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Betamethasone (0.05%) Cream Formulation

Apuhlic
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&S ;ETH: BERES: BiIEIZRETA: 2020/03/23
5.0 2020/10/10 1682147-00008 FIEYERA: 2017/05/17
1. EERRUEHITER

EEHDAR Betamethasone (0.05%) Cream Formulation
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Organon & Co.

30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302

551-430-6000
EHSSTEWARD@or ganon. com
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Betamethasone (0.05%) Cream Formulation - ORGANON

RE= WETH:
5.0 2020/10/10

BEBES:
1682147-00008

BIEIZET H: 2020/03/23
#EER A 2017/05/17

P260 } CANE/ " HR/ IR /"ER /" ATL—FRALL
L\: &O

P264 B WVERITRIEZ LS 2 &,

P270 CHOEREFERT S EEIC, REXITEEEZ LA
&,
P23 IREBEADHREZHTH &,

P280 IREF R RHEKR RERE RE@ETERATLHL,
EREE:

P308 + P33 XK BEXRIFIIK BORBENAHI5E : EAIDZE
SEREHRTERITHE,

P391 R ZEEIINT B2 &,
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PA0S MESE L TRET D &

B

P501 NBY.  BRERZDIN-VNEHERICEET L&,
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3. MERUHSER

EFME - ESHORH . BEY

5%}

E#8 CAS &5 SHE (b w/w) BHRATEHE

&S

XbESE2 A 8009-03-8 >=20-<=30
JoEryg)a—nu 57-55-6 <10 2-234
E/ARATTIVVEET YR 123-94-4 3 2-669

- 00-3-AF)ILTx/—)b 59-50-7 0.1 3-900
|Betamethasone 378-44-9 0. 064
|T F¥iECI6-18 7La—iL 68439-49-6 0.05
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Betamethasone (0.05%) Cream Formulation

RE= WETH:
5.0 2020/10/10

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
1682147-00008 #EER A 2017/05/17
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Betamethasone (0.05%) Cream Formulation

R EE = WETA:

2020/10/10
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-5 ORGANON

BEES: HIEET B: 2020/03/23
1682147-00008

#EER A 2017/05/17
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

R Gt BEES. #i[EIXET B: 2020/03/23
5.0 2020/10/10 1682147-00008 #EER A 2017/05/17
8. [£< BRLRUREMHE
ERBHIB1T 2R HRBRE/HEBE
ET CASES | BB (REM | SERE/ HER | MR
) B
RbOSE L4 8009-03-8 OEL-M (= R 3 mg/m’ BAREXRRE
M) 2 (SR
)

TW3%E. 11

FHHER: ELALS OB
I EBNAMSED

Bz 488
E o

ZHEBRE LTHBRRENTSh
MXSR, EVAYE,
Bl FERIHLTESAELA DD EHHTEDIMETHS.
DEICHBINDIVEL, EFHRARILD+DLENAHD.

M&1

TWA (R AR 5 mg/m’ ACGIH
)
E/RTTIVUEBGTYRY) Y 123-94-4 TWA (| AR 10 mg/m° ACGIH
)
TWA (RO 3 mg/m’ ACGIH
)
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER
AR KIS
| HZFERYHIE [ 10 ug/100 cm* [ PIEB
PEERYDOSE@EE EDOEHBE
[5%) CAS &= R (RER | EERE/HARE | HHA
i) E
RILLTZILTEFR 50-00-0 ACL 0.1 ppm ZEE (B8
=E)
OEL-M 0.1 ppm BAREXEE
0.12 mg/m’ 2L (FBiR
)

HMER: [EREEME,

E28 AHIcHLTHEEL CRMEM

AHHEZFAONIYE., REREEYE, F158 ARFITHL
THLMNIBEMENHLIME., EXAYE, TE28A I8
SNHMER, LN LEEM+ S EHMET, EFHRLH S DL
AREHTH LA, YRR LD +DTHS.

OEL-C 0.2 ppm BAREZXH4S
0.24 mg/m’ L (FBRRE
)

HEER SEREMYME, F28 AMICHLTEE o CREN
AHHEEALNLIYE., REREEYME F18 ABITHL
THLMNIBAEMELNHLIME., ENAME, THE2FA 258
SNHMER, FHIONLEBM+SEMET, RFEHRH S DL
AREMTHEA, BMERLS DA +ITHS.

TWA 0.1 ppm ACGIH

STEL 0.3 ppm ACGIH
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Betamethasone (0.05%) Cream Formulation
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Betamethasone (0.05%) Cream Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
5.0 2020/10/10 1682147-00008 DEERB: 2017/05/17

BUOBERIERIST S ENH 5.
BRTASUENBERYNER SN D,

TR EEE DOMREL,

BMERYME D EREH

BREELIEERD

B R D RILLATILTEFR
1. EE%ER

AREED HHRERBOEHR @ KEEM
EEY
RICA-=1B8

R4S
FIFETREAIEMICE DR Y DETEAHL,
B5:
RrhOTS 3 L
aMEE #&nO) © D50 (v k):> 5,000 mg/kg
Fi%: OECD HERAH A K541 > 401
HE: BT spmanrodonk-7—42C&ED<
AuEE (BR) : LD50 (T v F):> 2,000 mg/kg
Hi%: OECD HERAHA FS 4 > 402
TERAAV M COYMEE-ILEAYIEAMORESHEILE
LYo

wE: BT IMEMSBOAT—RIZEDL

JoELvySya—)i:

SMEEE o) : LD50 (3w k): > 5,000 mg/ke
2MsEE (]RA) : LG50 (94 ): > 159 mg/|
PREERER 4 h
HRERRE MLA/ZX b
AMEN BR) : LD50 () > 2,000 mg/ke
TERAV M COYEEHILEESYMIEAHDORESHITE
LY,

E/RTT7IVOBTYEY Y.
anst @no) : D50 (5w k):> 5,000 mg/ke
7% OECD SRE&RH A K54 > 401
#E EUT2YEISBLNET—2IZHIL

SMENE BR) : LD50 (T v k):> 2,000 mg/keg
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RET—RI— b A
Betamethasone (0.05%) Cream Formulation - ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
5.0 2020/10/10 1682147-00008 #EER A 2017/05/17

s BLTPEISFOAT—2IZEIL

4-oOno-3-AF)ILI7x/—I:

SsEE (O : LD50 (%2 R): 600 mg/kg
s (]RA) © LG50 (T v k):> 2.871 mg/l

IREERERE: 4 h
RERRE MLA/Z X+

AMEE (BR) : LD50 (5 k):> 5,000 mg/kg
Betamethasone:
2EEME (0) © D50 (v k):> 5,000 mg/kg

LD50 (¥ R): > 4,500 mg/kg

s (]RA) : LG50 (T k):0.4 mg/l
MRERR: 4 h

I %21 C16-18 Z)La—IL:

SMsEt #o) : D50 (5w k):> 2,000 mg/kg
BE AT IYEIEONET—2IZE DL

REEE /w3t

FIFAETRE A ERICE DR Y DETEAHLY,

B4

RbAZ3 L

(= S

& : OECD &HE&HA K54 > 404

fER D REREGZ L

e T AMmEMALBEOoNT—2IZEDL

JoELrySya—)i:

2 R
Ak . OECD FE&H A K541 > 404
s LRI L

E/IRTTYVUBTYEY Y

(Ed R
EES D RERIEGL
e L BT AMmEMSTONIT—RIZE DL

4-00-3-AF)Tx/—):
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

RES HETH: BEBES: BIEIZRETA: 2020/03/23
2020/10/10 1682147-00008 #EERLB: 2017/05/17
2 A S
ik OECD HE&RA A K54 > 404
fER 1~4 B5fEIEMT S L EBELAH D
Betamethasone:
2 A S
faR BEORERH
I kX C16-18 7ILOa—)L:
2 e
ik OECD HE&A A K51 > 404
fER RERHE L
% BT 2PEMISEONE-T—EIZE DL

RIZxY 5 ERGREERRBE
FIRARIRELERICEDCRY DETELL,

%
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i

fER

Hi&

%
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&

R

Hik

E/RTFTIVUBTIERY L
i
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%
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&

fER

ik
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2
#ER

vHx

RANDRIFG L

OECD FHB&H A K> > 405

BT IMEMSHLONI-T—RIZEDIL

VYx
RANDRIFGE L
OECD EXBRH A K351 > 405

Y
RADRIFG L
BT IMEMTONI-T—RIZEDILC

Y
RIS SR AT HHIE
OECD EXBRH A K54 > 405

S
RADRFG L
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

RE= WETH: BEES:
2020/10/10 1682147-00008

5.0

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EER A 2017/05/17

I ;X214 C16-18 7J)La—JL:
& :
fER ;
ik

%

PR 25 T AR 1 3 (3 B2 B IR 4 A
RER{EE

A
RA~DRIEE L

OECD EXERH A K51 > 405

BT IMEMGF/ONI-T—RIZEDIL

FIRARIRELERICEDCRY DETELL,

O A R E 14

FIRARIRELERICEDCRY DETELL,

A%

RrhAS A L
HERA AT
REDITER
2

fER

iEs

JoELvySya—)i:
RERA A T
REOTRK

2

R

EJRATTYVUBT)EY !
RERA A T

REOTEK

72

fER

£

4-o00-3-AF)Tx/—):

HER2 AT
ANk Y
2

TEAAV

Betamethasone:

ERAoES 3

Ea—5—&
B IS & fi
EIILEY F
(£

BT MEMIGFONI-T—RIZEDIL

TXIvAE—2 3 VB
B IS H fi

ELEY b

=4k

Ea—5—i&
R &AL
EILEY b+
P

BT IMEMTONI-T—RIZEDL

XA tE—T a3 VER
R E A
EILEY L

AEDREITEREN S HEEDBBMEAFKIRY SaaetF -

(FEELA S B o

53
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
5.0 2020/10/10 1682147-00008 SEVERE: 2017/05/17
& . EILEY R
$E R D BREEYME
T %L CI6-18 FILa—IL:
SERS A T C Pa—5—3
EEDEIRIK D E SR
& CEILEY R
5k . OFCD SERAA K54 > 406
FER D et
s L LT AMES BN TF— R IZ 'S
SIEMIERRE
FIRTTRE A BRIZE S R Y HMETERL,
5%
REOS4 L
in vitro TOEEEME D RERA A T in vitro ZBAREERAER
Grm. e
e ELT ZME, DB ONFTF— R RS
in vivo TOEEEM D RERA 4 T HEEYHRMBK/MEZERER (in vivo HIRAEMR
E&)
B Tv9X

REERE: ERERTS

7% OECD HERA A K54 > 474

R

wE: BT IMEMSBOAT—RIZEDL

JoELvySya—)i:
in vitro TOEESM D BERAA T MEMERANSERERE RS (AMES)
R e

in vivo TOEEEMN D HERA 4 T HELEYRMBK/MZEER (in vivo HifaE MR
E®)
B YOR
B 520 EREREST
R fE

E/IRTTYVUBTYEY Y

in vitro TOEGEMH o HERAA Tin vitro R2EAEERER
7% OECD RE&RA A KS 4> 473
R B

B BT SPEM ST ONT—RITESL

HEBRY 1 T AEMERA VS BEIFRALEHER (AVES)
75k OECD HBRAA K54 > 471
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RET—HFV—F

Betamethasone (0.05%) Cream Formulation

RE= WETH:
5.0 2020/10/10

Apuhlic

-5 ORGANON
BIEEE BIEIZETA: 2020/03/23
1682147-00008 ME4YERKRA: 2017/05/17

4~y 00-3-AF)Tx/—I:
in vitro TOEGEM

Betamethasone:
in vitro TOEGEM

in vivo COEEEMS

ATEMRRERRE - TR A

bk

IbFX{C16-18 7ZJ)La—)L:
in vitro TOEGEM

R e
HE BT MENTONT—RIZEDL

HERA A Toin vitro BELBYMECFERAR
BER
BE: BLUT YELFON-T—2IZHEDIL

HEBRE A T MEME AL S EREATRRER ANES)
SEE: et

HER 2 A T BEME AL S EREATRAER (AES)
Rt

BB A T in vitro BILEMEIEGET ERAR
Rt

HERZ A T in vitro 2EKEEHR
R Ht

HERAR 4 T EEL B AR MEBR /N LEAER (in vivo MifaE R
E%)

FE.THRX

BERE £0

R TEAEE

REAGE C ETEMRRAEERRE LTHET A LETER
L\o

HEBRY A T WAEMERAN S EIFRALEHER (AVES)
7% OECD RERAA K54 > 471

BR B

#E: BUT MEL TN -T—2IZHEDIL

HEBRY A T in vitro MELBYHIEGFERSR
7% OECD BRI A K54 > 476

R e

#E: BLUT MELFOoN-T—2IZE L

RERR A 7 in vitro Z2BAEERKER

7#i%: OECD HERH A K54 > 473

R et

HE: JUTIPELI /B ONT—2IZE DL
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES %I BIMES- STEET A 2020/03/23
5.0 2020/10/10 1682147-00008 SEVERE: 2017/05/17
HHAME
FIRTTRE A BRI SR Y HMETERL,
0%
R OS54 L
& D Ivk
BRERZK D A RAATEEE
PR EE B 2%
FEER D et
JovvrySdy)a—i:
& DS w bk
BEZIK A RAATEEE
R & R 2%
fE R D etk
S EEN
BE~DEZEQHZ N,
5
IS-CY N
RIS T B L RERA AT AR/ REBMR S ) —= U RE
oy
BERE: fRAAATEES
R 2
e ELT A MEN DEBONF— R ESC
BEDEEADEE L REBA4 T BHNEEVBERS
Bov bk
WEERK: RIEEA
R 2

wE: BT IMEMSBOAT—RIZEDL

JoEvrySya—):

PEIRICK S B E D HBRA A T ZHRETESERER
B YOR
REER: RAFAATEIBE
BRI
MBREOEE~DZE D BT RBENE L UVREREE
B
REER: RAFAATIBE
R 2%
E/RTTIVERTVEYY:
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RET—HFV—F

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

R EE = WETA: BEES: BIEIZET H: 2020/03/23

5.0 2020/10/10 1682147-00008 #EER A 2017/05/17

PEIRICKT S SR &

PEIRICK S D&

i
S
S
o
B
2
S
&
m [

Betamethasone:

HREDRE~DEE

EHEEE-T7ER A+

|[pFiRIoxt s 2522

4-o00-3-AFI)LTx/—)L:

Ibk+1C16-18 7)LO—)L:

HEBA4 T &£/ REEER V) — U ERERSSHEM
HEHEHER

Sy bk

BERE: A AATEEE

A% OECD SRER S A K54 > 422

R e

BE BT IMEI/ONT—FITEDL

HERA A T A/ REEER Y ) —Z o RERSENEME
HEHEHER

B oy bk

BRI A AALTEEE

Hi%: OECD SREEHA K54 > 422

R et

BE BUTIWEILEONET—2IZE DL

RS A T — MRS RS

B oy bk
BERE: RAHRAATEBE
R fE

HERAA T EE/ REBERV ) AR
B Ivhk

BERE: SRAHRAALESEE

R a

FE ¥

BRERZE: HNRA

FAEZEM: LOAEL: 0. 05 mg/kg fAE
R BREEM.  FELABDHLNI,

B2y b

BERK KT

FAE M LOAEL: 0. 42 mg/kg AE
R FEhBHLENT,

B eoR

BERE HAN

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

HYRRICLDERBE~DBZENHEIZH D,

RS J: SHRABSMRER
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation - ORGANON

&S HETH: BEEE HIEZETA: 2020/03/23
5.0 2020/10/10 1682147-00008 FIEYERA: 2017/05/17
B oy bk
BEERT: REEM
R fEt

BE: BLUT ELFEON-T—2IZHEDIL

HEBA 4 7 ZHREES AR

B oyhk

BRERE: RIS

R a

HE ELT2PEIEONET—RICEDIL

HEEMRESYE (HEE<E)
FIATTRE T IERRICEDCRBR Y R ETEALY,
B5:

“#bnn%diwjzj—m

TEAAL FFRBADRIHEDEZ N,

FERMEESTE (REFICR)
RHIcH=5. RERERFICLHEF RTEAX RER BA KWK 0LE 8T OEE.

B%:

Betamethasone:

(R A NTEEK, RER A MR oE 2T
TEAAV R EHich=5. XIREIEBIZXPEEZOESE,
RERSEH

5

RhAS 32 L

& Sk

NOAEL 5,000 mg/kg

BEZ% A IAATEIGE

|2 FE R 2 F

JonELv>Sya—)i:

[ AV S o7 4

NOAEL 1,700 mg/ke

BEZ% RAFIAATEIGE

|12 =5 2 &

E/IRTTIYV OB

[ AN

NOAEL >= 12,500 mg/kg
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation - ORGANON

RES ;ETH: BERES: BiIEI&ET A 2020/03/23
5.0 2020/10/10 1682147-00008 #EERLB: 2017/05/17

BRERZR D BMRFIRAATEGE

i yAlied | 84 Days

5 T AMmEINSBLONET—RIZE DL

4-ypB|-3-AFILITx/—I:

2 R

NOAEL : 200 mg/kg

LOAEL . 400 mg/kg

BEZK D BFAIAATEEE

IR SR 28 Days

Betamethasone:

( S

LOAEL ©0.05 %

BREZR D RIEHEA

IR SR : 10-30d

(R A D RNTER RER A

[ Sy kb

LOAEL ©0.05 %

BEZK D RIS

i 5 B 8@

(LA D MR

& DOYYR

LOAEL D019

BEZ® D RIS

IRERRE 8

IZ R R © HER

2 N

LOAEL :0.05 mg/kg

BREZR ©o#0a

PR 28 d

IZRO RS DMK, KRR, BIE

I ;X214 C16-18 7)La—JL:

[ DSy k

NOAEL : > 100 mg/kg

AR ) D BRFAIAATEGE

IFRErRE : 90 Days

ik : OECD :RE&RHA K54 > 408

= D T AYEMBLONT—RIZE DL

BRAABEN

FIRARRE L ERICEDCRY DETELRL,

17127



ReF—2U—F A

Betamethasone (0.05%) Cream Formulation # ORGANON
&S WETH: BEEXE: BiIEIZRETA: 2020/03/23
5.0 2020/10/10 1682147-00008 FIEYERA: 2017/05/17
AEIZH T HREBEHER
5
Betamethasone:
A D EMES BIE
R I $E i DOEK: AR, OB RIEM
12. BEFEER
SreEN
5%
SLET PN
y:E- : LL50 (Pimephales promelas (77w kAw K2/ )):> 100

mg/ |

IREERFRE: 96 h

WERY A KIEE S

A% OECD RER A A K54 > 203

BE BT IMEIL/TONT—FITE DL

SOVAEOKEELSHEY © EC50 (Daphnia magna (A4 3 <> 3)):> 10,000 mg/|
IZxtd 5&MH BREERFR: 48 h

WEEME: KEE D

BE AUTIYEIEONET—2IZE DL

R KEEYICRT HEME 0 NOEL EEERE () (Pseudokirchneriella subcapitata
(#%:%)): >= 100 mg/|
RREERER: 72 h
WER A KMEE D
#i%: OECD HERHA FS5 4 > 201
BE BT IMEIEONET—2ITEDL

SOVIFEQOKERESHEY | RREZZLEE (Daphnia magna (XA 32> 20)): 10 mg/|
[Zxt9 B &M (IBHEEMN) BEEERER: 21 d

WERME : KIEE S

& BT smELIEONET—2IZE DL

JOELYTYa—):
asn : LG50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
BREERFR: 96 h

SOVOEOKEESHEY © ECS0 (Ceriodaphnia dubia (22> 3)): 18,340 mg/|
[Zxt9 55 BREERFME: 48 h

R KEEMITHT BEME ¢ ErCh0 (Skeletonema costatum GEFEIEEE) ): 19,300 mg/|
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R EE =

RET—HFV—F

Betamethasone (0.05%) Cream Formulation

;ETH:
2020/10/10

BEBES:
1682147-00008

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EER A 2017/05/17

SOVAFEOKEERHY ¢

(x93 5 &M (BHEE)

WMEBIZHT HFMHE

E/RTFTIVUOBTIEY L

aEt

SOVOAEQOKEESHEY

X9 BEF M

L KEEYICHT HEN

BEL (Ig1ESE)

SOVIAFEQKEERHY ¢

X9 BEME (BIEEN)

WMAEMIZT HEM

RREERERA: 72 h
Fi%: OECD HEEH A K54 > 201

RAEZERE (Ceriodaphnia dubia (22 >3)): 13,020
mg/ |
BREERFR: T d

RAESZERE (Pseudomonas putida (a—KEFX - TF
A): > 20,000 mg/|
RREERERE: 18 h

LL50 (Leuciscus idus (a4 M—3F&)): > 100 mg/|
RREERERE: 48 h

fmE: AT smELIRONE=T—2IZE DL
EL50 (Daphnia magna (743 >3)):> 32 mg/l
BREERER: 47 h

#i%k: $85 67/548/EEC, Annex V, C.2.

BE AEERRBIZST55HEL
BUTEMELI/ON-T—FICEDL

EL50 (Pseudokirchneriella subcapitata (#:%)):> 100 mg/|
BREERR: 72 h

WERYE: KIEE

7% OECD RB&RA A K54 > 201

#E BHEERFECSTLIEMHEL

NOELR (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|
RREEEERE: 72 h

WEEYE: KEE S

7#i%: OECD #HE&H A K54 > 201

% ARERFEICH T EMHEL

NOELR (Oryzias latipes (F1A & AH)):> 1 mg/l
MREERER: 14 d

#i%: OECD HEEH A K54 > 204

BE BT IMEITEONT—FITE DL

RAXEZERE Daphnia magna (A4 32 23)):> 0.22
mg/ |

BRERFMAE: 21 d

Fi&:OECD BRER A K54 > 211

&% AMERMBEICETLIEHEL

BT 2MEIBONT—RITEDL

EC10 (Pseudomonas putida (¥a2a—KEFRX - TF4)):> 1
mg/ |
BREERFMA: 18 h
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R EE =

REF—5y— b

Betamethasone (0.05%) Cream Formulation

;ETH:
2020/10/10

BEBES:
1682147-00008

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EER A 2017/05/17

4-oOno-3-AF)ILI7x/—I:

BEMN

X9 &M

M-27045— (KERREEE
tt a8 (2% )
BB (BHESM)

[Txd BEF M (BIEEN)

WMAEMIZT HEN

Betamethasone:

SOVIAFEQKEERHSY ¢

(s e aY=—3 3

SOVaAEOKEESHEY

S KEEWICKT BEN -

TOVOFEQKEBERHEY

B KEEMIIXT HENE

HE BT MEMTONT—RIZEDL

LG50 (Oncorhynchus mykiss (=< X)): 917 ug/l
BRFERFRA: 96 h

EC50 (Daphnia magna (F# X< >3)): 1.5 mg/l
RREERER: 48 h
A% OECD SRER A A K54 > 202

ErC50 (Chlorella pyrenoidosa (¥ ALS - EalL /A K
H)): 15 mg/|

RREERER: 72 h

7% OECD RERA A K54 > 201

EC10 (Chlorella pyrenoidosa (Y ALS - EalL /A4 K¥H)):
2.3 mg/l

BREERER: 72 h

A% OECD SRER A A K54 > 201

1

BRRNESZEREE (Oncorhynchus mykiss (=< X)):0.15
mg/ |

RREERFR: 28 d

#i%: OECD RERHA K54 > 204

BRESERE (Daphnia magna (7432 23)):0.32 mg/|
RREERFR: 21 d
#i%: OECD HEEAHA K54 > 211

EC50: 22. 86 mg/|
AREEREME: 60 h

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

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

77i%: OECD RERA A K54 > 201

&% AMERMBICETLIEHEL

BRAESEEE (Pseudokirchneriella subcapitata (%%:%)):
34 mg/|

BRERFE: 72 h

7% OECD ERERA A K54 > 201

&% AHEERREICEITH2EHEL
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RET—HFV—F

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

&S ETA: BEBERS: BTEIZRETA: 2020/03/23
2020/10/10 1682147-00008 FIEYERA: 2017/05/17
REM (IBHEMN) RABEZERE (Pimephales promelas (77w kAy KX/

SOVaAEOKEESHEY

X9 BEME (BEEN)

-0 79 %— (KERERSE
tt RE (8% )

I %21 C16-18 Z)La—IL:

RSN

SOVAFEQKEERHEY ¢

(s e aY=—3 3

HEH - SR
B%:

RbOS 2 A
RN

JoELrySya—)i:
o R

E/IRTTYVUBTYEY Y
o R

4-oOn-3-AF)IT7x/—I:

2)): 0. 052 mg/|
IREERER: 32 d
A% OECD FHE&H A K54 > 210

RAELZERE (Oryzias latipes (1A 57)):0.07 pg/l
BREERERS: 219 d
A% OECD SER A K54 > 229

BRANESZERE (Daphnia magna (7432 >2)): 8 mg/l
RREERER: 21 d
A% OECD SRER A A K54 > 211

1,000

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

EC50 (Daphnia magna (A=< >)):> 100 mg/|
BREERFR: 48 h
&% BT EmEIL/FON-T—RICEDL

HER: ZARETEAEL,

AR 31 %

PREERFAE: 28 d

7% OECD EXBRA 4 K51 > 301F

#E BLUT I PELFELONT—2IZEDIL

R BN,
HofE: 98.3 %
RREERER: 28 d
7% OECD REEH A KS+1 > 301F

HR: ZofEE.

#E: BUTSMEL TN -T—2IZHEDIL
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RET—HFV—F

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
5.0 2020/10/10 1682147-00008 #EER B: 2017/05/17
AR BER: Boft.

AR

EHEEYE
5%
JoELvySya—i:

(log &)
E/RTTIVUOBTIERY !

(log &)

HERERME

(log &)

Betamethasone:

(log &)

ERERN

(log {&)

TEJ OB
T—ARL

TV UB~DOBEHE
&L

I ¥4 C16-18 Z)LO—IL:

|m¢99/—w/mﬁm%#:

|m¢99/—»/mﬁm%a:

4-00-3-AF)LITx/—):

n-4%4 %/ —)L/ KPER%RE

|m¢79/—»/mﬁm%ﬁ:

I ¥4 C16-18 7)La—)L:

n-#%o%/—IL/ KSEFRH

R 78 %
MREERER: 15 d
75i%: OECD SRER N4 K54 > 301

R BN,

EofE: > 60 %

IREERFR: 28 d

Fi%: OECD HE&EH A K54 > 301B

fmE AT smELITRONI=T—2IZE DL

log Pow: -1.07

log Pow: 6.1

#&: Cyprinus carpio (34)
$¥iEMmEEF (BCF) :5.5 - 13

log Pow: 0. 477

log Pow: 2. 11

B RE
AW RMEREF (BCF) : < 500
#E BLUTYELSFELONT—2IZEDIL

log Pow: > 4
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

WES  &ITE: BIBE S HTERET A 2020/03/23
5.0 2020/10/10 1682147-00008 #EERLB: 2017/05/17

toEERE

F—anL
13, BELOEE

B

BREEY 75 B SA A DRSS LA T B,

FERBBRUALE TOBREE. UYA I LELREEOLDIC, BAEZ(F-
EEMLELECERLT S,
BICIEEAENES. REARL LTEET S,

14, WEEOERE

IR AR

B2 815 (UNRTDG)

E&EZ&E S (UN number)
E&E#i%E 4 (Proper shipping
name)

EE5 48 (Class)
B2 ZE K (Packing group)
I RJL (Labels)

fin 22 % (IATA-DGR)

UN/ID &5 (UN/ID number)
E&#iE 4 (Proper shipping
name)

EE /%8 (Class)

B 2%E M, (Packing group)

Z ~)L (Labels)

watEr (BEYH) (Pack-
ing instruction (cargo air-
craft))

HWetE T (REH) (Pack-
ing instruction (passenger
aircraft))

REFEM

#5_E#i% (IMDG-Code)
E#EZES (UN number)
E&#i%E 4 (Proper shipping
name)

EE /%8 (Class)

B#ER (Packing group)

I RJL (Labels)

EmS O2— F (EmS Code)
BEFEME &Y - FFED)
(Marine pollutant)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(betamethasone)
9

I11

9

UN 3077
Environmental |y hazardous substance, solid, n.o.s.

(betamethasone)
9

I11
Miscellaneous
956

956

ZY

UN 3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(betamethasone)

9

I11

9

F-A, S-F

ZE
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation - ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
5.0 2020/10/10 1682147-00008 #EER A 2017/05/17

MARPOL 73/78 MiRE Il RUF IBC a— FIZ& 2 5WAMEShHHEME (&Y - )
HisSh - IKBOHAICIETIEZS,

& PR il
EDREDERGE. HE 15 238T 5.
DR ERE

CCICR#BEA TV DEES I, BHROBMETOLHT, KRET—2— FOFRTHEHS
NEESICHABESA-MBOREDHTEDINTWET, BEFEEL. REFER., Nysr—oH%
A XEMBOHMADORAUDEEICLY, EEENDAAREELHYETS,

15, BRZES

B ER
HRhE
EERRY, FIREEIRE, (3000 ¥ AT S L)

T3
|| Bt me

ez =

Jonr—1, 2—=UF—)L 106

[a— (FIFIL (C=16~18) ) —w—EFOFIRY (FF T 250
Br—1, 2—4)) RlFa— (FILF5=ZIL (C=16~18) ) —w
—ErFAFIRY (FFTTHEU—1, 2—4)0) ]

FBRE/LEE

WEENFLSIIFED

EH

HWEDHAERITHNEZHED

EH

EREEHLESARYME

JEER

ZRREORH oL EWE (BFLEFEYE)
JEER

ZEREORBD oh-LEWE (HFREHEFHE)
JEER

BAREZBENTRERRVRUVAEY

EE ST ED 2 HBITHRARE 9

x4 = EHE (%)

| B 168 >=20 - <30

BAMEERTIRECRVRVEEY

EE ST & FBITRE 185%)

% &5
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

R EE = WETA: BEES:

5.0

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23

2020/10/10 1682147-00008 #EER A 2017/05/17

| B8z

168

BELEYEEE TR

JEELY

e P RIRRAI

JEELY

7 ILEILthhEFRIRA

JERRY

ARBEIPEF A

JEERL

HEBRLBMEEBITR - ARE— (EBKEYD)
JERRY

SRR AR E

JEELY

LM EEHIREEERE

JEELY

BEHRARRE

JERL Y

V& 3510803

JEERY

R L%

fEHRAIE 2, 3 KAERYETRIRE 1. AEUEYE
fZes

FEATIRAISE 194 KEBRMERAIRE 1 TOMDOEEY
WEFLEERVBLEXEORILICET 51

EY RN peS D BERAEMEWN )
(EELE P L BEERYE

(iE PANLELEUE 3385

FRERFEAERA (G - 8ASFAD

EH

BEMEABHERY @ - @A)

EH

REVORNEBR VERICET %R
EXREY

COHGEDFEBIZODVTEEAS YRV M) —~DREHIFH :

AICS L ORE
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
5.0 2020/10/10 1682147-00008 SEVERE: 2017/05/17
DSL R
IECSC . RE
16. ZDHDTER
g
51 FI Ak . AT T—4 . EA SDS [CES< F—4. OECD eChem
R—2ILE I VERMILEYMER http://echa. europa. eu/ D&
FREER

LRIN—Ca UL ERESNERBRANETE 2 AR THRARTINATLES,

BffZ2+—<v b+ . ®F/A/H

TDOHDEEED L

ACGIH : KE, ACGIHFEFRBIME (TLV)

REE (EERE) DO FRIRBITMERE. BREESHLES
BAEEXEFEFS (RE | BAEZGERE HBRREZOHE -l LEZYVEOHBEE
)

ACGIH / TWA . 8 HEME. BERIMEFEH

ACGIH / STEL D EEMRERR

L (BERE) /ACL . THEHRE. RERE
BAEXGEFS GFRE © IRERE

FE) /OEL-M

BAEXFEFER FRE | RAHBEE

) /O0EL-C

AlIC - A—R FSUTOIELEERA ARV LY WNT - TS OIILEREEME], ASTM - X
EMFAERGS, bw - AE; OMR - A UH. ZERM. £EEUELHDI LN DME. DIN -
A VRKIGaEE, DSL - ERMEY R L (BhF4); ECx - FED XWORIGFERIFT EEX
HNDEE: ELx - FED XOREERIZTEEZONDIAREE, EnS - BEABORT D2
—JL; ENCS - It BEDEEFILEME) X k; ErCx - FED XYORGERIFTEEZONDEK
K%, ERG - BERIEDFF|E; GHS - HEFAFMS A7 L GLP - HEREHEFRER, [ARC - EF
NATHEHES: TATA - EEMEEEHES; IBC - BRIELZEZDESEEZED-ODMMDIEE
RURIEICET 2EEEA; 1650 - 50%fAERE; ICA0 - ERERRMMZTHES, IECSC - hEIR
HitEHWE4L; INDG - ERELEKRYIRIE, IN0 - EEBEME; ISHL - $BXRLEEE
(BX); 1S0 - EFEZ{eHE; KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%FIEE (FEEE=E) ; MARPOL - MMAIC K 2F2DHIED-ODEKRES: no.s. - il
MEBNHETRINTWSEDZEERC; Nech - FUFEA] NOAWEC - EEEHZERE, NOWLEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - A X aKRA NTP - kEE
REME OS5 L NloC - Z2—P—5 2 FItEWE AR, 0ECD - #BFIF HEIFMME . OPPTS
- tE2MELREM - AFHILR, PBT - 8o MM - £AEREM - A5 WE)  PICCS - 2
A DEVIEEMEAS RN M) —; (QSAR - (EEM) #:E&EEMHE: REACH - L HEDE
$%. MMM, 52 WA K UEER (REACH) B9 %3#RAI (EC) No 1907/2006; SADT - EH 2 MNE5fiE
BE, SDS - BRET—2— |, TCS] - BEILEMEA R ) —; TD6G - EIRYE@E,
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RET—RI— b A
Betamethasone (0.05%) Cream Formulation - ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
5.0 2020/10/10 1682147-00008 #EER A 2017/05/17

TSCA - HEEMERFE CKE) ; UN - E:&; UNRTDG - EffESERME£ENIS;, vPvB - JEHEIC
EOMRUFEICHEEN, WIS - EXRSRIRFEUEVERBR A TL

CHORET—EI—MMUT TSDS) &LVD) TRET HEM AT TRIEHR &0 5) X, FEHE
BERICENT., BHOKEOMH. FHR. RVERDLETERTHLHEHIHLEZLDTY,
AIEHIE. HEORLGEIEKWL., FH. LE, RE, #E. EERVCRRICETLIHI TR E
LTOHERSNTE Y. WHBLIRARIIHRERIEZEZLTHDOTEDHY TEA. RIFHRIL.
SDS DEEEZICRENTVAIRESNHERKICHTIIOTHY . BFHAESAORT EBAHE
HET. RETORARTERASNSEHEES. AXFRITERNGVRY . BHICIZE S GE ARG
BAHYFES, AERGBOEREFEMICEV TR, XERRVHERZEZERY S5HRIC. TRES
MORBRERBICETHAHMOBEY LT HEZEH T, FRESMUDOERT 5HETOREDKR
[LHTHAHBOEKEL. FA. LB, RUOREIZOWT, EEBEWVLEY,

JP/JA
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