REF—5y— b

Betamethasone / Clotrimazole Cream
Formulation

Apuhlic

-5 ORGANON

&S ETH: BERS: BiIEIRETH: 2020/10/10
2021/04/09 412904-00015 #IEERLB: 2015/12/14
. AERRRUESHER
EEHDAR Betamethasone / Clotrimazole Cream Formulation

HficEORMLAT. FRRUVEEES

HEEFEOEHET : Organon & Co.
X7 30 Hudson Street, 33nd floor

Jersey Gity, New Jersey, U.S.A 07302
BiEES 551-430-6000

BEFA—ILTKLR

RAERERES

SRR B UME A L O FIRR
HER AR

EHSSTEWARD@or ganon. com

215-631-6999

2. BRAELEOEY

{250 GHS 2%
AREETE

BERMESRETE (REIFEL

=)

X7 1B

X5 1 (T EE, RER, HR, B, L&, 8F)

KERBEAEENE B8 (& X452

%)

KEBRBEAENE B (1B X1

%)

GHS SRIILEXHR

BRREXIEVRIL % %'
EEMREEE yeR i3

BREEHER H360D Bs R~ADEZED S ZFh,

H372 RH#AICH -5, RIIRERZ|IC L SEF RTERK &
E% A BE nE AT OEE,

HA01 JKEEIZEHE,

HA10 REAMEGRAIESE (C & > TKEEWIZIER IR IEM,
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14
FEEE : masm:

P201 ERATICEIKERBAEZAF T H I &,

P202 £ THREFEEHAHEMIT HFETMYHEbHRENI &,
P260 = R b/ ZEREFWRALKGEWNI &,

P264 ERik WMEISEEH K CHES 2 &,

P20 CHOHEREFERT L EIC, REXITEEEZLAZN
Es
P2T3 IRIE~ADMHE ZEEFTHZ &,

P280 REFR REKR RERE RE@mEZERAI L&,

EREE:

P308 + P33 [(EK EXFKIXK EDB A HH5E : EEIDZE
SEREETEZITHT L,

P31 R ZREINT B &,

RrReE

P405 EfE L TRET H &

B

P501 I, BHREARPBIN-VEHRICEET S &,

GHS FEIZEZE L E WML DERB ST
HEREL,

3. MERUHSER

It E - BEYORX A © BREY
5
[4=oE4 CAS B S A= (% w/w BIRARER
EH5
RhES2L4L 8009-03-8 >=10-<20
JoELySya—iu 57-55-6 >=1-<10 2-234
AR (Rl 8042-47-5 >=1-<10 9-1700
T rX1C16-18 7ILa—IL 68439-49-6 >=1-<2.5
Clotrimazole 23593-75-1 >=1-<2.5
Betamethasone 378-44-9 >=0.025-<0.1
4, HERBE
— BT KN R D BHOBEY. AT BN ZFEFELICEEDRES:

&'-J-éo
ERARSICIBE, FEERBAHDIGEEE. ERMOETRE
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14
S+5,
MALT-BE RUVAATIBE . FELGTESOBHABHT 3.,

REIZftELI=5E

RBICA-B&

RARATEBE

BMERRVEREERDR

HLEELTRHIRER
BEEEEY 2 EDRE

EER IS T SHEFREEEE

EBRNEZZ(T 5,

EMLI-IGE,. BEBICREERITALZEDKTREVERT,
BRLEKRE X UVHER <,

ERNEZZ(T 5,

BERAORICKREEXS.

HEBERIT DAICERITES.
FTRHEEE LT, KTRE®RET 5,

FEMNHY BT 2B AICXERLETEEREZIT5,
MARAATZIEE . BEB(CHAELL,

EBRNEZXZ(T 5,

AKTOFEXLTT

BEADEZEDE TN,

RHIzh=5. RIIREIFLBIZLDEFRDOEE,
HOAMAEESIELNREITTEEZILL., HESKhTLWSE
EREFERTHE, BEOWERNENHZHEIE. BB 8D
WYILEANREEEZSBEOZ L (IEB 8 238MH) ,
IEHBREBLIUREREEZITH I &,

5 KKEFDHEE

B 75 K F

> TIXGE DR LVH KA
BHEORKRAEM

HERERIEY

KIEE

it 7 JLa—)LiEHE kel

bR *H (C02)

R H A F

MR L,
RIREBRYM~DBREBIRBEICEEZRIZTIEENH D,

RERERILY)

BEDHEXTGE RGO & BDRKFICIE C CGEYGERFRZANS,
KAHDBRHZE AT B-DIZKEEET 5,
TETHNIERBEI VT FERKEEL ST,
KMo RESEDH &,

HRZEITSEDRE KKBFIZIE, BIXMRBEERT 5.
REEZHERAT 5.

6. IRHFFDIEE
AMRICHT HEEEHE, RE © REEZERT D,

BERUVRAREE

REICHYHEIEEHE

ZEGMYFZLDT FNA R (HBE T E25]R) O, BARE
Bo#RERICEN (EE 8 E3H) .

RE~OBHZEITSZ &,
REEHALTHD, BAPIENZLEDH S,
LEEICLFEFAINEHC (HLRADELRIA AN TRE
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation

RES WETH: BEEXE: BIEIZRETA: 2020/10/10

6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14

12& %),
FBRINF-HRSEKEREL. UnT 5,
FRHEMNELCEURTELMESIX., HABBRICERT 5,

HLAHORVHEDHFERD | FTEELGRIRM TRXSE 5,

2 SEICCENIGE. BRZEESFOHEYLH LADFR
ZELT, LGADLBWVESICTSHI &, BHREICERALEE
HERVTTRWEIFH I ENTERHEICE, BRL-Y
BZzBULERBNIRET D,

REYE T EYGRINFITRET 5 &,

ABGBEME. BEITDIEICE, FMFRARESIVEDOR
BlIcfE-TRESTH L, TOREICERSALHEICON
THLRA%ETHS. EORUNBREINLGNEHET SLEDN
Hdo

ASDSDIER 13HBLVU L TENT, ABRBRELVED
EHHEDORZEDY .

1. BEVWRUVRELDOEE

&L

FATRI*T 2R D IFKEBLERUVREREDEDEFRRESE,

BrER, 2B D TR EHBRATELRNGSIE. BRTEREEEFERALTCE
AW

ZEREESEIE D ERBRKRRIZE L,
SRMBRRERALGN &
RAAE LN,
RE DFEfZERIT S,
BRWVERIEIREFELCHES Z L,
BISBRERAEORRICE DS, EXEHOBLELSLUZE2MED
ETREIHORYIES Z &
BREFRHALTHECI L,
CHOERBFEFERTHEETIZ. MEBEXITEEEX LGN &,
RBNOEREMZHLEL. RE~ANOBREZR/DMERICT D LS5
B9 5,

Y fih [ 8% o ERAEH

BA XK D BEOFERPICIEEMEADIX EOTRESELH SIHEIL.
EEBROELICTA IO TVRTLELIURED Y
T—%#HEBEL T,
FRAGIHRERUVEEZZILT S,
FBRINERKRITBERT SENKET S &,
T7)TAOMBEMEARL—LaVIZE, To9=F7a
vha—)L, BEUIGEASLESRE, BULGKRLES LVFE
ZBREFIE. EXRFAER. EXERLEERFIOERD L
Ea—%EOCRELHYET,

RE
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
6.2 2021/04/09 412904-00015 DEAERE: 2015/12/14
BeNEEEH  BYESALOONEREIZARTES .
HERELTRETHZ &,
BELoMYEDS.
ZEDOHREICE->TRET 5,
BN IEME D OROBRIEFEE VS L LITRE LG
N
RE L BEBROEME L EESHOHME MEAL.
8. [ EHLEEVRELE
EEBBICHEITAIRSNBRERAR/HRERE
D%y CAS HES B2 (B2 | EHEE/IBRE | H®
9] E
RrOS4 L 8009-03-8 | OELM(S 2 |3 me/m’ BAEERE
k) e (HEE
%)

HMER: BEVALUNDOREZEZERE LTHBRRENTSL
TW3HE. 1. BPARSEOMXSR, ENAYME 51
Bl FEMIHLTESAELA DD EHHTEDIMETHS.
DEICHEINIVEIRL, EFHAELN D +HLIANAHS.

TWA (IR AR 5 mg/m’ ACGIH
)
Hedhn (FAH) 8042-47-5 OEL-M (= R 3 mg/m’ AAREERGE
k) 22 (HER
®)

HMER: ROVALUSNOREZEZERE LTHRRENTSA
TWSYE. 1. EVNAMSEORIXSER, EASAYE, [F1
Bl FERIHLTESAEL DD EHHTEDIMETHS.
DEICHEINIVERL, EFHAELNCD+HLINAHS.

WA (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

SRR K

| HZERYHIE [ 10 ug/100 cm* | PIEB

BRI B D BR REEBSLUVREZHRETLHH. 2T00=F7) >
TEBIHRMBHRFICEYERSN, WP ESICHVERSL
EBHENBYET,
[RA|. BABKEECIXERYZDHENT LY,
S 0—XT7AERA AT LIMIFIEMEZFEFALET .
ERETRYIKSESIE. T7AVILET SAREEZD L
TWafE=H, BRI UCENAMAE—TF 14X ¥ ERY k.
BRI— FBLUZFDEIDOIEI TN/ R ZEYIFEHALE
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fé;—‘_g :/_ F A’uhlin
Betamethasone / Clotrimazole Cream i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
6.2 2021/04/09 412904-00015 DEERR: 2015/12/14
. COTEMALEEE. S RLAELLERTF b
v TETHYRNET .
#RER
W RS LB ESEEATATEANMES . TR < B
CHEHA FSA L OBENDIE BRSNS, F
REHEEEEALEL LS.,
T4NWE—B4TF WRFREAEHATADESS21 T
FOREE
ME MELEFE
HE FREACETCERTIAIELEEZRELELLES,
RDREER YA KO— L RFEREREL LLIFZT I ILEBRT 5,
FRBIEL L ZELDITEOZVRE, SR, T7OY
IR ERRET BEEIE. BYLEIT—JILEEZERT S,
BLA. SR, LLLEFI7OVILICELNEESLSNS
TEEM A BIEEE. TT—R—)L Ed L< LZDEND
JIL7z—RBEOTOFoavEBERALELELE S,
RERUVBADREER A=T74#—LHLLLIEEBREHAI—FE2FALEL LS,

REABHLGWESIC, RESNEFZRVICEDIE, K
EESA—AbZEMLTEALELELS Bl RY—T
Lyy, 2700, RFR. EOMETR—YRE) .
BREIN-FAREDOH SKRIRER CBEIXEN G HETIT-
TLEEELY,

9. MEMRGILFENHEE
YIRIREE
&
AR
RioLE0EDIE
b R E R
R XIFH B R K U b #E B
ATt (B, SiK)
AT GRIX)

2 —L
RIOA DA THRTA

F—a1L

BRETRARVERELRR FAIARR

RAEFEHE O LR / AT LIRIE

BEELEDO TR / ATATRIE

F—aHL

F—aHL
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fé;—‘_ 9 :/_ F Apuhlic
Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
6.2 2021,/04/09 412904-00015 FEMERB: 2015/12/14
Bl —AaHL
SRR F—R13
pH F—RHL
RERE —A 1
ERFNEE —AaHL
E
HFE (EFhEER) JEZY
BRRE
KistE F—a1L
n-44 8 J — L/ K EIRS F—a1L
(log 1)
ERT T—32EL
BZERUV/XIIHEDNZE
LhE F—a1L
e T—RHEL
HEXHRBRE F—RHL
IBREMS FEBRFEM
L b4 AR FEMEMME E LTIESES AL,
b ik et =
HFHA X JEs% Y

10. REMRURISHE

R E RIGHRERE L TESEEINGL,

LR EN BEOIKETIIRE,

fElRAE RIS AT RElE BUOBRILERIERIST S ENDH D

BT HNEEN *EFL,

EMERME ERAE I

fERAE R RRERY BRAELGIBERMIEH SN TR,
1. FEHEHER
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation

RES WETH: BEEXE: BIEIZRETA: 2020/10/10

6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14

AREOHLIRERBOER © RA

R &
E5:3:)1
RIZA- =154

s

FIAMRELBERICEDOCBYSETEAL,

A

SHESEE @0) D SMEMETEME > 2,000 mg/ke
HE EEICKEAE

SHEE BR) D SMEMEEME > 2,000 mg/ke
Hik SEICK B A

%2

AraZE L

SME% @#EN) : LD50 (5 v k):> 5,000 mg/ke
7Ai%: OECD HE&H A K541 > 401
BE BT IMEI/ONT—FITE DL

SMSEE BR) : D50 (5w k):> 2,000 mg/kg

7% OECD SRER KA K54 > 402

TEAADV M COYMEFLILEEYIAEORESETE
LY

BE BT 2maErBEon-T—42I& DL

JoELrydya—):

amEn (B0o) © LD50 (5w k): > 5,000 mg/ke
2ttEM (RA) © LGB0 (7H): > 159 me/|

IREERERE: 4 h
HEBRRE MLA/IX b+

2EEE B t LD50 () > 2,000 mg/kg
TERAAV M COMEFLIFTEEYEIZHEDORESHITE
LY,

BHeskH (FiH) :

2EE (&o) : LD50 (5 k):> 5,000 mg/kg
2HEE (]RA) : LG50 (T v k):> 5 mg/l
RREERFRE: 4 h

HEBRIRE. MLA/SR b
TERAAVE COYEFLFEESYEIZEORASHEITE
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON

Formulation

RES %I BIMES- STEETA: 2020/10/10

6.2 2021/04/09 412904-00015 DEERR: 2015/12/14
LY,

aMET (BR) © LD50 (2H): > 2,000 mg/ke

TR A R D OMEE (LR E YLD R S
LY,

I %21 C16-18 Z)La—IL:

=sEt &M © LD50 (Z v k):> 2,000 mg/ke
HE BT IPEMTONT—RIZEDL

Clotrimazole:

=sEt &M : LD50 (5 v k): 708 mg/kg
LD50 (w2 R): 761 mg/kg
LD50 (" 4): > 1,000 mg/kg

=EsEE (BA) : LG50 (T k):> 0.73 mg/l

MREERFR 4 h
HEBRERE MLA/S X+

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

LD50 (¥~ R): > 4,500 mg/kg

amEN (BRA) : LC50 (3w k): 0.4 mg/|
MEERER: 4 h
REBEY R
FIRATTRETIERIZCEDCRBR Y RETEALY,
5
RO 3 L
2 R
Hik : OECD EHERHA K54 > 404
EE D O REREAL
e YT AMmEIN LB LON-T—RIZEDL

JoEvrySy)a—):
2 R
Hik : OECD HERHA K54 > 404
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RET—HFV—F

Betamethasone / Clotrimazole Cream
Formulation

Apuhlic

-5 ORGANON

Clotrimazole:

WES  WETA: BEEES: BIEZETA: 2020/10/10
2021/04/09 412904-00015 HEERB: 2015/12/14
#5 B RERIERAE L
BEMkE (Gl
] AR
5 SRR L
I F¥4EC16-18 PILa—L:
# S
ik OECD EERH A K51 > 404
#55 RS R L
B BT BMENLBONET—2(2H <

2 oYX

HR RIERI#HG L
Betamethasone:

i Y E

HER BEDEERK

RIZHY 5 ERTREGE/RRIHE
FIRARIRELERICEICRY DETELL,

B4
RhAS 32 L
iE

HR

Hik

s

JoEvrySy)a—):

4 &
BRI L

OECD ERE& S A K54 > 405

T A2PELILBLON-T—RIZEDL

1 A
R RADRFAG L
Ak

BRdkn (Fid) :

1
R

1
R

Ibk+1C16-18 7)LO—)L:

OECD EXBRH A K54 > 405

A
RADRFAG L

S
RADRFG L
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14
#ik © OECD SERH A K5 > 405
e L T AME,LBLNET—RIETS<

Clotrimazole:

(£ LR

R D BEORRIE
Betamethasone:

iz S

R - 3NOT - g
Ief g 3% R R4 (3 R 8 RS 14

RERES

FATRESERICE DR YNETELL,

Mo O 25 R E

FIAATREIEHRICE DR Y DETELLY,

B%:

RbAZ3 L

HEgA A T . Ea—3—&%
REODERER D RIS

iE . EILEY R
R DN

= D YT AMmEINSBLONT—RIZEDL

JoELvySya—)i:

HERa A T D RFIUTAE—a VEER
REOERK D RIEHEM

i COEILEY R

HR e

BHeskH (FiH) :

HERR A T D BEa—5—&
REOIRK D RIEYEA

& D EILEY R
ER DR

I ¥4 C16-18 Z)ILO—IL:

HERR A T . BEa—5—&

REOIRK D RIEEA

i D EILEY R

ik : OECD :RERHA K54 > 406
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
IRES %A BEES. STEKETA: 2020/10/10
6.2 2021/04/09 412904-00015 DEERR: 2015/12/14
ER Do
e L BT AME, DELNETF— AR5
Betamethasone:
REQTEK L BE
g . EILEY R
e L BEAMME
SEMIERRE
FIR AR A RIC S IR Y ST =00,
5
REOS 4 L:
in vitro TOEEEM L RERAA T in vitro 2EAEEHE
HR EN
EE BT ZME, DB T — RS
in vivo TOEEEH L HERA A T BLBMARMEMERER (in vivo ISR
E%)
vy

REER: ERERTS

7% OECD HERA A K541 > 474

R

HE BT PEMTONT—RIZEDL

JoELrydya—):
in vitro TOEEEM D HREBRAYA T MEMERWDEREAZTELAE (AMES)
R e

in vivo TOEEEMS D HERA A T HELEARMER/MZEER (in vivo MEREE
E%)
IO
B 520 BRI
R M

BHeskH (FiH) :

in vitro TOEESME © ORERA A T in vitro BELEYHRAEEFERAR
R e

in vivo TOEESHMS D HEBRA 4 T WELBYARMBR/MEEKER (in vivo MiRaE MR
E®)
B Y9R

B 5E%: ERERNEST
7% OECD RE&RH A K54 > 474
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation

RES WETH: BEEXE: BIEIZRETA: 2020/10/10

6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14

R e
HE BT MEMTONT—RIZEDL

I k%246 C16-18 7)La—)L:

in vitro TOEIGEM L ORBRYA T MENE RV BEIREAERSER (AVES)
7% OECD HERAA K54 > 471
BRI
wE: BT IME,MSBOALT—RIZEDL

HERAR A T in vitro BEALBYWMRECFEESAER
#i%: OECD HERHA K51 > 476

R e

& U 2EISBEONET—2ITHDL

HERZ A T in vitro 2EKREEHR

7% OECD HBRAA K54 > 473

R

#E BLUT MELFELON-T—2IZEDIL

Clotrimazole:

in vitro TOEEGEM D HBRA A T MAEYMERVSEIRRAREERER (AVES)
R

HERY A T in vitro REKREEHR
R

HERS A 7 in vitro IMKELER
FER: a

in vivo TOEEEMN o HREA 4 T I B ARMBR/MEELER (in vivo MIREEMER
E%)
B: v bk
BEZRK &0
R pa

HERY A T WEBRETOEBAEERER (in vivo)
B:NANLRE—
R M

AREMRRERRE - 7TEX A 0 RUAECEEMRREALRFRE LTHEI S LETER

vk LYo

Betamethasone:
in vitro TOEEEEM D HREBRAA T MAEMERWSEIRRALTESER (AMES)
R B

13/28



REF—5y— b

Betamethasone / Clotrimazole Cream

Formulation

RE= WETH:
6.2 2021/04/09

BEBES:
412904-00015

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERCH: 2015/12/14

in vivo TOEEEM

ATEMRRERRE - TEX A

vk

RMAM

HERS A T in vitro BHELBYHRECTFERERR

HR B

HERZ A T in vitro REKEEHR

BR B

HEBRS A T HMILEMARIMBIMEEER (in vivo RSB

E%)

B wHR
BEREK #0
R TR

RAAEC EEMREARLERRE L THET S LIITER

LY,

FIFARREGRRICE DR Y HFETELL,

B5:
RbAZ3 L
i

REZR

A 5 B
R

JoELrydya—):
&

b aE )

iR E R

R

Beskn (7)) :

G
bR
R 55 i i
R

Clotrimazole:

1
GRS
R 55 i i
R

Zv bk
RAAATIEE
25

P

vk
RARAATIGE
2 5

P14

vk
RARAANTZHEE
24 4 A

=4k

Zv bk
#0o
78 3@
P24
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REF—5y— b

Betamethasone / Clotrimazole Cream
Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
2021/04/09 412904-00015 #EERCH: 2015/12/14
HESE

BBRADEZEDE TN,
%

RrAT A L:
RIS S 8 E

JoELySya—i:
FIRIZR T 8%

Beskn (7)) :
PEIRICK S D&

i3
S
S
o
R
2
S
&
m [

I ¥4 C16-18 Z)ILO—IL:

PEIRICH I HRE

MBS A T AT/ REBMRY - VTR

B oy bk
BERT: SRAHAATEBE
R fE

HE EUT2PEIEONET—RICEDL
HEB44 7 2RI L UVBRERER

oy hk

BEZR: RIS

R E

HE ELT2PEIEONET—RIZEDL

54 7 SHAEBSMRR

B voR

BRERE: RHRAALEBE

R E

HEEa 4 T ZRENELURRHEE
B voX

BERE: SRAHRAALESE

R E

MBS 4 T — R EEEERER

B oy bk

BRI REEAM

R

HER44 T 2B L UHRRER
B Sy bk

BERE: A AALEIGE

R et

HERA 4 T R ERES AR

oy bk

BEZIR: RIEREM

R a

BE BUTIPEILEBONET—2IZE DL
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON

Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
6.2 2021/04/09 412904-00015 #EERCH: 2015/12/14

HEBRA 4 7 ZHREES AR

B oyhk

BREZR: RIS

R pEM

BE BT smELIEONET—2IZE DL

BEDEE~DE

mﬂ

Clotrimazole:
FIRICX 3 558 . HEAa 4T 2REEN / VHRERLE
B vk
BE5#% &0
S 5ES3: LOAEL: 50 mg/kg AE
R IREADEE,

RBREODRBE~DEZE o HREBA4A T ZRNELURERE
oy hk
BE#K 0
FAEZEM: LOAEL: 100 mg/kg AE
R K- RREM.,  EIFEELL,

HEAA4 T BN L UBRRER

B oy bk

BEREK 0

F4 =1 NOAEL: 50 mg/kg A E

R IE-REEM.,  EIFEELL,

HEAA T BN L UHRRER
B wHR

BERE #0

FAEME: NOAEL: 200 mg/kg {AE
R BREROEBEADEELLTL,

HEB44 7 2R L UVBRRERER
& oyx

BE&K 0

F A H % NOAEL: 180 mg/kg {AE
R BEORBE~ADEETZL,

AESE-TEAAVE D BMRRICL D EMHIBES I UVRENNDBZELNH D C
EN—HBIFESNTWND, . BYRRICKDERFTICERE
BHHEN—BIUESNTIND,

Betamethasone:
BEORE~DTE D E oYX
BRERK AN
FEEM: LOAEL: 0. 05 mg/kg AE
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
6.2 2021/04/09 412904-00015 DEERR: 2015/12/14
ER BBREE., . FEAZEHLNT-,
Eovbk
PR R
F A Z M LOAEL: 0. 42 mg/kg AE
GE FHAED ST,
FEB.THX
5K AR
FHEEM: LOAEL: 1 mg/kg AE
GE FWAED DL,
SEEE-TERAAD K D EYERRICKDERBEANDEZENBEICH D,

FERMEAEE (BEEET<E)

FIARREGRRICEDCRY DHETELL,

FERMEAELE (REET<CE)

RHIcH=5. RERERFICLHEF RTEAX RER BA KWK 0LE 8T OEE.

%

Clotrimazole:

ZEMES R BB OaT

TEAAD R D REChH-5. XIREFILKEBIZKIBEHEOEEDES Z1.,
Betamethasone:

ZRlE RS O NTEAK, RER A WR 0% BT
TEAAD R D REICH-5. XIIREFCEIZEIBRDES,
REERSSH

%

RrAT 32 L

& D Zv bk

NOAEL ;5,000 mg/kg

AR ) L ERBRAATEEE

3| D2 F

JoELrySya—)i:

i DSy bk, AR
NOAEL © 1,700 mg/kg
bR ) D BAHIAATEEE
A 5 B 2
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation

RES WETH: BEEXE: BIEIZRETA: 2020/10/10

6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14

BegkH (Rl :

i Zvk

LOAEL 160 mg/kg

B 5% MHRAATHE

A = B R 90 Days

1# vk

LOAEL >= 1 mg/|

B 528K WA FLCA/ZRN/IE)

AR FE B 4 &

ik OECD HERHA FS1 > 412

Ik*4C16-18 7J)La—)L:

i vk

NOAEL > 100 mg/kg

B 5% RHRAATEHE

i 5= B R 90 Days

ik OECD HE&RHA FS1 > 408

5 T APELIBLON-T—RIZE DL

Clotrimazole:

i RS

LOAEL 5 - 40 mg/kg

B E5RE% R &

A 25 B 3 &

EHlEzs K&

iE K FHE, 8%, R, K
i Jwv bk

LOAEL 10 mg/kg

B E5RE% #0

A 25 B 18 # H
EHREER B, B =%
i X

LOAEL 25 mg/kg

&5 %% #0o

i = B R 6 -12 ~ A
EHREER BB

fiEAK R, R, Bt
Betamethasone:

2 RS

LOAEL 0.05 %

B E5E% R &%
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
&S HETH: RIARE BIEZETH: 2020/10/10
6.2 2021/04,/09 412904-00015 IEERA: 2015/12/14
i yAlied | : 10-30d
EZrigzs D NTER fRER BR
& R
LOAEL :0.05%
bR S D RISEM
IR ER . 8 &
EZrigzs D R
2 DONYTIR
LOAEL 0.1 9%
BE5R% D RIS
PR EE B 8 @
EZrigzs D R
i SN
LOAEL :0.05 mg/kg
B8 C 20O
iR 28 d
EZrigzs D Mm%, KHIRR, BIF
BRAAESH
FATTRELIBRICE DR YDETERLY,
MEIZHT ZREBFHER
B4
Clotrimazole:
BRI HE i DR RS, BRE KB, FE OEF
RARAATEBE DR RS MESR, OEM, TF
Betamethasone:
%A D EMERS BT
RIS HEfim DOERK: BAR, BRE, RIEME
12. BRIERCEHER
HrEEY
5
RO 3 L
AEn . LL50 (Pimephales promelas (77w bAw FX /7)) > 100
mg/ |
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R EE =

RET—HFV—F

Betamethasone / Clotrimazole Cream
Formulation

ETH:
2021/04/09

BEBES:
412904-00015

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERCH: 2015/12/14

SOVIFEOKEERHY ¢

[Tx9 BEFME

B KEEYICHT HFMH

SOVaAEOKEESHEY

X9 BEME (BEEN)

JoELvySya—)i:
y: &1k

SOUVAFEQKEERHEY ¢

[xd 5F M

BEKEEYICHT HEN

SOVIAFEQKEERHEY ¢

[Txd HEM (BHEEN)

WEMIHT HEMN

BRdkn (Fid) :
aEN

SUOVIAFEQKEERHY ¢

IREERERE: 96 h

HERME: KEE S

7#i%: OECD HERH A K54 > 203

BE AT IMEIRTIONET—FIZTE DL

EC50 (Daphnia magna (F#4 X< > 3)):> 10,000 mg/|
RRERHSRE: 48 h

WERE: KMEE D

BE BUTIYWEILEONET—2IZEDL

NOEL #EZZ£2E (8) (Pseudokirchneriella subcapitata
(#%5%)): >= 100 mg/|

BREERFR: 72 h

WERME: KHEE D

7#i%: OECD HERH A K51 > 201

fmE: AT 2mELIT/ONI=T—FIZE DL

BRANESZEEE (Daphnia magna (432 >2)): 10 mg/l
RREERER: 21 d

WERME : KIEE S

BE BT 2MELIELONET—2IZE DL

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

EC50 (Ceriodaphnia dubia (2 <> 3)): 18,340 mg/|
RREERFRE: 48 h

ErC50 (Skeletonema costatum CE¥EEEE) ): 19,300 mg/|
BREERFMA: 72 h
7% OECD ER A K54 > 201

RAEZERE (Ceriodaphnia dubia (2L >3)): 13,020

mg/ |
MR 7 d

BARESEEE Pseudomonas putida (L a—KEFR - TF
4)):> 20,000 mg/|
BREERFMA: 18 h

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

EC50 (Daphnia magna (F#A =< >3)):> 100 mg/l
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
2021/04/09 412904-00015 WEVERLB: 2015/12/14
IZxtd HEMN MREERER: 48 h

BEKEEMICHT HEE

BEML (IS

SOVOAEQOKEESHEY

[Lx9 BEME (BIEEN)

I %21 C16-18 Z)La—IL:

aEN

SOVAFEQKEERHEY ¢

[xd BF M

Clotrimazole:
y:Eks

SUVIAFEQKEERHEY ¢

(s e aY=—3 3

B KEEYICHT BN

M-T79 45— (KERERE
'8 (2% )
BEML (ST

TUOVIFEOKEEEHBY

[Tx9 BEME (BEEN)

7% OECD RERAA K54 > 202

RAEZERE (Pseudokirchneriella subcapitata (#%5%)):
100 mg/|

BREREME: 72 h

7% OECD HBRA A K54 > 201

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

RANEFZERE (Daphnia magna (XA 22> 1)): 1,000 mg/|
IREERFR: 21 d

LC50 (Leuciscus idus (a4 M—F&)):> 1 - 10 mg/|
BREERFR: 96 h

EC50 (Daphnia magna (A=< >)):> 100 mg/|
BREERFMRE: 48 h
% BT smEI /o T—2ICEDL

LC50 (Brachydanio rerio (¥75 274 w<,a2)):> 0.29 mg/l
RREERER: 96 h
7#i%: OECD RERHA K54 > 203

EC50 (Daphnia magna (F# =< >3)):0.02 mg/|
BREERFRA: 48 h

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

RAEZERE (Desmodesmus subspicatus (#k%)): 0.017
mg/ |
BREEFFRE: 72 h

10

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

BRFERFMA: 32 d

7i%k: OECD HE&AA K54 > 210

BRAESZEEE (Daphnia magna (74 =< >3)):0.01 mg/l
RREERER: 21 d
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R EE =

RET—HFV—F

Betamethasone / Clotrimazole Cream
Formulation

ETH:
2021/04/09

BEBES:
412904-00015

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERCH: 2015/12/14

M-T704%— (KERERE
t &H (B1%) )
WMEMIZT HEMN

Betamethasone:

SOVIFEQKEEEHEY ¢

X9 BF M

B KEEYICHT HFMH

BB (BMHESM)

SOVIAFEQKEERHEY ¢

[Txd HEM (BHEEN)

M-T79%— (KERERE
tt RE (B1H%) )

REM - S8R
%

NrAF4a L
RN

7% OECD HRERAA K54 > 211
10

EC50: > 10, 000 mg/ |

BREERFM: 3 h

HERA A 7 FEIRINH

7% OECD HE&H A K54 > 209

EC50 (Americamysis (7 A1) A= X)):> 50 mg/l
BREERFE: 96 h

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

7Ai%: OECD HE&H A K541 > 201

% BARERFEICH T EMHEL

RAEZERE (Pseudokirchneriel la subcapitata (#%5%)):
34 mg/|

BREEFFR: 72 h

7% OECD RERAA K54 > 201

7% FRERFBICETEIEHEL

BRANESEREE (Pimephales promelas (7 7y kAY K/
2)): 0. 052 mg/|

IREERFR: 32 d

A% OECD SRER A A K54 > 210

BARESERRE Oryzias latipes (F1A44)):0.07 pg/l
RREERER: 219 d
#i%: OECD HERAHA FS 14> 229

RANESERE (Daphnia magna (4= >3)): 8 mg/l
BRERFMAE: 21 d
Fi&:OECD BRER A K54 > 211

1,000

R BOoMEETIEGRL,
EofE: 31 %
RREERER: 28 d
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ié;—’_a :/_ F Apllhlic
Betamethasone / Clotrimazole Cream i ORGANON
Formulation

RES  WETH: BEES: IEHETA: 2020/10/10

2021/04/09

412904-00015

#EERCH: 2015/12/14

JoELrygy)a—):
£

Beskn (7)) :
£ RN

I %21 C16-18 Z)La—IL:

£ RN

Clotrimazole:
KepTHREMN

JoELrydya—):

n-+49%/—IL/ KDERHEH

(log &)

I ¥4 C16-18 Z)ILO—IL:

ERERN

n~-#4%4 %/ —IL/ KSERFRE :

(log &)

Betamethasone:

n~-#44 %/ —IL/ KSERFRE

(log &)

TR BB
F—5%L

7% OECD EABRA 4 K51 > 301F
B%E: BT IMEM T ONT—RIZESL

R ZoEMH,
EofE 98.3 %
IREERERE: 28 d
A% OECD #ER A A K54 > 301F

R SoMBETIEAL,
E0fE 31 %
MR 28 d

R BN,

E£ofE: > 60 %

IREERFR: 28 d

#i%: OECD :RERH A K54 > 301B

HE FELT2PEIEONET—2IZE DL

hnsk 5 #: 50 %(242 d)

log Pow: -1.07

E R
EYiRMERF (BCF) : < 500
#E: BLUT MELFOoNT—2IZHEDIL

log Pow: > 4

log Pow: 2. 11
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES %I BIMES- STEETA: 2020/10/10
6.2 2021/04/09 412904-00015 DEERR: 2015/12/14
TV E~DEEHY
JEEZY
thnBERE
FaHL
13. BELDOIE
BEALE
BREEY D HABBAORFIZREVNLST S,
ERBRER O L EOBRBIE. UHA I NEREEQEDIC. BAES -

BEEYLEXREICRRT S,
FICHEENEWNMES, RERAGRELTEET 5.

14 @XEDEE

B FRER
e _E #5% (UNRTDG)
EEZES (UN number) : UN 3082
[E&E#X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(clotrimazole, betamethasone)
E&E 5 #8 (Class) 9
B2 (Packing group) b
Z X)L (Labels) 9
fn224d% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3082
E&E#iE 4 (Proper shipping :  Environmentally hazardous substance, liquid, n.o.s.
name)
(clotrimazole, betamethasone)
E&E 5 #8 (Class) 9
B2 (Packing group) b
Z ~)L (Labels) :  Miscellaneous
Wafr (EYH#) (Pack- : 964
ing instruction (cargo air-
craft))
WafEr (REH) (Pack- : 964
ing instruction (passenger
aircraft))
REFEMH .
# _L &% (IMDG-Code)
E&Z& S (UN number) : UN 3082
[E&E#X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (clotrimazole, betamethasone)
E&E 548 (Class) 9

AR (Packing group) o111
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ié;—‘_a :/_ F Apllhlic
Betamethasone / Clotrimazole Cream i ORGANON
Formulation
RES WETA: BIEEE BIEIZETA: 2020/10/10
6.2 2021,/04/09 412904-00015 MEERKE: 2015/12/14

Z AL (Labels) 9

EmS 32— F (EmS Code) . F-A S-F

BEEEME RS - FEE) ¢ &H
(Marine pollutant)

MARPOL 73/78 MiBE 11 RV IBC 23— FIZ L 3 [XoWMAMESh S BEME (FY - EHL)

Hissh - KEOHMIZITIEZS,

&l PR il
EoREDERGIX. ]HE 15258 I 5.
R DOREXE

CCICRBEA TV DEES T, BHROBMETOLOHT, KRET—2 2 — FOFRTHRHGS
NEESICHABESN-MHOFEDOAITEDIVTVET, WES . REFE. Nvr—oH%

A XEMFOMADRADERICEY ., EREINSAREELHY FT,

15.

HRER

BE xR

HBhE

fERY). IRERIRMIZEZLE LA,

(573

Bt mE

L24 =
Jansr—1, 2—-CHFH—)L 106
[a— (FIFIL (C=16~18) ) —w—EFEFIRY (FF2xT 250

Ao—1, 2—=U4)) Xlga— (FILF=)L (C=16~18) ) —w
—eErFAFIRY (FFTHEU—1, 2=4)0) ]

HEREM/MEE

WEENFLSIIFED

JEER S

WEDHRAIZRITEIRERED

EH

BEEENLLEHARME

EH

ZRREORH oL EWE (BFLFEYE)
JEER

ZRREORBHoN-LFEYE FHREHEFHME)
JEER

AREFZENTRECRVRUVAEY
EEOTED 2 (FRITHAIRE9)
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REF—5y— b

Betamethasone / Clotrimazole Cream
Formulation

RE= WETH: BEES:
6.2 2021/04/09 412904-00015

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERCH: 2015/12/14

LZEH

S 2HE (%)

/8

168 >=20 - <30

BMFERTIRECRVRUVEEY

EHE O & (BITRE185F)

LF 4%

=
7

E/N:

168

HELEVMEREETFIHRA

JEEZ L

SR E P RhRAI

JEEZ L

m7IILEIenthEFRHEA

JEEL Y

AHEAILETHRR

JEEL Y

FEREMEZIBITS - WRE— (EEWY
JEEL Y

B R UBIMEEE

JEE% Y

EEYEHLIREEE{REE

JEE% Y

BEHARRE

JEE% Y

V&3 2108 S

JEEL Y

R ExE

EIRAIE 2, I XBRYWETIRE 1. AEEYE

L2k

TEATIRAISE 194 RERMETRIRE 11 TOMDEEY

BESREFRUBLEEOHLICEY 5EE

(5 FEA D BERIEMECH)
18 f i D BEBEEYE
iE JAONLELEUE 38053

FREFEMIERE (B - A
Y

FEMERBHREY (@ - @A)
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
6.2 2021/04/09 412904-00015 DEERR: 2015/12/14
Y
BEEYOLBRUVERICET Sk
EEEREY
CORBOBEDIZODVWTEES IRV M) —~DERETER -
AICS . R
DSL e
IECSC L RE
16. ZDHOMWER
HiEsR
51 FI Ak BT —4 . EA DS (ES< F—4& . OECD eChem
R—R2ILEIVERMILEYMER http://echa. europa. eu/ D&
FEER
BiI74+—<v b+ . H/RA/H
ZDHDBEEED £
ACGIH . skE, ACGIHRREEE (TLV)
BAEZEHLERE (FRE . BAREEXRFEFRS HTEEZFOHE -l tEVEOHREE
)
ACGIH / TWA . 8 BSRY. EERIMETLY
HAEXGLEZE (BB D HREE
) /OEL-M

AlIC - A—R FSUTDIELFERASA AU RY; ANTT - TS5 DILEREEME, ASTM - K
E#MHRRGS bw - (KE; R - A, ZEFRNE. £ESEENHLESNLIME: DIN -
FAURBHEELE DSL - ERYMEI R~ (BF%); Ex - FED XWORIEEREFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRRKOR TP
—JL; ENCS - LB EDBEFILEME )R b ErCx - FED XWORIEEZRIFTEEZONDH
K&, ERG - RERWOFEIE; GHS - HRFM AT L GLP - HERERERE: [ARC - EFF
NATZTEE . IATA - EEMZEERS, IBC - BREFZFHOESBEXD-HDOMRMOEE
RURBICET 2EREMRA; 1650 - 50%EFRE: ICA0 - ERREMZEXE; [ECSC - PER
FeEYELE: INDGC - ERELAERYBRRE IN - ERESEHE. ISHL - sBRe/4EE
(BA): IS0 - EFRELHE. KECI - REBRFLFEYMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHEILE) | MARPOL - MMAIC L D FRDHILED-HDERRSEH: nos. - IS
MBAMNATRSNA TS EDZERRC: Neh - FUHAL NOWEC - EEZMEZERE. NOAEL -
BESMRZEL AL NER - BEEUZEEFES: NOM - A £ a2KFA NTP - XEE
REMTOT S L NZIoC - Za—D—F v MEEME AR, O0ECD - #ZF1H HEASEME, OPPTS
- LEYMER LM - AFHILER: PBT - #OMRMN - AHBEN - HHMEWE) © PICCS - 7
A VEVLEMEA ARV P — (OSAR - (EEH) HEEMEE. REACH - LEYMEDE
$. FMH. B WH IV EE REACH) (ZB§¥ SFRAI (EC) No 1907/2006: SADT - B INES
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ReF—2U—F A

Betamethasone / Clotrimazole Cream i ORGANON
Formulation

RES WETH: BEEXE: BIEIZRETA: 2020/10/10

6.2 2021,/04/09 412904-00015 WEVERLB: 2015/12/14

BE, SIS - RE&T—42L— bk, TCS] - BZILEMEAS R MY —; TD6 - BIRYEH X,
TSCA - HEEWERSIE KE); UN - EE; UNRTDG - ERSESEIEYEEEIS, vPvB - FEE(C
HAOMRUVIEEICEEEME, WHNIS - XS EREEUEYEFRV AT L

CHRET—EI—MMUT TSDS) &LVS) TRET HHEM AT TRIEHR &0 5) X, FEHE
BERICENT., BHOKEOMH. FHR. RVERDLETERTHLHEHIHLEZLDTY,
AIEHIE. HEOREGEREKV., FH. LE, RE, #E. EERVCRRICETLIHI TR E
LTOHAERSNTE Y. WA BLIRARIIHRERIEZELTHLDOTEDHY TEA. RIFHIL.
SDS DEEEZICRSN TV AIRESNEHAICEHTSIIOTHY .. FZAHGAMORG EBAE
HET. RETOERHRTERASNSEE. AXHRITERNGVRY . BRI A S GRS
BAHYFES, AERGOEREFEMICEV TR, FERRVHERZEZERY S5HRIC. TRES
MORBRERBICETHAHEMOBEY LG HEZEH T, FRESMUDOERT 5HETOREDKR
[LHITHARHBOEKEL., FA. LB, RUOREIZOVT, EEEWVLEY,

JP/JA
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