ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES wETH: BEES: BIEIRETA: 2023/09/30
11.0 2024/04/06 610353-00020 #IEERLE: 2016/04/08
1. {EERRUESHER
ILERZDEZ . Betamethasone / Clotrimazole Ointment Formulation

#HicE DRt EH. FARUEEES

HBBOSHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
ERES © +1-551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES © +1-215-631-6999
AR iRk R UE A L O #I R
HEERE EFEH
{F AL DHIR JEEZH

2. EIRAEEOEN

{250 GHS 2%

AhEEM : X5 1B

BERMRESRZETE (REE<C © B9 1 (RTER RER HR, B, LE 8T
=)

KERBEREN B8 (2 D R52

%)

KEREREN RY (18 S-S

%)

GHS SRIILER

BRRXIED VR : % %|

R MR DofEkR
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BIEIRETA: 2023/09/30
11.0 2024/04/06 610353-00020 MEVER B 2016/04/08
ERAEEEIER : H360D RIR~DEEZED B Fh.,
H372 RHAIch =5, RIZIRERBICL SR KNTER %
B, A, Wi IE 2T OEE,
HA01 JKAE£EWI- =1,
HA10 EEAMRG RIS IZ & > TKEEWIZIERIZREM,
FEES

ek

P201 ERATICEIKERBAEZAF T H &,

P202 £ THREFTEFHAHEEIT HZETMYHEbLEN &,
P260 3 CAE HA/ AL/ ER/ ATL—FRALL
ll\: t o

P264 Btk WMRISEEHE K CHES 2 &,

P270 COEL R ZFERAT AL TIT, SREXIFEELZ LGN

&
P23 IREBE~ADREE#ITH &,

P280 {REF R MREKR RERE FEREEAT I L,

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#

LFME - EEHOX . EEY
B

E#4 CAS &= 2HE (b w/w BHRAREE

B85

XhES 3L 8009-03-8 >=90-<=100
BEiE (BH) 8042-47-5 >0-<10 9-1700
IClotrimazole 23593-75-1 >=1-<2.5
[Betamethasone 378-44-9 >=0.025-<0.1
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fé;—‘_a :/_ F Apllhlin
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

4, HFRBEE

—fRET F/NA4 R

RALF-BE

RIBIZfHELIGE

RBICA-=5&

RAAATIIHE

AMEREVERMEERDOR

HERGHIREIR
WREEZY 2EDRE

EEICH T DHFFRTTERE ¢

EHDBZERL. [IOVTCIBNEERELICEENLEZ
2T,

ERARSICBE, FLEREAHDGEEE. EMDOETRE
215,

RLAATEZIHE . FIRGTERDERABSHT 5.
ERLEZRITS,

EMLEBE, BELICKBZRTALSEDKTHEVRYT .
BERLERBRE S VHZR <.

ERLEZRITS,

BEROANICKERZRE D

HEFERT HEIICTERICHKS,

FHHEE L LT, KTIREZESET 5,

RFAH Y BRI 2EBICIERKETEREZIT 5,
RAAATZIGE . BEBICHEMEZL,

ERLEZRITS,

KTAZELLCTT

BRERADEZEDOEEN,

REICH=5. REREFLEBICKLDBHOES,
HAMAERFBELDREITEREEZHLL. HESATULSEK
EREZEATLHIE. BREOTFRENH DSBS, HESD
BYGEAREEZSREOCE (BERE8E5E) .
XEHBREBSURMEREZER TS &,

5 KKFFDIEE

B 75 K F

2 TIEAE DR LVHKH
HHEORIKRAEN

HERBERIEY
BHDHEKAE

HRETSEBEDORE

KIEE

fit 7 JLa—)LEH k|

bRz (C02)

3K H A F

MREGTL,
RIEERYD~DBRBIIBEICEZRIZTEELH D,

RFRERILY)

RISORR & BDIREICIE C THUGERKFERZRS,
RAHDBRHZERENT =DIZKEEEZET 5,
ZETHNIERBEI VT FERKEEI ST
KMo RESEDH &,
KKBFIZIE, B RFEERT 5,
REEZFERAT B,

6. RMUFFDIEE
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

AMRIZHT B EIRFEH, RE @ REEZEAT L.
BRUVERSREE REEWMYZLDT KN R JEB T %2518 . AARE
BOHRFHEICEN EE8Z5H) ,

REICNYT HEEEE D REAOBHEZERTS L
REEHALTHL, BAPIENZELEDH D,
BRINEHRFKEREL. 89T 5.
RMHEAE L CERTELZMEEE, HABBKIERT 5.

HLRAORVRIEDAERY @ ZENEDE., BT EINEBRETRIVERY ., BYLESS
WAt 1B L. BET S,
AESEZHE., BEITDHECE. SHMAFEAARSLIVEDR
BlIc>THIBT S &, TORBICFERSINHMEIZDOWN
THLRBETHD, EORANBRINEINEHERT ILEN
Hbd,
ASDSNEE 13ELVI5I2HNT., ABABRKRELUVE®D
ERHORESHY

1. BREVERUVRELOIE

kLN

HfiTea xR XK ERLRUVREREDEDRFEKESHE,

BFFEER, £/KBRK T AEBRENTELAVESIE. BRIKREEZFEAL T
AW

REWKTEEIE D REORRICATFEL,
MLA, B, AR, TR, ZBRBLLLFERTL—%2RAL
BN E,
BRARAFELZLY,
AR&DiEfMEEIT S,
BIEWVRIEREZLCES 2 &,
BISBREREDHKRICEDE, EEXEHOFHERLUREHED
EITHEICHODERYES &
BREFRALTECIE,
COHREFRATHEEIC, KEXIIREEZ LGNNI L,
FNOEREMEHILEL, BE~AOKEER/NMRIZCTELS5E
295,

i =] 8¢ o ER{EH

BAEXE D BEOERPICIEEMEADIEI EOTREENH DHBEIE.
EEBROBELIZTA ISV VI VRTLAE LU RS2V Y
J—%#REBLTLESL,
FAPIIRBRUBEEZZIET S,
BREINE-KRISBFERT IANCEKET S L,
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BITmEZRET A: 2023/09/30
11.0 2024,/04/06 610353-00020 MEER B : 2016,/04/08
T7o) T4 DMBHGARL—2aVIZlEk, To9=7a
U hO—)L. EYUAEANEEE, BULKBLES L UE
PIREFIE. EEXEFLEES. EXERELEEEBHOEROL
C1—2BCRENBYET,
®RE
RELREEHE DBUHESRILODWVWERSBIZANRTEL .
BRLTRET S &,
BEzLoMNYEADH B,
LEDHREIZH-TRET 5,
ERNEE I E D OROBRFEHEE VS L LITRELGL
BaER L 5
RELRBOEMH D BIUOHE:MRAEL,
8. X EHILERVREBEE

ERBRRICETIHSARBRR/FFRRE

W5 CASES |5 (BB | EERE/ BEE | MR
) | R
RbkOZ42 L4 8009-03-8 OEL-M (= X 3 mg/m’ BAREXELE
k) 28 (FER
)

HMER: BONAME, 18] FE MIHLTESAELS
LY TEHMETHS. COBRICHESINIMER, BEEH

TSN+ REIENAH S.
TWA (AR 5 mg/m° ACGIH
)
BeiHR (Al 8042-47-5 TWA (R AR 5 mg/m* ACGIH
)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB RER
2)
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER
EEMMIER: RS
| HZFERYHIE [ 10 yg/100 cm* | PIEB
BRIt 5 D BETOMRE L UVEETELVWI Y TADEEYOREE

ECOAT, BEAMOERISEYGMEHEBALELGY F
3 Bl. YA RTLNSORE], #HEaCTFEYE
BEFEDTEDV—AMNEE2I=AY K. BRTEHHE
Wz &),

B, KRXEKFIVRREZREST SHH. £2T00=T7) >
TEBEIRMBREICLYERES ., GIPBERICHVERS
PWENHYZFET,
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES METH: BEES BiEIZRETA: 2023/09/30
11.0 2024/04/06 610353-00020 AEAERL B 2016/04/08
[RAI. FABIKE TIXERY FEHENTLEEELY,
2 0—XTAtR AT LGB EFERLET,
RER
ik ARER B BRBEREENFIATEARWNMEES., £IXIE < EFTM
THEHA FSA4 o OEENDIE BN REIN-IGEX, FF
WREREZFERALELL D,
T4 NWE—247 WA FAEAREASADESERA T
FOHREER
®E MEREFE
= FREETERITHAELEERFLEFL £,
ARDRER Y4 Fo—IL RFEREREDL LIEZT—VILEERT 5,
EERED LCIIEERICTROZLVKE, S X+, T 70Y
W ENRET BI5E(X, BRI —JILEERT 5,
MLA. SR, LI 7RYVILICEAEESLSIND
A HEBHEIE. 72 —RP—ILEH LLEZFDIEHLD
TN z—REOTOTIavEBRALELL S,
RERUVEKDREER A=T74—LH LLIEEREAI—FEEFERALELL S,

AREMNBHLGEWEL ST, EESNDFZRVICETE, &
EBEOA—AUbEEMLTHEALFELLS Bl RY—T
Lyy, 2700, RFR. EOMETR—YRE) .
FBRINEAREDOHSIRRER CERIXBEYEHFETITO
TLfZEl,

9. MEMETLFEHER

PIRR AR FEFRDERTI—R
& T2
AR T2
RhoLEs0EE T2
R RER T2
BRAXITNER RV HHEEEE TR L

AEAE (ER. =KD
AR GRIK)

SIRDEREEE L THESA TGN

FoaL

BRETRARVERELRR FIARR

BEHEHAD LR/ AIALR

F—aHL
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HeF—8L— b A
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BITmEZRET A: 2023/09/30
11.0 2024,/04/06 610353-00020 MEER B : 2016,/04/08
&
BREFOTRE/BIATE : T—42%4L
[}
CIPS = JEZY
NERRE T—R2EL
pH T—a%L
RRRE JEZY
BAT IR F_HmHL
E
FFE (EhFh1EER) T—REL
BARIE
KB T—REL
n-A+49%/—IJL/ K% %Y
(log {iE)
RRE JEZY
FZERV ./ XITHEAIRE
HE FmHL
wE T—R%L
HEARHTRBZRE JEZY
IBRES JEIEFM
R 4% A IBEIEEME L LTIEREINLGLY,
T4
PFHA4 R JEZY
10. REHRUVRIGHE
RIS RIGEREE L TIESEI AL,
N TS BEDIKETIEIREE.
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BIEIRETA: 2023/09/30
11.0 2024,/04/06 610353-00020 MEER B : 2016,/04/08
ERAEERICEREE D BUOEBIERIERIGT B ELAH S,
HITHARNEEHE D mMRAEL,
EAREIRME C BRERE
BREELSEERY D BREELSBEERMIIAM SN TV,
1. AEHEHR

AREMED H IS RERBOER © KIEEH
B
RBICA-EB&

SESEs

FAEEAERICEDCRYDETERL,

e

aMsEM ®o) D RMEEMHEEME > 2,000 mg/ke
Bk HEICKEHE

AMENT BR) D RMEEMHEME > 2,000 mg/ke
FHik HEICKIAE

B4

RhkO542 4

SMEEE o) : LD50 (3w k): > 5,000 mg/ke
A% OECD SRER KA A K54 > 401
HE: BT s2mEIBONET—FIZHE DL

AMENY BR) : LD50 (5w k):> 2,000 mg/ke

7% OECD RE&RA A K54 > 402

TERAAV M COMEFLITEEVEIRAHEDORESHEILE
Ly,

EE BT 2MEHISBLNET—2IZH DL

BHeskH (FiH) :

SME%E #E0) : LD50 (5 k):> 5,000 mg/kg
SHESEE RA) : LG50 (T k):> 5 mg/l
BREERFMAE: 4 h

HEBRIRE. MLA/S R b
TERAV M COMEFLITEEVEI2EDORASHEILE
A
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BEEKE: BIEIRETA: 2023/09/30
11.0 2024/04/06 610353-00020 MEVER B 2016/04/08
aMET (BR) © LD50 (2H): > 2,000 mg/ke
TFHERAAV K COMEFHILEEYTIAEDRESELE
LY,
Clotrimazole:
A2MEE #&nO) © D50 (Z v k): 708 mg/kg

LD50 (=2 R): 761 mg/kg
LD50 (=24 ): > 1,000 mg/kg
SMEE (RA) : LC50 (T k):> 0.73 mg/|

MR 4 h
RERIRE MLA/ZX b

SMEEE BR) D50 (%2 R): 923 mg/kg
Betamethasone:
AEE #@0O) : LD50 (T F):> 5,000 mg/kg

LD50 (¥ R): > 4,500 mg/kg

2MsEE (]RA) : LG50 (T k): 0.4 mg/l
IREERERE: 4 h

BREREY. /3T

FATRESERICE DR YNETELHLY,

B

RO 3 L

2 oYX

Hik : OECD &HE&HA K54 > 404

R D BERIEAL

= LT AMEMSBLON-T—2ICEDL

BRdkn (Fid) :

(Ed LS

fER C BRERIEAL
Clotrimazole:

& oY E

fER D EEBRIEAZL
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ié;—‘_ a :/_ F Apuhlic
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BEEKE: BIEIRETA: 2023/09/30
11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

Betamethasone:

| 1 4
SR BEDRERIK

RIZHY 2 ERTREGERRIBE
FIRARIRELERICEDCRY DETELL,

B5:
RrhOTS 3 L
&

fER

Hik

£

Beskn (7)) :

|@
e

Clotrimazole:
|@
fER

Betamethasone:

|$§
e

AR, 38 % AR 1 S [ B2 I I A

RERESE

4
BE~ DRI L

OECD ERE& S A K54 > 405

BT EMEN BT —RIZET<

S
RADRIFG L

e
BEEDRRIH

Y
RADRIFG L

FIRARRELGERICEDCRY DETELRL,

e g i

FIATREAERICEDCRY AFETELL,

5%
RrAT 32 L
HERA AT
KEOIRK

2
#ER

Eai—5—&%
R RS Hfi
EIILEY bk
(=45
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
BRES HETE: BEEE. BIEET B: 2023/09/30
11.0 2024/04,/06 610353-00020 #E VR B: 2016/04/08
||E= L BT AMENLBLNET—RIZEDSL

BegkH (Rl :

HERA A T . Ea—5—&%
REDITER D RIEEA
2 D EILEY R
fER Do e
Betamethasone:
EAOER 233 CORBRE
2 D EILEYH
fER D OBULREMYME
AL RN
FIATRE T ERICE DR YNFETERLY,
B%:
RbAZ3 L
in vitro TOEEEME o BERA A T in vitro 2B AKEEHE
R 2k
BE: BT spanroFont=7—42c&ED3<
in vivo TOEEEMN D HREA 4 T I B ARMBR/MEELER (in vivo MIREEMER
ER)
B.YvIR

REER: ERERTS

7% OECD FRERAA K54 > 474

BER e

#E: BUTSMEL TN -T—2IZHEDIL

BRdkn (Fid) :

in vitro TOEEEME © HRERA A T in vitro WELEWMEEEFEERER
R fE

in vivo TOEEEEM D HERA A T EELEYSRMmMER/MZEER (in vivo MRS MR
E®)
EYOR

BREER: ERERTS

7% OECD FRERAA K54 > 474

BER e

wE: BT IMEMSTONLT—RITEDL
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ié;—‘_a :/_ F Apllhlic
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

Clotrimazole:
in vitro TOEEEMN

in vivo COEEEMN

ATEMIRAERRME - TR A

vk

Betamethasone:
in vitro TOEEEM

in vivo TOEEEMN

ATEMRRERRME - TR A

vk

SN A

RS A T MENE AL D ERRAL R WES)
R Rt

HERZ A T in vitro 2EKEEHR
R e

SRERS 4 71 in vitro /M%EER
R fE

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

B oy bk

BER% &0

R fEt

HERA A T HIAERTFOLBAREESHE (in vivo)
B NLRAR—
R 2

REAE C ETEMRERERRE L THET S LETER
A

HEBRY 1 T AEMERA N S EIFRALEHER (AVES)
R =%

HERS A T in vitro I BYHIEGFERAR
R 2

SRERZ A 7 in vitro ZEBEKEERER
R B

HERA A 7 HELERMER/NMZEER (in vivo HifaEMER
E®)

B YR

HEREK 0

R AR

RIAE  ATEMIARALZERE LTHET S LIFTER
L\o

FIARTREAERICEDSRY DFETELL,
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ié 7_'-‘_ a :/_ F Aﬁ-hlic
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES wETH: BBEE BIEIRETA: 2023/09/30
11.0 2024/04/06 610353-00020 #EVERL B 2016/04/08

%

RrOS54 L

& Sw bk

REZR RAHIAATEE

i 5= B R 2

R (=

Bedilh (Fil) -

iE Sw bk

BREZI% thAHAATEEE

R & R 24 » B

SR (=

Clotrimazole:

15 vk

BREZI% #n

BR R B RS 78 @

fER (=X

HIEEY

BEANDEZEODEETN.

0%

W= EFN

PEIRICK S B &

BRdkn (Fid) :
PEIRICK S D&

BB A T AR/ REBMRY Y-V TRR

B oy bk

RERH®: RAFAATEEE

R =S

B BT SPEM ST ONT—RITESL

HEBRYA T ZRENE L URRERE

B oy bk

RGRERR: RS A

RS

#E: BLUT ELFoNT—2IZHEDIL

RE (T — R EESERER

B Sy bk

R EREER: B2 RS A

HR B
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON

Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
11.0 2024/04/06 610353-00020 #EERH: 2016/04/08

REDRBE~DEE D HEBA4A T ZRMELURRERE
B oyhk
BERE: RHRAALEBES
R E

Clotrimazole:
IRIC I B8 . HERAa 4T 2R / VHRERLE
B oy bk
BE5#% &0
4 5EH1: LOAEL: 50 mg/kg AE
R ZIBEEADFE,

REODRBE~DEE D HREBAA T ZRMELURRERE
oy bk
BERK #0
FAEZE M LOAEL: 100 mg/kg AE
R E-BRIESME, | EIFEEILLL,

HEB44 7 2R L UVBRERER

B ovhk

BREZK &0

FAEZE M NOAEL: 50 mg/kg AE

R IE-BREEM.,  EIFEELL,

HEA4 T BN L UBRRER
B vHR

BERE #0

FAEME: NOAEL: 200 mg/kg {AE
R BROXRBE~NDEZEILHE,

HER44 T 2B L UHRRER
FE oY x

BE&K 0

F4E =1 NOAEL: 180 mg/kg AE
R BROREB~DEETELY,

AESE-TEAAVE D BMRRICL D EMHIBES I UVRENNDBZELNH D C
EN—HBIFRESNTWND, . BVRRICLDERFTICERE
BHHEN—BIUESNTIVD,

Betamethasone:
BEORE~DETE D oYX
RERR AN
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ié;—‘_a :/_ F Apllhlic
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

RES ®ETA: BEEKE: BIEIRETA: 2023/09/30

11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

EEEE-T7EAAD R

FERMESESTE (HEIETCR)

FHEFM: LOAEL: 0. 05 mg/kg AE
HER KBRS,  FELBHLONT,

oy b

BE5E®K KT

FAEEM: LOAEL: 0. 42 mg/kg AE
R FEIBOLNT,

B YOR

BER®: BHRA

FEZM: LOAEL: 1 mg/kg AE
R FENBOLNT-,

BYRRICKDERBADEZENAEICH D,

FIRARIRELERICEDICRY DETELL,

FERMRBSTE (REFI R

RHICH=5. RERERFICLHESF RTEAR RER BA KR 0LE BT OESF.

B%:

Clotrimazole:

OIS
TERAA

Betamethasone:

T
TERAA b

RiEREEN
5
RbATE L

2
NOAEL

bR
R 55 i i

BRgkH (FiH) :

2
LOAEL

i B BIE
RHIIH=5. RIREFILLBIZLSBHROEZTDOEZ 1.

TEA, RER BHA, BWR & BT
R#ICH=5. REREFLBICKLDBHOES.

-

™2
w8

0 mg/kg
RAATEEE

R

vk
160 mg/kg

15/25



ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BIEIRETA: 2023/09/30
11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

REE® D A RAATEEE

IR ER : 90 Days

iE Sw bk

LOAEL 5= 1 me/l

BREZIK D RA@LCA/ZTRNIE

R & R D 4 &

#ik . OECD BERHA KSA > 412

Clotrimazole:

(& Lo

LOAEL . 5 - 40 mg/kg
5K D RIEHEA

A = B R 3 #HE

gl . KRIE

JiE IR D FE &R, EE, XK
(i Doy kb

LOAEL ;10 mg/kg
BE5ER |

A 5 B 18 » B

1R RS . FFiE, B, BT
(i S

LOAEL : 25 mg/kg
BREZR C N0

A 5 B . 6-12 A8

HZ RO AR BT

JiE K COmEERE, R, MEAt
Betamethasone:

& A

LOAEL : 0.05 %

B E5E% D RIEYEA

i = B R : 10 - 30 d

1R AR ER D RRTER R/ER GR
2 2y kb

LOAEL : 0.05 %

bR ) D RIS¥EA

i = B R ;83

1R ES )

||z . YMR

16/ 25



§ é 7-‘_ a :/ - F Apllhlic
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BEEKE: BIEIRETA: 2023/09/30
11.0 2024,/04/06 610353-00020 MEER B : 2016,/04/08

LOAEL 0.1 %

BREZK R IE

TR 8 A

ZRfiE s i)

& N

LOAEL 0.05 mg/ke

REEK #nO

PN 28 d

ZRfiE s m%, Mg I

BRAAEENY

R TR BRI R S < RY HETEHL,

AMEIZH T B REBAER

5

Clotrimazole:

RIS SEIR: RP, BRE, KEWK, FE K

RARATZHE

Betamethasone:
Rk A

fEIR: fESR, HES, BM, TH

ZEailEgss: 21
fEIK: RR, RE RIEME

12.

(s i aY=—3 3

SOVAFEOKEERHTY ¢

LL50 (Pimephales promelas (77w kAw KX/ )):> 100
mg/ |

BREERFE: 96 h

WERME: KiEE S

7% OECD RERA A FZ 4 > 203

&% BT IMEI/TONT—FITEDL

EC50 (Daphnia magna (##4 X< > 3)):> 10,000 mg/|
BREERFR: 48 h
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Betamethasone / Clotrimazole Ointment

ReET—2I—F
Formulation
RES wETA:

2024/04/06

REES.
610353-00020

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EYERL A 2016/04/08

S KEEWICKT BEN -

SOVIOFEQKEERHEY

[Tx9 BEME (BIEEN)

BRgLH (FH) :
BEMN

SUOVIAFEQKEERHEY ¢

(s e aY=—3 3

R KEEYIIHT HEN

RSN (BHESM)

TUOVIFOKEEEHDY

[Txd HEM (BHEEN)

Clotrimazole:
y::Eks

TUOVIFEOKEEEHBY

X9 EME

WERE: KTEE 5

HE: ELTmEMIR/ONT—2IZE DL

NOEL #ESZZEE (&) (Pseudokirchneriella subcapitata
(%) ): >= 100 mg/I

IREERFRE: 72 h

BERE : KIEE S

7% OECD ER S A K54 > 201

wHE: LT IMEI/ONI-T—RIZEDL

RAXEZEREE (Daphnia magna (A2 >3)):10 mg/l
BREERFMAE: 21 d
HERE: KIEE S

HE BT MEMTONT—RIZEDL

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERFRE: 96 h
7% OECD #HE&H A K54 > 203

EC50 (Daphnia magna (F#4 X< >3)):> 100 mg/|
BREERFRA: 48 h
A% OECD SRER A A K54 > 202

RAEZERE (Pseudokirchneriel la subcapitata (%%:%)):
100 mg/|

BREERFR: 72 h

7% OECD RERAA K54 > 201

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

BRARESZEEE (Daphnia magna (X4 X< >a)): 1,000 mg/l
RREERER: 21 d

LC50 (Brachydanio rerio (€75 74 wv<,a)):> 0.29 mg/|
RREERER: 96 h
A% OECD HEEHA K541 > 203

EC50 (Daphnia magna (#4322 >3)):0.02 mg/|
RREERER: 48 h
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES  WETA: BEES: #EBET A 2023/09/30

2024/04/06

610353-00020

#EYERL A 2016/04/08

M-2705— (KERREE
tt EH (2% )
RSN (S

X9 BEME (BEEN)

M-2705— (KERREE
tt RE (B )
WA T HEM

Betamethasone:

(s e aY=—3 3

BEMN (BHESM)

BREKEEMICHT HENE

SOVAFEQKEERHEY ¢

SOVAFEQKEERHEY ¢

B KEEMIIXIT HENE

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

RAEZERE (Desmodesmus subspicatus (#%%)): 0.017

mg/ |
BREERFR: 72 h

10

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

BREERFMAE: 32 d

7% OECD ERBE&RA A K54 > 210

RAEZERZE (Daphnia magna (A4 =2>3)):0.01 mg/|
BREERFR: 21 d
A% OECD SRER A K54 > 211

10

EC50: > 10, 000 mg/ |

RREERFRE: 3 h

SHER AR A T IR

7% OECD HE&H A K54 > 209

EC50 (Americamysis (F A H I R)):> 50 mg/l
RREERER: 96 h

EC50 (Pseudokirchneriella subcapitata (#k%)):> 34 mg/|
BRERFME: 72 h

77i%: OECD FRERA A K54 > 201

&% AMERMBICETLIEHEL

BRAESEEE (Pseudokirchneriel la subcapitata (%:%)):
34 mg/|

RREEEERE: 72 h

7#i%: OECD #HE&H A K541 > 201

BE: BARERFEICE T HMHEL

RKEZLERRE (Pimephales promelas (77w Ay KI/
r2)): 0. 052 mg/|

RREERER: 32 d

A% OECD FHE&H A K54 > 210
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Betamethasone / Clotrimazole Ointment

ReET—2I—F
Formulation
RES wETA:
11.0 2024/04/06

EEES:
610353-00020

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EYERL A 2016/04/08

SOVIFEQKEERHEY ¢

X9 HEME (BIEEN)

-7 48— (KERREE
tt RE (B )

REM - SR
B5:

RrhOTS 3 L
o R

BRdkH (7)) :
SR

Clotrimazole:
Keh TR EM
EHERYE
%

Betamethasone:

n-#A%9 %7 —IL/KDERER

(log {#)
TiEhOBEE
T—R7L
I UB~AOBEN
JEEZ Y

RKREZLEERE (Oryzias latipes (F1A & 4)):0.07 ug/l
MREERER: 219 d
A% OECD SRER A A K54 > 229

RAEZLERE (Daphnia magna (XA =2>0)): 8 mg/l
BREERFMAE: 21 d
7% OECD FRERA A K54 > 211

1,000

R ZAEETIEGEL,

EofE: 31 %

RREERFR: 28 d

#i%: OECD REEH A K51 > 301F

HE LT 2PEIEONET—2IZE DL

HR: ZORETEEL,
E0fE: 31 %
BREERFME: 28 d

MK SME: 50 %(242 d)

log Pow: 2. 11
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BIEIRETA: 2023/09/30
11.0 2024/04,/06 610353-00020 #EER - 2016/04/08
thnFEFLE
F_aHL
13. BELDIEE
BEALE
RREEY A BARAORFIZIENLST B,
BEMETAAEH L TIEE DAL,
ERRER UL L EOBEE. UYL ELREEOEDIC. BAERZIH -

REEVLEXREICRTRET S
BICHEENEMES., REARELTEET 5.

14, WX LDERE

E R
R L &% (UNRTDG)
E:EES (UN number) : UN 3077
EE#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)
(betamethasone, clotrimazole)
E:&E 5 #8 (Class) 9
BB/ (Packing group) o111
S AL (Labels) 9
REREMH D ERE
fZe 8% (IATA-DGR)
UN/ID &% (UN/ID number) : UN 3077
EE#iE 4 (Proper shipping :  Environmentally hazardous substance, solid, n.o.s.
name)
(betamethasone, clotrimazole)
E&E 5 48 (Class) ©9
BEZ M (Packing group) o111
Z ~)L (Labels) :  Miscellaneous
WafEr (B (Pack- @ 956
ing instruction (cargo air-
craft))
WafEr (REH) (Pack- @ 956
ing instruction (passenger
aircraft))
REREMH D EBRE
7 L #i% (IMDG-Code)
E:EZHES (UN number) : UN 3077
[E&E#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (betamethasone, clotrimazole)
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES METH: BEES AEET A 2023/09/30
11.0 2024/04,/06 610353-00020 #MEVER B : 2016/04/08
[E#E 5 %8 (Class) 9
BHZ R (Packing group) © 111
S RJL (Labels) 9
EmS 31— K (EmS Code) : F-A,S-F

BESEYE &Y - FEE) ¢ ZH

(Marine pollutant)

MARPOL 73/78 Hi/®&E I1 RV IBC I— FIC& (L oEAMEShIEAEME (B - EHKY)
s S n-KEBOERBITIEIZS,

Bl PR
EnREDERF L, EEB 15 2838 I 5,
A DR EHE

CCICRBEATLDIEES . BROBMETOLOT, KRET -2 — FOFRTHRHGS
NEESICHABESNE-MBOBREDHITEINVTWVET, WESEE. REFER. Nvr—2H
A XEMBOMADORUDEEICLY, EEEIDAAREELHYETS,

REFHLAHERHES DM

15, BRAZES

BEER

HRBAE

fElRY. EEMBRMICZE LA,

L&EX

BELEME. BERECFME. BEFMIEEMEICKILEL,
FBERE/LEE

BEFNRLSILIAED

JEER

BEDHTERITHINEZHED

JEER

BEEENLEHARYME

JEER

ERFEDEH oM=L EWE (BRFLEYR)
EH

ZEREORBH oh-LEWE (HFREHEFHE)
E
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ié;—‘_ a :/_ F A’uhlic
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES  HIA: BEES. STEHETE: 2023/09/30
11.0 2024,/04/06 610353-00020 MEER B : 2016,/04/08
‘ BAMEEZENTAEEEVMRUVUEEY
EREDLSTED 2 FEITSARE 9
Rz EHE (%) %
K305 4 L 5290 - <=100 2026 & 4 A 1 BLK
S 50-<10 ;

AHEERTIRECRVRVEEY
EHEOT & (HITRE 18 %)

=23

"%

RTOZ4% L

2026 £ 4 A1 BLARR

E/Y]::|

NARENE (FERE/HERRE ST ED2)

B2

HELEVMEREETFIHRA
JEEZ L

$hEFRARAI

JEE% Y

7L EFEHE
JEEL Y

ABHEFILE TR
JEEL Y
FEREMEIRITS - WRE— (EEY)
JEEL Y

B R UBIMEEE

JEEL Y
tEYEHHREEERREEE
JEEL Y

BEHAGRRE

JEEL Y

VE 32108 S

JEZY

R EE

ERAIE 2, I XBRYWETRINRE 1. AEEYE
RASTN

FEATIRAISE 194 RERMERIRE 11 TOMDEEY
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

BESREFRVBLEFEOMLICET HEE

&5 FEAHHE L AERAPECEZRE LN
(EREEPS D BEERME
FREE R U R AR AR SR N i
RRERFEEERA (BiH - WA
EEE
REMRERBHERS (@ - @A
ELEE
BEEVOLER UERICET &R
EXREEY
COHRBORBIZOVWTEEAS VRV b —~DRRHIER :
AICS LA
DSL DARE
IECSC S
16. ZOHD1ER

ASS [CENTHBZREHEZDBNARYEDRENMERTDERIL. EXMETHIEEE
BHEYT

5| A3k . BHE#MIT—4. EMESDS I2EDILF—4. O0ECD eChem
R—2ILE I VERMILEYMER http://echa. europa. eu/ D&
REER

LEIN—2a U b ZEBEENEHEAREAXETEH 2 AR THRARTSIATVET,

Aft7+—<wv k . %/B/H

ZDHDBEEDEX

ACGIH . KE, ACGIHPRSEAfE (TLV)

AAEEXFEZER (FRE @ BHAEEGLERR HRREZOHE -1 LE2VEOHBTREE
)

ACGIH / TWA . 8 EERE. EERIMNEFELY

BAEXREZR FBRE B EE

FE) /O0EL-M
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

11.0 2024/04,/06 610353-00020 #EER - 2016/04/08

AlIC - =R S U TDIELERA AR M) ANTT - T3 DILEREERKE, ASTM - XK
E#HERRGS bw - (KE; R - AU, ZEFREHE. £ESEENHLESNLIME: DIN -
FaURBIHERELE DSL - ERYEY RN (BF4); Ex - FED XWOREERIEFT EEZ
BNBDRE, Elx - FED XWOREERIFT EEAONDIER/EE, InS - REKOR TP
—JL; ENCS - L ZTZEDEEFLEME) X b ErCx - FED XUORIGERIFTEZEZLNDK
R&R RG - BRI OF5IE; GHS - HRHAMI X T LA GLP - HERERHEE, [ARC - ER
DATRZTHEE, [ATA - EEMZEERS, IBC - BRIEFHDOESHEEEXZD-HDOMMOEE
BRURKICE T 2EFRRRAI; 1050 - 50%EFRE: 1CA0 - EREREMEME: [ECSC - hER
FleEYELE: INDGC - ERELERYMRIE I - ERESEHE. ISHL - FsBRE/EE
(BA); 1S0 - EFRE/LHME. KECI - REBRFLFHMERK: LC50 - 50%EHILRE: LD50 -
50%HEE (FHHEE) | MARPOL - MK BFRDMHLD-HDEMRER: no.s. - #I
mAMBARSINTVE LD ZERRC: Neh - FURAL NOWEC - EEFMHHZERE. NOAEL -
BESMHZEL AL, NOER - BEAEHZELRTEIS. NOM - A X2 a2XRAI NTP - RKEE
REMTOT 5L NZIoC - Za—D—5 v MEEME AR, 0ECD - BFH NHEASMEME, OPPTS
- LEMER M - AFHILER: PBT - HORRMEN - ARBHENE - HEMEWE) © PICCS - 7
1 VELEMEA oAV ) —; QSR - (EEH) BEFMHEEI. REACH - LEZHMEDE
$x. EFffi. 3B WAL UEE (REACH) IZBI¥ H#RAI (EC) No 1907/2006: SADT - BT imE5f#
mE; SDS - R&ET—2— b TECI - 2 A ICEAFDILEMED A oA R TCSI - BE(E
EMEA R M) —; TDG - fER¥EE, TSCA - AEMERSE CKE); UN - E&E; UNRTDG
- BRESEIRYEEES. VB - FEICHABRUFEICEERL WHNIS - ERGRIKE
EMMERRIAT A

CORET—RI—FUUT TSDS) &0V5) TRIET HFEMUT TRFEH &0V D)K. FEH
BEFRICENT., BHOKEOMNH. BFHR. RMERDLETERTHLHEHILEZLDTY,
AERIT, BREOZTEGEEV., FH, LB, RE. Bif. EERVERICETISIHIF R E
LTOAERSNTEY . WA BSRIERIIREREEZLTHLOTEHY FHA, KIFHIE.
SDS DEEEZICRESN TV AIRESNEHAICHTSIIOTHY .. FZAHGAMOR G EBAE
HET, XETO0EAPTHEASNBIBE. AXHRITERNGZVRY .. BRICEG S GO ETREMS
BAHYFET, AEROEREFSMICEV TR, FERRVHERZTEZERY S5HRIC. TRES
MORBREBICETHEREMOBEYLFEZEH T, FRESMUDOERT 2HETORENKR
[CETHEAHBOEFEL. FA, LE, ROREICOWT, #RBLET,

JP/JA
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