ReF—2U—F A

Betamethasone / Clotrimazole Qintment i ORGANON
Formulation
&S ETH: BERS: BIEIZRET A 2020/03/23
6.1 2020/10/10 610353-00013 PE4YERKA: 2016/04/08
1. (2R RUESHER
R DEF . Betamethasone / Clotrimazole Ointment Formulation

HficEORMLAET. FRRUEEES

HEEFEOEHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
BEES . 551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREEES © 215-631-6999
4R ik & UME A L 4l BR
L2 & D EER

2. BRAELEOEY

2R D GHS 42¥8

HETEEE C E&o 1B

BEEMERSE (REIEC @ EH1(RTEEK RER HA, BR 07 2T
=)

KERFEEEN B8 (& D R 2

%)

KEBRBEEENE R (B -3

%)

GHS SRIILER

BRREXIEVRIL : % %

R EE D fElR

EREEHER : H360D BBIR~ADEEZED L F .
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 Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08
TEEE ' mes

P201 ERAATICERIRERBAZEZAF T B &,

P202 £ THREFIEFHAHEREIT HZ2ETMYHEbHENI &,
P260 } CANE HR/ ISR /"ER /" ATL—FRALL
L\:&O

P264 ERik WMRISEEHE K CHES 2 &,

P20 COELRZFERAT AL TIT, SREXIFEELZ LGN

&
P23 IREBE~ADBMEE®ITHZ &,

P280 {REF R MREKR RERE FEAEZEAT I L,

EREE:

P308 + P33 [(EK BEXFKIXK EDB A HH5E : EEIDZE
SEFEETERITSHI &

P31 R ZREINT B &,

RrReE

P405 fEsE L TIRET B &,

B

P501 I, BHREARBIN-VNEBRICEET S &,

GHS ZEIZEZE L WMbDERESE
HMEGZL,

3. MERUHSER

t=ZYE - BEEYDORXA . BB

5

t=4 CAS &S Z2BZ (b w/w) BRAREE

EH5

RhRS2 L4 8009-03-8 >=90-<=100

AR (Rl 8042-47-5 >=1-<10

Clotrimazole 23593-75-1 >=1-<2.5

Betamethasone 378-44-9 >=0.025-<0.1

4, HERBE

—{REI T K/NA R D BHOBEY. AT BN EZFEFXELICEZEDELES:
215,
ERNRSICIBE., FHEERAHIIEEL. EMDIETE
215,

|kALSES D RULAATREISE. FEROTEROBRABHT 5,
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Betamethasone / Clotrimazole Qintment

ReET—2I—F
Formulation
e HETA:

2020/10/10

BEBES:
610353-00013

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EERLH: 2016/04/08

REIZHE LGS

RIZCA-1=5&

RARAATIHE

AMEREVERMEERDOR

HLEELTRHIRER
WREEZY 2EDRE

EEICH Y HFFRTTERE ¢

ERLEZRITS,

EMLEBE, BELICKBZRTALSEDKTHEVRYT.
FBERLERBRE S VHZR <.

ERLEZRITS,

BERDHAIICKERZRES .

HEFERT HEIICTERICHES,

FHEEE LT, KTRZ®EFT 5,

RFAH Y MK T 2EBICIERKETEREZIT5,
RARAATIGE . BEBICHEMEZL,

ERLEZRITS,

KTAZELLCTT

ERADEZEOEE N

RHIIH=5. RIREFILEICLDEHFOES,
HAMREAFELDREITERZLL., HESNTLSE
EREZERATLHIE. BREOFRENHLHBZEIL. HESD
BYGEAREEZSRBOCE (BB 25H)
XEHREBSURMEREZER TS &,

5 KKFEFDIEE

B 75 K F

0 TIEAR B 7R LVH K
BHEORKRAEEM

HEREEIEY

KIEE

fit 7 JLa—)LEH k|

bR *H (C02)

R H A F

MEGTL,
RIREBRYM~DBREBIRBEICEEZRIZTEELH D,

RERERILY)

BEDHEXTGE RGO & BDRKRICIE C CGEYGEKFERZANS,
RAHDBRHZERENT =DIZKEEEZET S,
TETHNIERBEI T TFERKEELSHT
KMo RBESEDH &,

HRZEITSEDRE KKBRIZIE, B RFEERT 5,
REEZHERAT 5.

6. IRHFFDIEE
AR 5 EEEE. RE © REEZEZHEAT D,

BERUVRAREE

RIEICHT HEEEE

HLRAHRVHEDFERD

ZEBMYFZLNDT FNA R (HBE TSR O, BARE
BO#EERICEN (IRE 8231 .

RIE~OBHZRITS &

REZHALTHDL, BAPIENZILED D,
BRINEZRBFKEREL. LHT 5,

mHEAE L CERTELGIMERIE, HABBRKIERT 5.

CENFBDE. BELEHIMERETRVERY . B LRSS
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f é 7-‘_ 9 :/_ F A’uhlin
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIET A 2020/03/23
2020/10/10 610353-00013 EER B 2016/04/08
HERF IZf8L. BET S,

ABIEHRE., BETIECIE. EMAFEAEBLIUVENR
B> TEBTEI &, TORBICERSAE=HMEIZDL
THRENTHD., EORUNBEREINEHNZHERIT IHEN
H5.

ASDSHDIEH 13H LV 15I2HNT, HABBRKELUED
ERFIOEEDHY .

1. BEVWRUVRELDOEE

i §7 A
Bitre et
BFr#R, £FfK

ZERFIEEIR

Ffih [B] ¢
BAEXE

EMEIEME

RERRRDVEMH

XL EBHLERUVGREREDEDRENRESE,
TREBMENTELRWNEEE. BAIIREEZFRAL T
Sy,

REPKRIZAT AL,

MLA., B, AR, SR+, ZRBLLIFERTL—Z2RAL
mWNC &,

RAIAE LN,

AR& DEfZERIT S,

Bk RIIREZLCHES 2 &,
BISBRERAEOHKRICE DT, EXEHOALERLIUVREMED
ETHREICHVLERYES 2 &

BREFALTHECZ L,

COERBEFERTHETIZ. MEBXITEEFZ LGN &,
FNOREMEHLL, RE~NOBREZEHR/MRICTIELSFE
295,

7| &:i]
BEQFERADICIEEME~DIEL EDOTTREELH HIHE L.
EEBFROELICTA ISV TVRTLELIURED Y
D—%HJ/EBELTLEEELY,
FRABIHRERUVEEEZZILT 5,
BEINERKRITIBERAT DHICKET S &,

27U TADHBMEARL—2avICEk, To9=F7O
vha—)L, BEUIGEASLESRE. BULGKRLES LVFE
FBREFIE. EXEHEER. EREREEERTIOEROL
Ea—%EOCRELHYET,

BUHESRILODNEERRIZANTS <,
L TRET S &,
BELoMYEDH S,
ZEDOHEIZHR->TRET S,
ROBEFEFEE V-S> LLITRE LA
SRERE &

BSRVWHE: FMRGL,
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fé;—‘_ a :/_ F A’uhlin
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 DEAER B 2016/04/08
8. X< EHLEVRELE
EEBEBICB T RS HIRERA/HRERE
D%y CAS /& B2 (REK | EEEE/IRE | H®
9] E
RrOS 4L 8009-03-8 | OELM(S 2 |3 me/m’ BAEERE
) $2 (HEE
)

HMER: BEVALUNDOREZEZERE LTHBRRENTSL
TWAHE. 11, RAAMNEDRIXSE, ENAYME 51
Bl FERIHLTESAELA DD EHHTEDIMETHS.
DEICHBINDIVERE, EFHRARIALDTDLEENAHD.

TWA (A= | 5 mg/m’ ACGIH
)
B&dm (BH) 8042-471-5 OEL-M (=R 3 mg/m’ HAEXEE
) 2 (HER
)

HMER: BEVALUNDOREZEZERE LTHRRENTSL
TWAHE. 11, RAAMNEORIXSE, ENAYME 51
Bl FERMIHLTESAUL DD EHHTEDIMETHS.
DEICHEINIVERL, EFHRELNOD+HLINASHS.

TWA (| AR 5 mg/m* ACGIH
&)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB RER
2)
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) RER
AR RS
| #EERYHIR [ 10 yg/100 cm* [ K&B
B iExR RETOMHBE LI UVERTELRVI) T ADREYOBRHZ
<3 AT, BEYOBERICEYGIMNFIRHILELLGYE
T W, y0—XLRTLMSDRS], BlEarTFHEYE
LEFTIENDTESYV—IIDEE> Ay K, R TELHHE
W &),
A, REESLVRRZRETSH-H. 2T 020=2F7Y Y
JEBIIZREHRITICEKYERSN, P EIIHVERSL
DENBHYET,
[RA|. BAMKETEHERY FKHENTLIZELY,
s —XTAER VR T LMIFIEMZERALET,
RER
MR FRER WYL BFAHEKEENFRATELWMES. XX EFTM
THRELA PS4 VOHEBENDIEL BN RSINFZBEIE, B
RiREREZFEALEL £,
TANE—24T MHFRAEAEREASADESERIA T
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 DEAER B 2016/04/08
FOREER
HE . BERMTS
= D FRECECERTAELEETBREHLEL LS,
RDOREER D A RU—ILR{TEREREL LLIZFT—FILEBRT 5,

FEREL L IEERIZEROSNVKE, SR+, 70V
W ENRET B, BRI —JILEEFERT 5,
MLA, SRAF, 3LLEI7RYVILICENEESLOEINS
AHEMAHIBEIE. 71 —XP—ILEL LLIFZFDIEFELD
L7z —RBOTIOFooavEBFERALELLS,
EERUVEAXDRER D AZ T4 —LB LKEERERAI—FEBFERALELEL S,
MERAHABELEWVWKESIZ, EESNADIZIRVICEDTE, (K
FBEOH— AV brEEBMLTERALELLS ., RU—T
Lywy, T7AY, EFR, FONMETR—YHE) ,
BRINTF-AREMDHIKRER CIHEEILEY L AETIT-

TLEEEY,
9. MEHRTILFIEE
PIRR R D FEAOERI—X
=) D T—R7GL
B D T—R7GL
2LOLEL D) IE D TF—aL
Y-V -qr) = DT80

BRAXINERARVHEER @ T—24L
AIRATE (B, =UE) D BIRDEREE LTHESIA TGN
AR GRIK) T4 L

BRETRARVERELRR AIARR
IRREHGEDO LR /AR ERE  T—274L

BREFDOTR /AIATRE : T—%274L

Bl R D FEERY
DRRE T2
pH T—27L
AFERE e
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08

BARMEE D T—ARIEL

HE

FAE (EhFh1EER) D T—ARIEL
BRI
Kintk D TF—AL

n-A2 %/ —IL/ KoEEE : FEZKY

(log 1)

RET Y

BERV/ XIFHEXNRE

HE FomHL

wE T—RIEL

HR T RZRE © JEERY

et el DO JEIERME

B LA 1 L ARREEBILEME S LTEMEI AL,

F 4

PFHA4 X D JEI%Y
10. REHRURIGHE

RISt L REBBRE LTIENES AL,

{EERIREMSE D BEORETIIRE,

IR E RS AT RE L BONBMEHEIE RS B LA B D,

BT B =G . HEHL.

R E © BREFE

BREELSEERY D BREEGSBEERMIIM SN TULELY,

11. HEEFER

RO H I RERBOER @ HEEHM
EE
RICA-=1BE

atEN
FIFATTREERRICE DR Y DETEAL,
B
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

&S WETA: BIEEE BIEIET A 2020/03/23

6.1 2020/10/10 610353-00013 EER B 2016/04/08

AsEE @0

AEE @R

%
RbAZ3 L
2MEE #B0)

AtEE @R

BRgLH (FiH) :

2EHEE B0
2EEE (RA)

2EEE BR)

Clotrimazole:
AErE #@&O)

2EHEE (RA)

2EE BR)

Betamethasone:

SMEEMHEME > 2,000 mg/ke
Bk FREICKDSAE

SMEEMHEME > 2,000 mg/ke
Ak FEICKEAE

LD50 (5 k): > 5,000 mg/ke
J5i%: OECD HERA A K54 > 401
e BT IME, SBLNTF—2IZHS<

LD50 (S5 k): > 2,000 mg/ke
#i%: OECD BB A1 K54 > 402

TERAAV M COVEFLFEEYEIZHDORESHLITE

LY,
HE BT MEMTONT—RIZEDL

LD50 (5« k): > 5,000 mg/ke

LC50 (T v k): > 5 mg/l
BREERFR: 4 h
HEBRRE HMLA/Z X+

TERAV b COYEFLFESYEIZEORASHEILE

A

LD50 (%4 %): > 2,000 mg/ke

TEAAV M COMEFLILEEYIAEORESETE

A

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

HEBRRE MLA/IX b

LD50 (%9 R): 923 mg/ke
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Betamethasone / Clotrimazole Qintment

ReET—2I—F
Formulation
e HETA:

2020/10/10

Apuhlic

-5 ORGANON

BEES: BIEIZET H: 2020/03/23
610353-00013 #EERLH: 2016/04/08

AsEE @0

alsEt (kA

RBERE /Rt

LD50 (5 k): > 5,000 mg/ke
LD50 (¥ R): > 4,500 mg/kg

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

FIFARREGRRICEDCRY DHETELL,

By

RbAZ3 L
i
Hik
R
e

BRgLH (FiH) :
1
#HR

Clotrimazole:

1
#HR

Betamethasone:

1
R

A

OECD EERA A K541 > 404

RERIE L
BLTIMEMTON-T—RIZEDL

e
RERIEGZL

e
RERIEGZL

e
BE DK BRI

RIZHY 5 ERTREERRIHE
FIRARIRELERICEICRY DETELL,

5%
RrAT 432 L
&

ER

Hik

w5

BeshH (FiH) :

G
R

e

RANDRIFG L

OECD FHBRH A K54 > 405

BT IMEMTONI-T—RIZEDLC

e
RADRFG L
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

&S WETA: BIEEE BIEIET A 2020/03/23

6.1 2020/10/10 610353-00013 EER B 2016/04/08

Clotrimazole:

& ooY¥

#HR D BEORRE
Betamethasone:

& oY ¥

HR . BRBADOFEAEL
Do g 3 IR R 4 3 [ B R R 1

RERES

FIAATREIERICE DR Y DETELLY,
O 5% B VE T4

FIARTREIERICE DR Y DETELLY,

By

RhbAT A2 L

HEgA A T . Ea—5—&%
REOIREE D RIS

i COEILEY R
HER DN

f® D T AMEINSELONET—RIZE DL

BRdkH (7)) :

HEga a4 S D Ea—5—&%

REODTEK D RIEHEM

iE . EILEY R

mR Do e

Betamethasone:

REOTF CBR

i D EILEY R

HmR D OBULBEMYME

AhEHRERRYE

FIATRETERICE DR YNFETELLY,

B%:

RbATE L

in vitro TOEEEM . HERA A T in vitro Z2BEKEESE
R 2

#E: BLUTAMELLFOoN-T—2IZHDIL
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 MEVER A 2016/04/08
in vivo TOEEHMN o HEA 4 T I B ARMmMBER/MEELER (in vivo MIREEMER
E&)
. wHx

REER: BRI

7% OECD EEBRA A K51 > 474

BER

HE BT MEMTONT—RIZEDL

BRgLH (FiH) :

in vitro TOEGEEM D HRERA A T in vitro HELEIYMMREIEFEERER
R

in vivo TOEESHE D RERA A T WELEYSHRMBK/MEZERER (in vivo MilAE MR
E®)
B woX

REER: ERERTS

7% OECD HERA A K54 > 474

R

HE BT IMEMTONT—RIZEDL

Clotrimazole:
in vitro TOEEEMN D HREBRAYA T MEMERWDSEREAZTESAE (AMES)
R 2k

RERA A 7 in vitro Z2BAERERKER
R e

RERSZ A T in vitro /MEERER
R fE

in vivo TOEEEM o BB 4 T WEL S RMBR/ N LEER (in vivo MifaE MR
E%)
B oy bk
BER%K &0
R et

HERA4 T WMEEAFOEBHREEHR (in vivo)
FE:N\LRA—
R 2

AEMRERRME -7 A 0 RENECEBHERERERRE L THET S LETER

vk LYo

Betamethasone:

in vitro TOEEEY DOHRE A T MAEYMERAV S EIRRAEEFER (AMES)
R e
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08
SERS 4 T in vitro BABMMEIEET ERRE
R e
SEEA A T in vitro LEKEEHE
R B
in vivo TOEEEM . RERA A T IWILEMRMER/MREER (in vivo MIRAS MR
E&)
FEBTHX
Y5 AR 42
R TR
HEEMPREERERE - TR A 0 BNECERERRERTEERERE L THET A EETELR
>k L,
FENAE
FIR AR A RIC S CIRY ST =00,
5
W= EFN
& S RN
BEZIK D BAHRAATEEE
iR & B D2 &
ER D et

BRdkH (7)) :

i Ty kb
BREZR D BRAAATEEE
A 5 B . 244 R

R DN
Clotrimazole:

& vk
BE5ZR ©#0a

IR ERRE ;788

HR Do et

st

BBRADEZEDEZT N,

5%

RbATE L

HIRICX 9 58 D HRERA A T A/ REFEER -V HER
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08
oy
B RAAA IS S
R e
e ELT ZME, DB ONFTF— R RS
BEORE~DEE L RERA4 T BRENEEVRERE
oy bk
WERK: KIEEa
Grem. e

HE BT IMEMTONT—RIZEDL

BRgLH (FiH) :

HRICx 9 5588 D REBRA A T —tHREBEEEER
B Sv bk
IRERIK: HIS &
R 2

IBROEE~DEZE HERA A T ZREMNE L UVBREKE
B vk
REREK BRAHAATEIGE
R 2k

Clotrimazole:

HIRICX 9 58 BB 4 T 2REEH / VWEHERE
B Sv bk

BEER &0
4 5EH1: LOAEL: 50 mg/kg {AE
HR REE~OTE,

RERODEE~DODZE D BB T ZRENBLURRERE
B Ivhk
BERE #0
FAEZEM: LOAEL: 100 mg/keg AE
R - BRESME, | BEIFEEILLL,

HERAA T BN L URRERREE

B: v bk

BERK #0

FAH 1 NOAEL: 50 mg/kg AE

R - BRESME, | BEIFEEILLL,

HERA2A4 T BN L URREREE
B eoR

BERK #0

FAF 1 NOAEL: 200 mg/kg AE
HER BREORBE~DEZTGL,
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Betamethasone / Clotrimazole Qintment

ReET—2I—F
Formulation
e HETA:

6.1 2020/10/10

Apuhlic

-5 ORGANON

BEES: BIEIZET H: 2020/03/23
610353-00013 #EERLH: 2016/04/08

EEEHE-T7EAAD R

Betamethasone:
BROXKE~DEE

EEEE-T7EAAD R

FERMRBSTE (HEEIT<ER)

HEB44 7 2B L UVBRRERER
fa& oyx

BE&RK 0

FeEF M NOAEL: 180 mg/kg AE
R BEORBE~ADEETZL,

BYRRICL D EMMRES S UVEENNDEZELNH D C
EN—RBIESN TS, , BYRRICKDEXRBTICERE
BNHEHZEN—BESN TS,

FE ¥

BERZE: HNRA

FAFEM: LOAEL: 0. 05 mg/kg (AE
R BREEM.  FELARBDHLNI,

oy hk

BE5E®K KT

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

B vOX

BERE AN

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

BYRRICLDERBENDBZENREIZH D,

FIRARREGERICEDCRY DETELRL,

FERMRBSE (REFICR)

RHICH=5. RERERFZICLHEF RTEAX RER BA KR 0LE 8T OESF.

B

Clotrimazole:

e
TERAA b

Betamethasone:

1RRRER
TEAA b

i B BIE
RHIIH=5. RIREFILLBICLDEHROEZTDOEZ .

TEAE, RER BA, W & BT
R#ICH=5. REREFLEBICKLDBHOES.
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment # ORGANON
Formulation
RES &ETH: RIARE HIEZETA: 2020/03/23
6.1 2020/10/10 610353-00013 FIEYERCA: 2016/04/08

REHRSEH

%

ARrOS45 L

& AN

NOAEL 5,000 mg/kg

BE5R% A AATIER

PR EE R 2 &F

Beflh (Fil) :

2 AV S

LOAEL . 160 mg/kg

B E5RH% D BRFAAATEE

PR EE R : 90 Days

iz} S AV S

LOAEL o>=1 mg/|

BE5R% ORA LA/ R N/E)

IR SR 48

& . OECD &HE&EHA K514 412

Clotrimazole:

2 s

LOAEL : 5 - 40 mg/kg

B E5RH% D RIEEA

IRERRE D38

Za5ss D KIE

fEIR D ORE 8%, B, KK

& AN

LOAEL ;10 mg/kg

BRER® C N

IR ERRE . 18 # A

LDl S D IR BRI

& N

LOAEL . 25 mg/kg

BER® . qu

IR ERRE : 6 -12 8

EHiEES COEIE

fE IR DORIE, R 'R

Betamethasone:

& oYX

LOAEL o 0.05%
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ReF—2U—F A

Betamethasone / Clotrimazole Qintment i ORGANON
Formulation
&S &ETH: BEES: HIEIRET B 2020/03/23
6.1 2020/10/10 610353-00013 FIEYERCA: 2016/04/08
BRERZB D RIS
i yAlied | :10-30d
ZalEs DO BNTER, fRER BA
iz} Sy kb
LOAEL : 0.05%
BEZ% D RIS
IR SR 8
Za5s )
2 DONYTIR
LOAEL D 0.19%
BRERZ® D RIS
PR EE B 8 @
EZH%s )
2 SN
LOAEL :0.05 mg/kg
BREEB C 80
R 2= R 28 d
SOl DMk, MR BIE
BAAHEH
FIFAETRE A ERICE DR Y DETEAHLY,
MNMEIZH T 2 REEER
B
Clotrimazole:
RS HE A DR B, BE KB, FE XK
RARAATEBE COER R MER OBM, TH
Betamethasone:
%A D EZENIESS AT
RIS DOERR: BAR, BRE, RIEM
12. BERZEER
AREEM
5%
RO 3 L
AEn . LL50 (Pimephales promelas (77w bAw FX/2)):> 100
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f é 7-‘_ 9 :/_ F A’uhlin
Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08

mg/ |

SOVAFEOKEERHTY ¢

[Tx9 EME

B KEEYICHT HFMH

SOVOAEQOKEESHEY

[Lx9 BEME (BIEEN)

Beskn (7)) :
BEN

SUOVIAFEQKEERHEY ¢

(s e aY=—3 3

B KEEYICHT HEN

RSN (BHESM)

SOVIAFEQKEERHSY ¢

X9 HEM (BIEEN)

Clotrimazole:
BEMN

IREERERE: 96 h

wERME: KEE S

A% OECD SHER A A K54 > 203

BE BT IMEIRFIONET—2ITE DL

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

BERME: KIEE S

&% BT EmEIL/FON-T—RIZEDL

NOEL #EZZ£2E (8) (Pseudokirchneriella subcapitata
(#%3%)): >= 100 mg/|

BREERFR: 72 h

WERME: KHEE D

#i%: OECD HEEHA K54 > 201

fmE: AT smELIRONE=T—2IZE DL

BRANESZEEE (Daphnia magna (7432 >2)): 10 mg/l
IREERFR: 21 d

WHERME : KIEE S

BE FEUT2MELIEONET—2IZEDL

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERFRE: 96 h
A% OECD RER A A K54 > 203

EC50 (Daphnia magna (F#4 =< >3)):> 100 mg/|
BREERFRA: 48 h
7#i%: OECD HE&RH A K54 > 202

RAEFLERE (Pseudokirchneriel la subcapitata (#%)):
100 mg/|

BREERFRE: 72 h

A% OECD E&R A K54 > 201

BAESEEE (Oncorhynchus mykiss (=< X)): 1,000
mg/ |

BREERFR: 28 d

RAEZERE (Daphnia magna (A2 2>10)): 1,000 mg/|
BREERFRE: 21 d

LC50 (Brachydanio rerio (€757 4 v a)):> 0.29 mg/l
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES  WETA: BEES: IEHET A 2020/03/23

2020/10/10

610353-00013

#EERLH: 2016/04/08

SOVaAEDOKEESHIY

[Tx9 BF M

BEKEEYICHTEENE

M-T704%— (KERERE
tt mH (2% )
BEML (IS

SOVIAEQOKEESHEY

X9 BFME (BEEN)

M-279%— (KERREE
tt RE (B1H%) )
WA T HEMN

Betamethasone:

SOVIAFEQKEERHEY ¢

(s e aY=—3 3

B KEEWIIXIT HENE

BEMN (BIESM)

RREERERA: 96 h
Hi%: OECD REEHA K54 > 203

EC50 (Daphnia magna (74 X< >3)):0.02 mg/|
RRERHERE: 48 h

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

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

RREERER: 72 h

10

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

BREEAFAE: 32 d

7% OECD HRERAA K54 > 210

RKREZERE Daphnia magna (A4 32 23)):0.01 mg/|
RREERER: 21 d
A% OECD HERH A K51 > 211

10

EC50: > 10, 000 mg/ |

BREERFM: 3 h

SHER AR A T IR

#i%: OECD REEHA K54 > 209

EC50 (Americamysis (Z AU AT X)) > 50 mg/l
BREERFRA: 96 h

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

77i%: OECD FRERA A K54 > 201

&% AMERMBEICETLIEHEL

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

BRERFR: 72 h

ik OECD FRE&A A K54 > 201

& AEERREICHSITH2EMHEL

BARESEERE Pimephales promelas (77w hAy K3/
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Betamethasone / Clotrimazole Qintment

ReET—2I—F
Formulation
e HETA:

2020/10/10

BEBES:
610353-00013

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EERLH: 2016/04/08

SOVAFEQKEERHEY ¢

X9 BEME (BEEN)

N-T7048— (KERREE
tt RE (BH%) )

BB - SfE
%,

= ¥
SO

BRdkH (7)) :
RN

Clotrimazole:
K TOEREM
EHERYE
B%:

Betamethasone:

n~-#4%4 %/ —IL/ KSERFRE :

(log fE)
TP OBEME
T—A4L
TV VB~DBAEN
JEEL Y

2)): 0.052 mg/|
AR 32 d
Ai%: OECD REEHA K54 > 210

RAELZERE (Oryzias latipes (1A 57)):0.07 pg/l
RREERFRA: 219 d
7% OECD ERE&RA A K54 > 229

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

1,000

R ZAEETIEGEL,

EofE: 31 %

RREERER: 28 d

#i%: OECD REEH A K54 > 301F

HE LT 2PEIEONET—2IZE DL

HER: ZARIETEAEL,
AR 31 %
BREERFME: 28 d

IIKSME: 50 %(242 d)

log Pow: 2. 11
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
RES %I BIMES- STEET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08
thnFELE
FaHL
13. BELDOIE
BEARE
BREEY D HABBAORFIZEVNLST S,
ERRER AL L EOEBE. UHA L EEEORHI. BAES (-

BEEYLEXREICRRT S,
FICHEENMEWNMES, RERAGRELTEET 5.

14, WX LDERE

B FRER
R _E #5% (UNRTDG)
E:EZES (UN number) : UN 3077
E&E#ix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)
(betamethasone, clotrimazole)
EE 5 %8 (Class) © 9
B2 (Packing group) b
Z ~)L (Labels) 9
fii22%6;% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3077
EE#ix 4 (Proper shipping :  Environmentally hazardous substance, solid, n.o.s.
name)
(betamethasone, clotrimazole)
EE 5 %8 (Class) ©9
B2 (Packing group) b
Z ~)L (Labels) . Miscellaneous
WaiEr (EYH#) (Pack- : 956
ing instruction (cargo air-
craft))
WaiEr (REH) (Pack- : 956
ing instruction (passenger
aircraft))
REREEMN -
#5_E#i% (IMDG-Code)
EEZES (UN number) : UN 3077
[EE#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (betamethasone, clotrimazole)
EE 5 %8 (Class) ©9
B4R (Packing group) b 0
ZRJL (Labels) 9
EmS — F (EmS Code) : FAS-F

20/ 24



REF—5v— b

Betamethasone / Clotrimazole Qintment
Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/10 610353-00013 #EERLH: 2016/04/08

BESEYE &Y - FEE) ¢ &ZH
(Marine pollutant)

MARPOL 73/78 MiRE Il RUF IBC a— FIZ& 3 5WAMEShHHEME (&Y - FFEH)

HisSh - IKBOHAICIETIEZS,

& PR il

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

CCICRBEA TV DEES I, BHROBMETDRLHT, KRET—2 L — FOHRTHRHS
NEESITHABESNE-MBOBREDHITEIONTWET, BEHEE. REFHR. Nvr—2H

A XEMFBOMADHRBOEEIZLY . EESILAREELAHY ET,

15, BRZES

B ER

HBAE

ek, EEMBRYICEZA LA,
L&EX

BELEME. BERECFME. BEFMIEEMEICKILEL,

FBRE/LEE

BEENBUEShIEFED

JEER

HWEDHAERITHNEZHED

JEER

BEEENLLEHARYME

JEER

ERFREDEH oN-EFEMR (RFLEYMR)
EH

ZEREDORD oh-LEWE (HFREHEFHE)
EH

ANEZENITRECRVRVEEY
EESTED 2 FITFANRE 9

LEH &S 2HE (%)
i 168 >=90 - <=100
AHEERTIRELRVRVEEY

EE ST & FBITHE 185%)

=222 =
9 168
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RET—FV—F

Betamethasone / Clotrimazole Qintment
Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/10 610353-00013 #EERLH: 2016/04/08

HECEVEREFHHRA

JEEL Y

s EFHRA

JEEL Y

M7 ILFILehET R

JEELL

AREATRE TR

JEELY

HBREWEERITE - WRE— (BKEY)
JEELL

EVRURIMESRE

JEELY

LEYEHHITEEEREE

JEELY

BEHRARRE

JEELY

DE-$E)E S

JEELY

e & ik

fEHRAIE 2, 3 RERMERAIKRSE 1 AEUYE
22k

FEATHRBISE 194 RAERMERIRE 11 ZOMOEEY
BESREFRVUBLEEFONILICET 5iE2
(& 5 A% L AERIEYENY )
1B s #ix L BEEEYE
PR3 B U AR A 3l

REAAMERE (8 - A
e
BEREABHERE @ - BAK)
e

BEEVOLER VERICET %R
EXRED

COHBOBBICODVWTEEAS VRY M) —~ADEHIFR :

AICS D ORE
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/10 610353-00013 EER B 2016/04/08
DSL e
IECSC C Fw
16. ZDHOTER
SR
51 FI Ak BT —4 . B DS (ES< F—4& . OECD eChem
R—2ILE X UBIMEZEWER http://echa. europa. eu/ D&
FEER
Bff7+—<v b . #/R/8H
ZOBOBED LI
ACGIH . kE, ACGIHRREEE (TLV)
DAELAA2E (FRE @ DAEZEE2S FREEZOBE | LE2WEORERE
)
ACGIH / TWA . B ESRY. ESRIMETLY
HAEEGLETRE (BB D HREE
) /OEL-M

ALIC - A—R FSUTDIELFERASA AV RY; ANTT - TS DILEREEME . ASTM - K
EMHHRGS bw - KE; R - EH UM, TERRME. EEEULH D ESNHME: DIN -
FAURBHEELE DSL - ERYMEI R~ (BF%); Ex - FED XWORIEEREFT EEX
BNBDRE, Elx - FED XWOREERIFT EEAONDIER/EE, InS - REFKOR TP
—JL; ENCS - L BEADBEFILEME )R b ErCx - FED XWOREZERIFTEEZONDRL
R&R RG - R2XIEDOFEIE; GHS - HRFAMI X T L GLP - HERERHEE, [ARC - EIR
DATRZTHEE, [ATA - EEMZEERHS, IBC - BRIEFRDESHEEEXD-HOMMOIEE
RURICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMEMZEME. IECSC - hEIR
FeEYELE: INDG - ERELAERYRE IN - ERESEHE. ISHL - sBRe/4EE
(BF): IS0 - EFZECHME. KECI - REBRFLFEMERE: L0550 - 50%HIERE, LDSO -
50%EEE (FHEILE)  MARPOL - MMAIC L 5 DD -HDERSEN: no.s. - I
MBAMNATRSINATNE LD ZERRC: Neh - FUHAL NOWEC - EEEZMEZERE. NOAEL -
BMASMHFZEL AL NELR - BEEEZERFEE NOM - A5 2HA NP - XEE
REMTOT S L; NloC - Za—C—F v MeEYEARMK: 0ECD - #EFH HFHFEME, OPPTS
- LEYMER LM - AEBILER: PBT - oMM - ARBEN - HEME WE) © PICCS - 7
1 VELEMEA RV ) —; (QSAR - (EEH) HBEFMHER. REACH - {LEHMEDE
$x. ETMfi. 3B WIH KL UEE (REACH) ICB¥ H#RAI (EC) No 1907/2006; SADT - B ChmEs#Z
BE: SDS - R&ET—2L— b TCS1 - BEBEEMEASA AV M) —: TG - BIEYEE:
TSCA - AEWMEMGE CRE) : UN - EE; UNRTDG - EffESERMEE#S,. vPvB - FEREIC
HOBMRUFEICEEREN, WIS - EXRGSERETEVERROAT L

CORRET—RI—FUUAT TSDS) &0V3) TRIET HHFMUT TRFEH &0V D)K. xEH
BEFRICENT., BHEOKEOHNH. BFHR. RPMERDLETERTHLEHILEZLDTY,
AEHRIT. BROTEGEEVL. A, LB, RE. @f. BEERVFRRICETISIHA TR E
LTOAERSNTEY . WHESRIEREREREZRTHOTESHY TEA. KIERIL.
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ReF—2U—F A

Betamethasone / Clotrimazole Ointment i ORGANON
Formulation

&S WETA: BIEEE BIEIET A 2020/03/23

6.1 2020/10/10 610353-00013 EER B 2016/04/08

SDS MEBEZEICREINTVLWAIHESIN-ARICEATIEDOTHY . YZAEGAMOES EHAE
HhET. RFTOLRFTHEASINSGE. AXFICERALLVEY .. BTG5 AL EEE
NHYFET, REGOFERABFRMICEVTIE, AEREVHERBEZERT 515481, FRES
PDRBRERBIH ITHI2AREGZOBE LM EZEDH T, FREBRMOERT 5HETOHEDKR
IZHFTHAREROEKL. FH., LB, RUREIZOWVT, BEBELWEYT,

JP/JA
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