIEE L

Y
RERIEGZL

e
RERIEGZL

S
OECD FHBRA A K541 > 404
RERIE G L

e
BRE DR BRI

e
B DR BRI
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

RES ®ETA: BEEKE: BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 MEVERE: 2016/04/29

RIZxY 5 ERGREERRBE
FIATREAERICEDCRY HFETELL,

B5:

RhbAS A2 L

(= S

faR © BRA~ORIEEG L

Hik : OECD :E&HA K> 4 > 405

55 D Bl AMEMBLONT—R2IZE DL

JoELrydya—):

(= S
faR . BR~NORIBAZL
A& . OECD EE&HA K54 > 405

RT3 74 VH:
(= S
fER D BRAOFEAL

AXYTAU-1-F—, T X2
TR © IRAORIF. 21 HLRNIZEE
Gk L BT ApEMSTLONIT—RITE DL

Clotrimazole:

(= S
fER D BEORRE
RUDNLTILa—):
i LYy
fER . BBAORIE. 21 AULAIZEE
Ak . OECD HERHA K54 > 405
Gentamicin:
i LYy
fER D BEORRE
Betamethasone:

"E L
fER . EBANOFIEAZL
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES ®ETA: BEEKE: BITmEZRET A: 2023/09/30
12.0 2024,/04/06 610544-00021 MEER B : 2016/04/29

PR 28 B A I R s R RS

BB

R BRICESCBYDETEAL,

PR B8 R R

R BRICESCBYNETEAL,

5%

NY-CLIN

ERER A A T D Ea—5—&%

REDIRE D E S

iE D EILEY R

FER = i

5z L BT AMENSBLNET— 2R T<

JoELySya—)i:

SRERA A T D RFIUTRAE—aVUEER
REDTRK D RIEYEA

[ COEILEY R

tER e

ARUDNLTILa—I:

SHER R A T D RFIURAE—a VR
EAOES 23 D RIS
2 D EILEY R
ik . OECD HERHA K54 > 406
fER DN
Gentamicin:
|liE= D T—4KL
Betamethasone:
B3RS 230 . 354
2 DOEILEY R
fER D OBVRMEMYME
LEHRERRYE

FIAMTREAERICEDCRY AFETELL,
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 MEVERE: 2016/04/29

B%:
N
invitro TOEEEMN © BERA A T in vitro BAEEHER
R 2
BE: BT sapwanroFont=-7—42c&E3<
in vivo COEEEEMN D BB 4 T mEL S RMmMBR/ N EEAER (in vivo MifaE R
E%)
B woX

REER: BRI

7% OECD EREBRA A K51 > 474

R

HE BT PEMTONT—RIZEDL

JoELrygya—):
in vitro TOEEEM D HREBRAYA T MEMERWDEREAZTELAE (AMES)
R fEt

RERA A 7 in vitro Z2BAERERKER
Hi%: OECD HERAHA FS14 > 473
R e

in vivo TOEEEMN D HERA 4 T HELEYRMBK/MZERER (in vivo HilAE MR
E%)
B:.YvOR
B 520 EREREST
R fEt

Clotrimazole:
in vitro TOEEEMN D R4 T MEMERWDEREAZTEAE (AMES)
R B

SRERZ A 7 in vitro ZEBEKEERER
R fE

SRERZ A T in vitro /MEERER
R E

in vivo TOEEEM D HERA 4 T WELEYRMEK/MZEER (in vivo HifaEMHER
E®)
B Svk
BERE 0
R 2
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

&S HETH:
12.0 2024/04/06

Apuhlic

-5 ORGANON
BEES: HIEHETB: 2023/09/30
610544-00021 YIE{ER B: 2016/04/29

ATEMIRRERRME - TR A

vk

RO T7ILa—)L:
in vitro TOEEEM

in vivo COEEEEMN

Gentamicin:
in vitro TOEBEEM

in vivo TOEEEMN

Betamethasone:
in vitro TOEEEMN

in vivo TOEEEME

HER A A T HEAERTFOLEBAREEHE (in vivo)
& NLRA—
R 2

REAE C ETEMREERERRE L THET S LETER
LY,

HEBRY 1 T WAEMERAN S EIFRRALESER (AMES)
R

HERAZ T IHEL B FRMBR/ D LEAER (in vivo MfaE MR
E®)

B voX

R 52 BREREST

R fE

HERS A T in vitro I BYHIEGFERAR
R 2

HERA A T in vitro 2BAEEHER
R TEAEE

HERAZ 4 T HEL B FRMBR/ N LEAER (in vivo MfaE MR
E%)

E:. TR

B SR F80R;E 5T

R et

HBRY A T MEDE AL B ERRALREER WES)
R Pt

HERA A Toin vitro BELBYMEEFERAR
R

HERY A T in vitro REKEESHR
BER H

HERAZ 4 T WEEL B RMBR/ N LEAER (in vivo MifaE MR
E&)
B Yv9R
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETH: EEES: BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29

R INEARE
HIEMERRE - TR A BIUAE EEMRERERRELTHETDHIZLIETER
vk LY,
RHRAME
FATRESERICE DR YNETELLY,
%
=N
2 Sy bk
BREZR RARAATEEE
i 5= B R 2
fER (=43
JoELvySya—:
& Sk
BREZR RAIAATZIHE
A 25 B 2 &
fER (=3
Clotrimazole:
[ Zv bk
BEZK N
IRERRE 18 ;&
fER (=4S
RSN TILa—)L:
2 YR
BEZ% RAFIAATEIGE
A 55 B 103 58
ik OECD HE&H A K54 > 451
fER (=4S
Gentamicin:

T—R2%EL

"%ﬂ&ﬁ-7txx>h

AIEEN
BRADEBZEDE TN,

REER &0
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES ®ETA: BIEEE BITmEZRET A: 2023/09/30
12.0 2024,/04/06 610544-00021 MEER B : 2016/04/29
0%
IS-CYIN
EIRICKT 9 B2 D RERAR A T AR/ REEHMRY ) —= U HER
oy bk
BERE: fRARAATESE
HER =N
B&: HlysymEIrLBONE-T—2IZE DL
BBIROEE~NDFHE D HREBRAA T ZHNESLUBRERE
oy bk
WERK: RIEEA
R 2

HE BT PEMTONT—RIZEDL

JoELrygya—):

RIS S 88 D REBA4 T ZHREESHRER
B voX
BERE: SRAHRAALESEE
R a

FREDRE~DEE D HREBAA T ZRMNELURRERE
B ewHR
BRERE: RHRAALEBES
R E

Clotrimazole:

RIS S 88 . HERAa 4 T 2R / VERERLE
B oy bk
BEREK #0
45 H1: LOAEL: 50 mg/kg {AE
R ZREADEE,

FREDRE~DEE D BB T ZRMNELUBRRERE
B ovhk
BERK #0
FAEZM: LOAEL: 100 mg/kg AE
R - BRESME, , BEIEEILLL,

HERA A T ZREMNB L UBREEKE

B Sy bk

BE5R% £0

FH M NOAEL: 50 mg/kg AE
R E - BRIRSME, | EHFEEILLL,
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29

HER44 T 2B L UBRERER
B YOR

BE#K 0

FAZE M NOAEL: 200 mg/kg AE
R BRORBE~DEETZL,

HEB44 T 2R L UVBRERER
fE Oy x

BREZK &0

FAZE M NOAEL: 180 mg/kg AE
R BERORBE~DEETZL,

AESEME-TEAA U D BMERRICE D EMHIBES I UVREENNDEZELNH S C

EN—RBIFESN TS, , BYRRICKDEXRBTICERE
BHEHZEN—BESN TS,

ARUDNLTILa—I:

HIRICX 9 58 C BB 4 T ZREEH / VWHERE
B Sv bk
REREK: BRAHAATEIGE
R 2k
HE: BT smanrodonk-7—421C&ED<
REDEBE~DEE D BB T ZRMNELUVBRERES
B.YvOR
BRERR: fRAHAALTBE
R 2k
Gentamicin:
IRICX 3 B8 D RERA 4 T R EEEERER
B Sy bk

4 5E 73: NOAEL: 20 mg/kg {KE
BR BECESERRBESAGN O

BEROFEE~DEE D BB T ZRMNELUBRRERE
& oyx
FAEM: NOAEL: 3. 6 mg/kg AE
R E - REEMEEZLD,

HER2A4 T BN L URREREE
g oy bk

BER: BEA

FAEEM: LOAEL: 75 mg/kg {AE
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETH: EEES: BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29

HER K- RRESM.

HEB44 7 2B L UVBRRERER

B wHR

BERE: EEA

FH M LOAEL: 10 mg/kg AE

HR BRETE, , FRIEIBOHOAEN ST,

HEB44 T 2RI L UVBRERER

oy bk

BERE: EEA

SH 2 LOAEL: 50 mg/kg AE

HR BREE, , FRIIBOOSALEIL ST,

EHEEE-7TEAAD K D ABOEFHREBICKDZREE~NDEZEDHIGHERIENH
->71=,

Betamethasone:

BIROEE~DEE - (k)

BERE BN
F&4 =M LOAEL: 0. 05 mg/kg AE
R BREENE.  TFELIZBEHLONT-,

B ovhk

BE5REK KT

FAEHEM: LOAEL: 0. 42 mg/kg AE
R FENBOLNT-,

B YR

BERE HAN

FA =M LOAEL: 1 mg/kg AE
R FENBOHLNT-,

S - TEAAVE D BYRRICLDERBENODBZENHEIZH D,

FERMRBSTE (HEIT<E)

FIRARRELGERICEDCRYDETELL,

FERMRBSTE (REETICE)

RHICH=5. RERERFZICLHEF RTEAX RER BA KWER 0LE &7 OESF.

B

Clotrimazole:

|Jizeansss O B O3

Hao|
%
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

Apuhlic

-5 ORGANON

&S }ETH: BEEE BiEIZRETA: 2023/09/30
12.0 2024/04/06 610544-00021 #EERLA: 2016/04/29
|72 »> ¢ E#ilchiz5, REREERITLIHBOEENESZ N,
Gentamicin:
|&mm% T, NE
TEAAV R EHich=5. XIREIELB|IZXPEFZDOESE,
Betamethasone:
|&mm% BTFEA SER HA R nE B8
TEAAV R EHich=5. XIREIELBIZKPEFZDOESE,
RERSEH
%
RhbAS A2 L
& Sk
NOAEL 5,000 mg/kg
BEZ® RAIAATEIGE
A 25 B 2 &£
JoELvySya—:
[ Sy bk AR
NOAEL >= 1,700 mg/kg
BEZ® RAIAATEIGE
IR E SR 2 &£
INT T 4 ViR
& Sy bk, AR
LOAEL 161 mg/kg
BE5ZR RAIAATEEE
A 55 B 90 Days
Clotrimazole:
[ A S
LOAEL 5 - 40 mg/kg
BE5ZR R RS HEfi
IR ERRE 3 E
IZRO RS RE
JiE K FiE, 8%, ®IE, K
& vk
LOAEL 10 mg/kg
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

RES ®ETA: BEEKE: BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 MEVERE: 2016/04/29

5K C#0

i 55 B : 18 # R

1E B ER o B, B RIT
& N

LOAEL : 25 mg/kg
5K Co#0

IR SR . 6-12 #8

IZ RO AR -l

JiE IR CORBEEE, R, Ent
RN TILa—IL:

& D Iw bk

NOAEL :1.072 mg/|

B 528K D RA@ELA//ZT R ME
IR ERRE 28 Days

ik : OECD :HE&RHA K42 412
Gentamicin:

& N

LOAEL : 3 mg/kg
BE5R C AR

A 5 B 12 5 A

TZ RO AR L B

JiE K S o %

& %

LOAEL . 50 mg/kg

&5 %% D EBTF

A 55 B D38

TZ RO AR . Bl RE

/i YL

LOAEL : 6 mg/kg

B 5% © AN

i = B R 33

TZ RO AR C Mk, B RNE, R
2 D2y kb

NOAEL : b mg/kg

LOAEL © 10 mg/kg
BE5ER C AN

IR MR . 52 A

TZ RO AR L BiE MWK
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone ## ORGANON

(0.05%) Formulation

&S }ETH: BEEE BIEIRETA: 2023/09/30
12.0 2024/04/06 610544-00021 #EERLA: 2016/04/29
[ R
NOAEL . 12.5 mg/kg
LOAEL : 50 mg/kg
BEZK © BARN
IR ERRE © 13 @
(R A D B
Betamethasone:
2 oYX
LOAEL : 0.05%
BREZR D B
IR SR : 10-30d
(YA O RRTER, RER BA
2 Sy kb
LOAEL : 0.05 %
BEZK D RIS
i 5 B 8 3@
(LA D KRR
2 DRI R
LOAEL 0.1 %
BEZK D RIS
IRERRE 8
(LA © HER
2 N
LOAEL :0.05 mg/kg
BE5ER C 0
i 3AliEd | 28 d
IZRO RS DMK, KRR, BIE
BAHEL
FIFAARE R IEHRICE DK R Y DETELELY,
%

NS4V
" COMEEILEEMIADREITEEEHDERAH A ENFMOENTINS, Fi=lE, AIZL
ARSIEEDBREZELDLDTHDIERLGEIHTFNIELE S,
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

RES ®ETA: BEEKE: BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 MEVERE: 2016/04/29

AEIZx Y D RBER

B%:
Clotrimazole:
R RS A DO EK BRE, BE OKERRK, FE, %K
RAIAATZIHE DOER SR, HER, B, THE
Gentamicin:
A IAATZIHE DEEMNERS B

EZEnigsR: RE

JEIK: HFELY, HFEL, HEE HIEY, BRIRMEHEE
Betamethasone:
RkA D EMES IR
R S HEfi COEK BOR, OBRE RIEME

12. REEERE

EReEl
I3
RhAF 5L
ks : LL50 (Pimephales promelas (77w bAw KX/ 9)):> 100
mg/ |
BREERFR: 96 h
WERME : KIEE 5
7% OECD HERH A K54 > 203
H%E EUlTsmEsro/onzT—2I2& DL

SOVAFEQKEEFHEY © ECS0 (Daphnia magna (A7 32> 3)):> 10,000 mg/|
(s a %33 BREERERS: 48 h

WERME: KEE S

HE FELTsmEIRBONT—2IZE DL

R KEEYICRT HEME 0 NOEL |EEERE () (Pseudokirchneriella subcapitata
(#%:%)): >= 100 mg/|
RREERERE: 72 h
WER M E: KHEE D
#i%: OECD HEEAH A K54 > 201
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&S

REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

METH:
2024/04/06

REES.
610544-00021

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EYERL A 2016/04/29

SOVaAEOKEESHEY

[Tx9 BEME (BIEEN)

JoELrydya—):
y: &k

SOVIAFEQKEEEHEY ¢

X9 &M%

B KEEYICHT HEM

SOVAFEQKEBERHEY ¢

[Tx9 BEME (BIEEN)

WA T HEN

NT T4 VM
y: &1k

TUOVIFOKEEEHDY

IZxtd 5&EMH

B KEEMIIXIT HENE

HE BT MEMTONT—RIZEDL

EAEZERE (Daphnia magna (24 2223)): 10 mg/|
BREERFMAE: 21 d

BERME: KIEE S

#E EUTsmEIL/OoN-T—2ICEDL

LC50 (Oncorhynchus mykiss (=< X)): 40, 613 mg/|
IREERFRE: 96 h

EC50 (Ceriodaphnia dubia (X <> 3)): 18, 340 mg/|
BREERFR: 48 h

ErC50 (Skeletonema costatum (GEBEIEEE) ): 19,300 mg/|
BREERFR: 72 h
7% OECD HE&H A K54 > 201

BARESEERE (Ceriodaphnia dubia (2<23)): 13,020
mg/ |
BREERFMA: 7 d

RANEZLEERE (Pseudomonas putida (Ya—KEF R - TF
A)): > 20,000 mg/|
RREERERE: 18 h

LL50 (Scophthalmus maximus (#—7Rw k)):> 100 mg/|
BREERFR: 96 h

HERYVE: KIEE

#%E BT smErs/onzT—2I2& DL

ELSO (P AILTFT - boY (WS XXBAHATLEH) ):> 100
mg/ |

BREERFR: 48 h

HERME: KEE D

&% BT mEIS/FON-T—FITEDL

EL50 (Skeletonema costatum (R4 L b< - 3X% ke
£3)):> 100 mg/|

BREERFRE: 72 h

BERE: KIEE 5

wE BT IPEMSTONLT—RIZEDL
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES wETH: BEES: BIEIRETA: 2023/09/30

12.0 2024/04/06 610544-00021 #MEMERLB: 2016/04/29

NOELR (Skeletonema costatum CGEEIEE) ):> 1 mg/l
RREREERE: 72 h

WERME : KIEE S

BE BT IMEIEONET—2IZE DL

AFYThU-1-F—IL, TrFIik:
BEN © LC50:> 1 - 10 mg/|
PREERFfE: 96 h
wE: BT ENSBOALT—RITEDL

TUOVOFOKEREEHEY ¢ EC50:> 1 - 10 mg/|
(s e aY=—3 3 PREERFRE: 48 h
HE BT PEMTONT—RIZEDL

R KEEYICxY HFM ¢ EC50:> 10 - 100 mg/|
BREERFRE: 72 h
wE: BT IMEMSBOAT—RITEDL

Clotrimazole:

y: k- : LC50 (Brachydanio rerio (€75 74w a)):> 0.29 mg/l
REEERERE: 96 h
Hi%: OECD HERHA FS5 1 > 203

SOVOFEOKEELSMEY © ECS50 (Daphnia magna (A4 3> 1)):0.02 mg/l
[Zxt9 55 BREERFME: 48 h

REEKEEMICHT HEMSE ¢ ECS0 (Desmodesmus subspicatus (#%3E)): 0. 268 mg/|
RREEEERE: 72 h

AESERE (Desmodesmus subspicatus (#iE)): 0.017
mg/ |
BREERFRE: 72 h

M-275 48— (k&EREEFEE : 10
% EH (2 )

AEMH (IBHEM) D BRKEFZEREE (Oncorhynchus mykiss (=< R)):0.025
mg/ |

PREERFAE: 32 d
7% OECD EHBRAA K54 > 210

SOVIEQKEESHEY) @ RKXEFZERE (Daphnia magna (A4 32>3)):0.01 mg/l
[Zxtd &M (IBHHEM) BREERFR: 21 d
A% OECD SRER A A K54 > 211
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES ETA: BBRES AEET A 2023/09/30
12.0 2024/04/06 610544-00021 MEERA: 2016/04/29
W-o75 45— okEBEEE @ 10
% RE (M%) )
MM BB © EC50: > 10,000 mg/|
BREERFR: 3 h
SHER S A T PRI
753 OECD SERA A K54 > 209
RUONTILa—)b:
As : LG50 (Pimephales promelas (77w bAw K3/ )): 460

mg/ |
AREEREME]: 96 h

SOVAEOKEESHEY © EC50 (Daphnia magna (#4322 3)): 230 mg/|
IZX9 HF M BEEERFRT: 48 h
A% OECD RERH A K54 > 202

R KEEWICHT HFM 0 EC50 (Pseudokirchneriel la subcapitata (#:%)): 770 mg/|
RREERER: 72 h
Fi%: OECD HEEHA K54 > 201

BRAXEFSEREE (Pseudokirchneriella subcapitata (#%%)):
310 mg/|

RREERER: 72 h

A% OECD RERH A K51 > 201

SOVIEQKEREEHEY © RAXEZERE (Daphnia magna (A4 32> 3)): 51 mg/l
[Zxtd B &M (BIHESM) BREERERS: 21 d
A% OECD HE&H A K54 > 211

Gentamicin:
SOVIAENKEELSHEY © EC50 (Daphnia magna (A4 3> 1)): 86 mg/|
IZxtd 5E M RREERERE: 48 h

7% OECD HBRAA K54 > 202

LC50 (Americamysis (7 A1) A3 X)): 30 mg/l
BREERFR: 96 h
FiEk T IESUENER

S KEEYICHT HEM ¢ EC50 (Pseudokirchneriel la subcapitata (#:%)): 10 u g/l
RREERERI: 72 h
#i%: OECD HEEH A K54 > 201

AESERE (Pseudokirchneriella subcapitata (#&:%)):
1.5 ug/l
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29

RREERERA: 72 h
7% OECD RE&H A K54 > 201

EC50 (Anabaena flos-aquae (> 7/ /X2 FT1)7F) )47 ug/l
BRERFE: 72 h
7% OECD FRERA A K54 > 201

RANESZERE (Anabaena flos-aquae (V7 / /N T 1)
7)) ):1.6 ug/l

RREERERE: 72 h

7% OECD E&EH A K54 > 201

M-2794—(k&EREEE : 100
% EE (R )
MN-2704—(0KkEREEE : 1
% RE (M) )
MEMIZT SN : EC50:288.7 mg/|
BREERFM: 3 h
RERAZ A 7 FEOR N
#i%: OECD RERHA K54 > 209

Betamethasone:
SOUAKEOKEESHEY © EC50 (Americamysis (7 AU H I R)):> 50 mg/l
IZxtd 5&EMH RREERER: 96 h

. KEEYIZxT 5F M ¢ EC50 (Pseudokirchneriel la subcapitata (#5%)): > 34 mg/|
REEERERE: 72 h
Hi%: OECD HERH A FS5 4 > 201
e AHEEBREIZHITS2HEL

RAEZERE (Pseudokirchneriel la subcapitata (#%:%)):
34 mg/|

BREEFFRE: 72 h

7% OECD FHBRAA K54 > 201

5% ARERFEICEITHEMEL

AEN (BHSY) D BRKEFZEREE Pimephales promelas (77w Ay K3/
2)): 0. 052 mg/|
BREERFRA: 32 d
7% OECD ERH A K54 > 210

RRESERRE Oryzias latipes (F1A%5)):0.07 ug/l
MREEREE: 219 d
#i%: OECD HERHA K54 > 229
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RET—HFV—F

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

&S

12.0

METH:
2024/04/06

EEES:
610544-00021

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EYERL A 2016/04/29

SOVaAEDOKEESHIY
IZxt9 BE M (IBHESHE)

N-2704— (KERREE

tt RE (B1%) )
REM - SR
%,
=¥

£ RN

JoELySya—)i:
SR

EAEZERE (Daphnia magna (#4322 >3)): 8 mg/l
BREERFR: 21 d

#i%: OECD

1,000

HERAAFS4 2 211

HR: ZoEETIEGZL,
E0fE 31 %
RREERER: 28 d

7% OECD

HERAA K54 > 301F

#E BLUT PELLFELON-T—2IZEDIL

R SofEk,
52 98.3 %
MR 28 d

75i%: OECD

AXYTFhAU-1-A—I, T FFI1E:
R SRk,
E0fEE > 9%
RREERER: 19 d

SR

Clotrimazole:
K TCOREMN

RUSNTILA—)b:
=

Gentamicin:
E RN

KR 5

HEBRHAA K54 > 301F

0 %(242 d)

HR: ZofEE.
HfE 92 - 96 %
BREERFAE: 14 d

R AESRTRE
E£5of%: 100 %
RREERER: 28 d

#i%: OECD

HEBAAFS4 > 314
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

Apuhlic

-5 ORGANON

&S ETA: BPEES: BTE®RET B 2023/09/30
12.0 2024/04/06 610544-00021 #EERLA: 2016/04/29
EREREY
B%:

JoELvySya—i:

(log &)

‘mtb@/—w/mﬁm%#:

NS4 VH:

(log &)

RO T7ILa—)L:

|m¢99/—w/mﬁm%#:

(log &)

Gentamicin:

(log &)

Betamethasone:

|m¢99/—»/mﬁm%ﬂ:

|m¢99/—»/mﬁm%ﬂ:

(log {&)
TiIRPOFHEE Y
T—R%L
FIVE~NDOBENY
JEZS
toEEXE
T—A7%L

n-4%o %/ —IL/ KOERE

log Pow: -1.07

log Pow: > 4
w& 5HE

log Pow: 1.05

log Pow: < -2

log Pow: 2. 11

Ak BEXHFA (EC) No. 440/2008, ftEE, A8

13.

BELOIE

BERE
ERREEY

H 5 BBERDRENIZRE LD T D,
BEME TKABH L TEE 5L,

ZEDORFIE. VAV ILFLEIREZEDOHIZ, Bz

REEVLEXREICRTRT 5

BICHEENEWMES, REARELTEET 5.

14.

WX EDEE

[ oA
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0. 05%) Formulation
IRES HETA: BEES: AIEIZRETB: 2023/09/30
12.0 2024/04/06 610544-00021 #EERR B 2016/04/29
ez _E #z% (UNRTDG)
E#EZ S (UN number) : UN 3082
[E&E#X 4 (Proper shipping - ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(betamethasone, clotrimazole)
E&E 45 %8 (Class) © 9
2R (Packing group) b
Z X)L (Labels) 9
REAEH .
fin22#i5% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3082
[E&E#%X 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(betamethasone, clotrimazole)
E&E 5 %8 (Class) © 9
B (Packing group) b
Z ~)L (Labels) . Miscellaneous
Watkr (B (Pack- : 964
ing instruction (cargo air-
craft))
WaER® (REW) (Pack- @ 964
ing instruction (passenger
aircraft))
REAEH .
3 L &% (IMDG-Code)
EEZES (UN number) : UN 3082
[E&E#%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (betamethasone, clotrimazole)
E&E 548 (Class) )
BEZ M (Packing group) o111
ZRJL (Labels) 9
EmS a2— F (EmS Code) : F-A S-F

BEFEME &Y - FEE) ¢ &Y

(Marine pollutant)

MARPOL 73/78 HiR & 11 BV IBC 23— FIZ & X5 WAMESh S BEME (Y - EHL)
HiEIh - IKBORMICIEIEK S,

&l AR
EoREDERFIE. ]|HE 15258 I 5.
R DORERE

CCITRHESA TV SEES I, BFROBMETOROT, XRET—2— FOFRTHHRS
NEESICHABESN-MEOFEDOAITEDIVTVET, MESEE. REFE, Nvr—oH%
A4 XEMBEOMAORAUDEEICLY, EESIDAREMELHYETS,
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES wETH: BEES: BIEIRETA: 2023/09/30
12.0 2024,/04/06 610544-00021 MEVER B: 2016/04/29
RRBCREEEHES 1M
15. ERZES
BEE AR
HBhE
fEl&Y. IEERIRYICEZLY LA,
(%373
BEFMmtEYE
=z 5
Jonsy—1, 2—SA4A—)L 106
a—TFILFI (C=9~11) —w—EFAFIKRY (AFPITFL 188
V) (BEHHFEMN1, O00KRENLDIZRS, )
a—T7ILF)I (C=12~15) —w—EFAFXFIRY (FF>TF 189
LY) (MEHDFEMNT, 000FkENELDIZES, )
[a— (FIFIL (C=16~18) ) —w—EFOFIRY (FF T 250
Ro—1, 2—4)) RlFa— (ZILT5=)L (C=16~18) ) —w
—ErOFIRY (FFPITEV—-1, 2—D4)0) ]
HER B/ EE
WEENBIESNDEEY
%Y
WEDHAZZTHIREEFEEY
%Y
BEESHILIEHARYH
%Y
ERREORHSh-tEYE (REFELEEHE)
Y
ZERREORHON-EEYE FHRBHIEEME)
Y
AMEZENTREBEYRUEED
EELHTED 2 BITHHERSE9)
x4 EHE (%) BE
RFOS54 L >=10 - <20 2026 &4 A 1 ALIRE
JonNy—1, 2—CA—)L >=10 - <20 2025 & 4 A1 BLIZ
$153H >0 - <10 -
RNUD)LF7ILa—IL >0-<10
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone = ORGANON

(0.05%) Formulation

&S WETA: EEES: BIEIZET A: 2023/09/30
12.0 2024/04/06 610544-00021 MEERH: 2016/04/29

BANEERTIRECRVRUVFEEY

EHEOT & (BITRE185F)

23 5%

RTO348 L4 2026 £4 A1 BURR

JoanNr—1, 2—F—)L 2025 4 A1 B

E/Y]::|

RUDLTFILa—)

BRARENE (BRSNS 577 0 2)
B2

RECEMERETHHRA
JERRY

St EFRHRRAI

JEELY

7 ILEILsehEFRIRA
JERL Y
ARBFIPEFEHRA
JERL Y
FERE/MELETS - WRE— (BEY)
JEERY

SR URIMEFE

JEERY

LM EEHIBEEERE

F—EEEEnE

x4 SRS EHE (%)

FILIT7- FIFII- A AH- EROFx [578 2.3
iRy (FFTTAE- 1, 2- DA
L) (ZPILFILEDRZHMNT16M51
SETHLORUZTNDEEMTH>T.
BIEYSFEMN1, 000KRFDLDIC
Bd, ) RUOFZILI7- FILG=Z)L—- #*
AA-ERFOFIRY (AFTH -
1, 2= O4)0L) (PLTDILEDRE
BN16H0518FTNLORUZFDERE
EMTH-H-T. BHEHLFENNT, 00
OXRFEDHDIZER D, ) WULITTHhBHD

BEEY
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ié;—‘_a :/_ F Apllhlic
Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES ®ETA: BEEKE: BITmEZRET A: 2023/09/30
12.0 2024,/04/06 610544-00021 MEER B : 2016/04/29
BEA R Rk
JESZY
K
JEEZY
R L%
fEIRAIE 2, 3 EKBRYERINRE 1 AEUEYE
et
MEATIRANE 194 £RBRMERIEES 11 ZOMOEEY
BESLERVELSEOILICET 5551
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Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
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