RET—RI— b A
Betamethasone Gream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
8.0 2021/04/09 1841207-00010 #EERA: 2017/07/19

1. E#R R UEHIER

tERDBTR . Betamethasone Cream Formulation

HicE O AH. FRRUEEES

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

Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
HRARREUERLOHIR
HEERE D EER

2. EIRAEEOEN

{2 RmD GHS 4¥8

HETEEE C E&o 1B

BEEMESEE (REIEC @ BEH 1 (RTERK RER A, BiR 07 2%
=)

KERFEEEN B8 (& D B3

%)

KERBEENE R (8 D Ra

%)

GHS SRIILER

lexzmXEs oL : % %I

R EE D fElR

fERAEEHIER : H360D BBIR~ADEZEDE Fh.
H372 REICHT=5. RIIRERBICLSiEF KTER %
E% A BE oE AT OEE,
HA02 KEEMICEE,
HA10 REAMEGRAIESE (C & > TKEEWIZIER IR IEM,
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ReF—2U—F A

Betamethasone Gream Formulation i ORGANON

RES ETA: BEHES BIEETH: 2020/10/10
8.0 2021/04/09 1841207-00010 #EER R 2017/07/19
-
IIIIL.\E % ié*\j%:

P201 EFRTICEIRRBAZE X AFT S L,

P202 £ THREFEEHAEMTHETMY FZbiZNZ &,
P260 ZREWA LN &,

P264 ERik WMEISEEH K CHES 2 &,

P270 CHOEREFERT S EEIC, REXITEEEZ LA
Eo
P2T3 IRIE~ADRHE ZEEFTHZ &,

P280 IREFR REK RERE REmEZERAIT L L,

EREE:

P308 + P33 [(EK EBEXFKIXK BEDB A HH5E : EEIDZE
SEFEETERITSHI &

P31 R ZREINT B &,

RrReE

P405 fEsE L TIRET B &,

B

P501 NEY), BREZARDBIN-VEERICREST S &,

GHS ZHIEZY LB WMbDERAESE
HEREL,

3. MERUHSER

t=ZYE - BEEYDORXA . BB

5

== CAS &= 8= (% w/w BRI

55

RrkOZ42 4 8009-03-8 >=10-<20

INT T 4 i 8012-95-1 >=2.5-<10

AXYTho-1-A—)L, T +F [9004-95-9 >=1-<2.5

it

4-o00-3-AF)LT7x/—I) 59-50-7 >=0.1-<0.25 3-900

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

4 GRHE

— BT KN R D BHOBEY. AT BN ZFEFELICEEDRES:
25,
ERARSICHEER. FHEEEMAHIERL. EMDIETRE
2t5,

RAL-5E D RULAATEIES. FIROTEROBRABHT 5,

ERLEZRITS,
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R EE =

REF—5y— b

Betamethasone Cream Formulation

;ETH:
2021/04/09

BEBES:
1841207-00010

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERA: 2017/07/19

REIZHE LGS

RIZCA-1=15&

RARAATZIHE

AMEREVERMEERDOR

HEERLTRHIRER
WREEZY 2EDRE

EEICH Y HFRTTERE ¢

HEMLEBE, BELICKBZRTALSEDKTHEVRYT .
FBERLERBRE S VHZR <,

ERLEZRITS,

BERDHANIICKERZRE S

HEFERT HEIICTERICHES,

FHEEE LT, KTRZ®ESFT 5,

FFAH Y MBIGT 2HEEICIIEREETEREZIT5,
RARAATZISE, BECHENMELN,

ERLEZRITS,

KTAZELLCTT

BREADEZEDEEN,

RHIIH=5. RIREFISEBICLDEHFOES,
HAMREAFELDREITEREZLL., HESINTLSE
EREZHEATLHIE. BREOFRENHLHBZEIL. HESD
BYGEAREEZSRBOCE (BEB8%25H) .
XEHREBSURMEREZER TS &,

5 KKFEFDIEE

Y 75 H K F

0 TIEAR B 7R LVHKH
BHEORIKRAEEM

HEREEIEY

KIEFE

it 7 )L —ILiasH K F

ZEg{bkFE (C02)

¥R H M A

MEGTL,
RRUIEREEELTERERICEDIZENH D,
BIBEEBRYI~NOBREIBEICEZRIFZIHELH D,

RERERILY

BEDHEXTGE BGOIRR & BDRKRICIE C CGEYGEKFERZANS,
KAHDBRHZE AT H-DICKZEEET 5,
TETHNIERBEI T TFERKEEL BT
KMo RESEDH &,

HRZEITSEDORE KKBFIZIE, BIeXMFRBEERT 5.
REEZHEAT

6. IRHFFDIEE
AMRICHT HEEEHE, RE © REEZERT D,

BERUVRAREE

REICHYHEIEEHE

ZEGMYKZLDT FNA R (HBE T E25]R) . BARE
BO#EERICEN (IRE 8231 .

REBE~OHREZRITEH L,

REFZHRALTHL, NP IIEFIhZELED S,
LEHICEEDIDEHC FHLRADFRLRIEA AN THE
I2& %),

FBRINF-HRSEKEREL. UnT 5,

RENZE LCERTELEWNESIE, thABARKIZERT 5,
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RET—RI— b A
Betamethasone Gream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
8.0 2021/04/09 1841207-00010 #EERA: 2017/07/19

HUAHORVRIEDOAERY | FEMHGRIM CRINEE S,

At ZEICZENBE. HREZECFOHEYLH LAOFE
HE LT, BALGHWVWESICTEHIE, MRRICERALEZE
MERDTTRVWEFBZENTEEHIHEAICIE, BULE=Y
BxEYEBB/ANIRET S,

REME EEYLARINEITRET S &,

ABBEZME., BETIECEK. SFEAASEIVEDOR
B> TMETZ &, TORBICERIAE=HMEIZON
THLRBETHD, EORANBRINEINEHERT ILEN
Hbd,

ASDSNDEBE 13ELVI52HNT. HABARKRELUVE®D
ERHOREHY

1. BEVWRUVRELDOEE

kL

H TRt =R D FKEBLERUVRERECEDEFRRESE,

BFHR, £RBRK D PRGBS TELEVESIE. BRTEREEEFERALTE
AN

ZEREESEIE D ERBRKRRIZHE L,
RRERALEBLI &,
RAAFERLY,
REDFEfZERIT S,
BV RIIREZLCHES 2 &,
BESBRERAEORERICEDE, EXEHOBERLUREMD
ETREIHORYIES Z &
BREFFALTHELCIE,
COEREFATHIEEIC, MBEITBREE LA &,
FNOREMEHLL, RE~NOBREZEHR/NMRICTEIELSE
B9 5,

i [B] ¢ o BRI

BEXE D BEOERDICIEEMEADIE EOTREENH DBE L.
EESFRDELIZTA ISV VI VRTLELIUREV Y
J—%#FBBE LT,
FRABIHRERUVEEZZILT 5,
BERINF-KRIIBERT HRIICEET S &,
T7o)T4OMBMEARL—2 3 VICE, To9=F7a
vha—)L, BEUIGEASLESRE, BULGKRLES LVFE
FBREFIE. EXEHEER. EREREEERIIOEROL
Ea—%8OCRENAHYET,

RE

RELGRESH D EYESRILODVERBIZANRTEL,
EEELTHRETHI L,
BELOMNYEDS,
ZEOHEIZHR->TRET S,

BRI YE D OROBRFFEHENOL LITEELAEL

422



ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021/04/09 1841207-00010 SEAERKB: 2017/07/19
TR EREF
BELBRBF[TEME DOBIHUVWHME: MRAL,
8. X BHIERVREHLE
EEBBICB TS NRERR/HFREE
5 CAS BE B (REFK | EHEE/HBE | H#
RE) E
<F OS54 8009038 | OELM(SZ |3 me/m’ BAEEGE
M) e (AR
E)

HMER: EVALUNORREZEEZERE L THBRRENTSL
TLWAYE. 1. ENAMSIEDRIXSE, ENAYE, TH1
Bl FERMIHLTESAUL DD EHTEDIMETHS.
DEICHBESINIVERL, EFHRARLILDTDLEIANAHD.

TWA (&A= |5 mg/m’ ACGIH
&)
R T 1 i 8012-95-1 OEL-M(ZR |3 mg/m’ AAEEGE
b PR (HER
)

HMER: BONAME, TE 18] FE MIHLTESAELS
HEHMTEHIMETHS. COBRICHESINLIMER, EFH

EHNLDTREFUAH S
TWA (R AR 5 mg/m’ ACGIH
E)
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER
AR RS
| #EERYHIR [ 10 yg/100 ecm* [ K&B
R {3 OB REEBSLUVREZHRET SO, 2T00=F7Y Y
JEBIFHRBHEICLYERSN, WP EIICRVERESL
LLENHYET,

[RA|. BABREETIERMYEDHLEWNTLIEELY,

S 0—XT7AER AT LIMIGIEMEZFEALET,
EBRETCHYRSHEEF. T7O0YVILELT BAEEEEZDOIL
TWa=®H, BRIZIELF=N\MFAE—TT1sF v EXRY k.
BRI— FBLUZFDEIDOMEI TN/ R ZEWYIZFERALE
T, COEEENGZEWNMEE. AV L1 BLLERUF
v T ETRYFWNET .,

RER
M FARER D BYLBBAHKEENFATERNES. FXE < EFE
THEHA FS A VOHEENDIE K EBATESNIHEE, P
RFREREEZHERALEL LS,
T4NE—84T D MM TREERESAOESS AT
FORER
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REF—5y— b

Betamethasone Cream Formulation

RE= WETH:
8.0 2021/04/09

Apuhlic

-5 ORGANON

BEES: AIEET A: 2020/10/10
1841207-00010 #EERA: 2017/07/19

#HE

e
RORER

RERUVEEDRER

FERMETS

FREZBETERTIAEERFALELL S,

Y4 Fo—)L FFEREREL LTI ILEERT S,
FEREEL L IIEERIZEROSVKE, SR+, 70V
W ENRET HEE(E, BRI —JILEERT 5.
MLA. SR+, HLLLIEIT7OYVILICEAEES LSS
AHEMAHIBEIE. 71 —XP—ILEL LLIFZFDIEFLD
L7z —RBOTIOFoavEBFERALELL S,

A= T74—LH LIFXERERHI—FEFALELL S,
MERAHABELEWVWKLSIZ, EESNADIZIRVICEDIE, (K
FBEOH— AV rEEBMLTERALELLES B, RU—T
Ly, T7RY, EFR, FLNMETR—YHE) ,
BRINT-AREMDHIKIRER CIHEEILEY L AETIT-
TLESL,

9. MEMRTILENEE
YIR IR RE
&
AR
RioLE0EDIE
b e R A
R RXITHE R R U R #E
ATEATE (B, sK)
AR GRIK)

e

BRETRARVERLRR AIARR

BRAEFEHE D LR / AT LIRIE
BREEFEDO TR / AT TIRIE
EIPS

BRENRE

F—a1L
F—aHL

>93.3°¢C




23

2T—5%—F

Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

&S ETA: BEBERS: HIEZETH: 2020/10/10
8.0 2021/04,/09 1841207-00010 IEYERA: 2017/07/19
FhE
EALE (BRETESR) T—R7%L
BRE
KiEH FT—RL
n-#449 4%/ — )L/ KSEI%E JEZY
(log &)
AT T—A3%L
FBERUV ./ XIFHEAZE
tE T—AML
BE T—A27FL
HXHARBE T—R1L
IRFEEE JEIRFME
[ AEGTEEEEYME L LTIEDEINLGL,
P4
RFHA4RX JEEZ Y
10. REMRUVRGHE
R REHREERE L TIEREINAL,
LR EM BEORETIEIRE,
BERAEE RIGAREMHE RRIEREBREEEMERRT HIENH S,
BUOBIERIERIGT B ELNDH S,
BT AR EEH HMREL,
REMERYME E&1EH
BREELNBERY BREE LN BERMITA SN T,
1. FEHER
AEEHED H L REZBOER © |RA
RS
{EH
RICA-=1BE
2SS
FIRATTRETIERIZCEDCRBR Y RETEALY,
%
" RO 3 L

7122



ReF—2U—F A

Betamethasone Gream Formulation i ORGANON

RE= WETH: BEES: AIEET A: 2020/10/10
8.0 2021/04/09 1841207-00010 #EERA: 2017/07/19
=2sEt D : LD50 (Z v k):> 5,000 mg/keg

7% OECD HBRA A K51 > 401
#E: BLUTAELFON-T—2IZEDIL

anEE (BR) © LD50 (5w k): > 2,000 mg/ke
A% OECD SRER S A K54 > 402
TFTHERAAV M COMEFEHILEEYEIEEDOEESETE
LYo
fmE: AT 2mELITRONI=T—2IZE DL

NT T4 VH:

2HE &0 : D50 (F v k): > 5,000 mg/ke

SHEE (BR) t LD50 (7 4): > 2,000 mg/kg
TERAD b COMEFEITEEYIEAEORESELRE
(AN

AFYThU-1-F—IL, TrFIik:
SME% @#EN) : LD50 (5 v k): 2,500 mg/kg

4-o00-3-AFI)LTx/—)L:

SME% @#EN) : LD50 (%2 R): 600 mg/kg
S2HEEE |RA) : LG50 (T k):> 2.871 mg/l

IREERERE: 4 h
HEBRRE MLA/Z X

AuEE (BR) : LD50 (T v F):> 5,000 mg/kg
Betamethasone:
a2MEn #&nO) © D50 (S F):> 5,000 mg/kg

LD50 (X R): > 4,500 mg/ke

SHESEE RA) LG50 (T v k): 0.4 mg/l
MREERER 4 h
REBERY /R
FATREAIERICEDOCRYDETERL,
B4
NrAF4a L
2 YA =
ik : OECD :HERAA FS 4 > 404
tER C RIERIEAZL
iEE D T AMEMMBLONT—RIZE DL
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021,/04/09 1841207-00010 SEERE: 2017/07/19

N T4 VM
(] R
HER D ORERIEAGL

4-oOno-3-AF)ILI7x/—I:

2 oY ¥

Hik : OECD :HE&HA K54 > 404

4B D I~ABREMT S EEEBENH D
Betamethasone:

2 oY ¥

fER D BEORERE

RIZHY 2 ERTRGERRIBE
FIRARIRELERICEDCRY DETELL,

%2

RhkOF42 LA

(] Lo

HER o BRA~ORIEG L

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

e D AT AYELLELONf-T—RIZE DL

NS T4 VH:
(= S
fER C BRAORIEEG L

AXYTFhU-1-F—), T FFxI1E:
R . IRAORE. 21 BURNIZEE
e YT AMmEINSBLONT—RIZEDL

4-o00-3-AF)Tx/—):

(] R

fER ORISR T AR AR E
ik . OECD HERHA K54 > 405
Betamethasone:

(] R

fER . BR~OFEAEL
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ReF—2U—F A

Betamethasone Cream Formulation # ORGANON
&S WETH: BERES: BIEIZRETA: 2020/10/10
8.0 2021/04,/09 1841207-00010 PE4YERKA: 2017/07/19
W R % 2% 1 4k 3 1 B I TR
REBEY
FIFRETRE T IERMICE DR Y DETEAL,
PR 25 B 14
FIATRETIERIZCE DR Y RETEALY,
5%
W= EFN
RERA A T D Ea—5—&%
E3AOER 233 D B
& D EILEY R
R Do
e T AMmEMSBLON-T—RIZEDL
4-00-3-AFILITx/—IJ:
RERA A T D REIUTAtE— 3 VR
REDO TR D HEEM
[ COEILEY R
TEAAD R D ANBIORBIZEENSDEEOBBESAKET S AIEMEE -
[FEELA S B,
Betamethasone:
EEDIRE .
& CEILEY R
fER DOBULBREMEME
4 FESIRA T R R
FIFETREAERMICE DR Y DETEAHLY,
0%
RO 3 L
in vitro TOEEEM : ERE&AR A T in vitro ZBAEERER
ER e
HE: BT smanrodontk-7—4212&E£2<
in vivo TOEEEHE D RERA A4 T HEEYHRMBR/MEERER (in vivo HIRAEMR
ER)
E:<THX

REER: ERERTS

7% OECD FRERAA K54 > 474

R e

wE BT PEMSEONI-T—RITEDIL
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ReF—2U—F A

Betamethasone Cream Formulation # ORGANON
&S WETH: BERES: BIEIZRETA: 2020/10/10
8.0 2021/04,/09 1841207-00010 PE4YERKA: 2017/07/19
4-oOno-3-AF)ILI7x/—I):
in vitro TOE:EMNE D HREBAA T MEMERWSERREALTESER (AMES)
R EH
Betamethasone:
in vitro TOE:E=MHE D HREBAA T MEMERWSERREALTESER (AMES)
R EH
RERA A 7 in vitro BELEMMEETFETESE
R 2
HERA A T in vitro Z2BAKEEHE
R 5
in vivo COEEEMN D RERA 4 T HELEYRMER/MZERER (in vivo MifaE MR
ER)
FE.T9HX
BRERK &0
ER NEARE
HBEMREERRME - 7R A BUNECEBEHREARAZERE L THET LI EETER
vk LY,
EHRAE
FIFAETRE A ERICE DR Y DETEAHLY,
B4
W= EFN
& S RN
BREZEK D MRARAATEEBE
iR & B D 2%
fER Do
HESEY
BEANDEZZEODEETN,
5%
RO 3 L
RICX I B8 D RERAA T N/ REEERY ) —Z U RER
E:Sv bk
REEE RHIAALTEGE
ER e
BZ BT 2mEMI B LON-T—2IZE DL
BIRODEE~DEE D REBRAA T 2B L UBREE
B Svk
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RET—RI— b A
Betamethasone Gream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
8.0 2021/04/09 1841207-00010 #EERA: 2017/07/19

REZ: REEM
R 2%
#E: BLUTAELFON-T—2IZEDIL

4-oaA-3-AFILTx/—I:

EIRICK T B E D HRERAq T —HRAEESERER
B Svk
BRERK: fRAHAATEE
R 2

HERAA T EE/ REBERV )RR
oy bk

BERE: SRAHRAAESEE

R a

5>
oIl
S
o
ot
2
S
K&
m [

Betamethasone:

BIROEE~DFE D B oYX
REREK AN
FAEEM: LOAEL: 0. 05 mg/kg AE
R BREN.,  FELIZBEHLNT,

B: v bk

BE5REK KT

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

B vOX

BERE: HRAN

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

AEEME - TEAA U E D BPMRRICLDERFANOEBEZENRAEICH D

HEENEREYE (BEEIIECE)

FIAAEEIERICE DK BRYDETELLY,

5

4-o00-3-AF)Tx/—):

TEAADE D IRIEADFBOBEN,

FERMEREE (REEICR)
RHIcH=5. XERERBICLHEF RTEEF RER BA KWER 0LE 8T OEE.

B

IIIIBetamethasone:
(LA DOBNTER RER BA, BIE % AT
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
&S &ETH: BERE: HIEIRET A 2020/10/10
8.0 2021/04,/09 1841207-00010 IEYERA: 2017/07/19

72z 2>k D RHlIch=5. REREFECEIC&L IMBOESE,

RERS SN

By

RrhAOT AL

[ AN

NOAEL 5,000 mg/kg

BRER® BRAAATEBE

[t 2 E

NS4 VH:

& DSy bk, AR

LOAEL : 161 mg/kg

BRERZ® D BIRAATEA

i 5= B R : 90 Days

4-o00-3-AF)LTx/—)L:

& S RN S

NOAEL : 200 mg/kg

LOAEL . 400 mg/kg

BREEK D BRFHRAATFEEE

A 25 B . 28 Days

Betamethasone:

(i Lo

LOAEL o 0.05%

BRER® D RIS

PR : 10 -30d

[ERF e D RTERK RER A

& AN

LOAEL : 0.05%

BER% D RIS

IR ERRE . 8@

LBl D AR

& DY YR

LOAEL o 0.19%

BER® D RIS

IR ER . 8@

1228 )

[ N

LOAEL . 0.05 mg/kg

B E5E% - u
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
RES %I BIMES- STEETA: 2020/10/10
8.0 2021/04/09 1841207-00010 SEERB: 2017/07/19

"&%ﬁﬁ . 28 d

P P L mE KRR EIE

BAAEENY

T RE A BRI 2 S C [B Y S EET =400,

0%

INT T4 VR
COMEFELILEEMIADREITZEEHEDERAHAZENFMOENTINS, F=(X, AIZL
BERSIEEDBREZELDIDTHDIERB IR TNIEES L,

AEIZH T S REBHER

%,

Betamethasone:

A D EMESR: BIE

B2 8 HE DOfER: RO, BRE R

12. REEERE

SREEM
5

RbAF R L
asEn : LL50 (Pimephales promelas (77w bAw KX/ )):> 100
mg/ |
BREERFR: 96 h
BERME: KIEE S
7% OECD E&H A K54 > 203
&% BT smEh BT —2IZE DL

SOUAHKOKEESHEY © EC50 (Daphnia magna (A7 3> 3)):> 10,000 mg/|
IZxtd 5&EMH BREERFRT: 48 h

WERYE : KIEE S

& BT smELIEONE-T—FIZE DL

BRI KEEMICH T HEM ¢ NOEL EZERE (&) (Pseudokirchneriella subcapitata
(#%3%)): >= 100 mg/|
BREERFRE: 72 h
WERYIE: KIMEE S
7% OECD EE&AH A K54 > 201
&% BT omEIL/FON-T—FITEDL

SOVOFEQKEESHEY . RAKEEZZRE (Daphnia magna (A =2>0)): 10 mg/|
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021,/04/09 1841207-00010 SEERE: 2017/07/19

239 5 =4 (BEST) PREERFA: 21 d
WERE : KIEE 5
#E: BLUTAELFONT—2IZEDIL

INT T 4 Vi

aEn . LL50 (Scophthalmus maximus (& —zR k)):> 100 mg/|
BREERFME: 96 h
WERME: KIMEE S
&% BT IMEI BT —FITEDL

SOUAKEOKEESHEY © EL50 (Acartia tonsa): > 100 mg/|
[Ixd SEMH BREREFMA: 48 h
BERME: KIEE S
&% BT smEhBOoNfzT—2IZE DL

R KEEWICHT HEM :© ELS0 (Skeletonema costatum (R4 L FRT - TRA kb
£3)):> 100 mg/|
BREERFR: 72 h
WERE: KMEE D
BE BUTIWEILEONET—2IZEDL

NOELR (Skeletonema costatum GEEIEE) ):> 1 mg/l
BREERFMA: 72 h

WERME: KiEE S

HE FELTmEIRONT—2IZE DL

AXYTFhU-1-F—), T FFxI1E:
y: &k : LC50:> 1 - 10 mg/|
BEEERERE: 96 h
& LT 2PELISEONET—2IZEDL

TOVIAFEQKEEREHEY ¢ EC50:> 1 - 10 mg/|
(s e aY=—3 3 BREERFME: 48 h
HE BT IMENTONT—RIZEDL

B KEEYICHT HFM ¢ EC50:> 10 - 100 mg/|
BREERF: 72 h
#E BLUTYPELSFLOAT—2IZEIL

4-/00-3-AFNLTx/—):
aEn : LC50 (Oncorhynchus mykiss (=< X)): 917 ug/l
BREERFMRE: 96 h

SOVIENKEELSHEY © EC50 (Daphnia magna (A 3> >3)): 1.5 mg/l
IZxtd 5&EMH REEERSRN: 48 h
#i%: OECD HEEHA K54 > 202
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R EE =

RET—HFV—F

Betamethasone Cream Formulation

;ETH:
2021/04/09

BEBES:
1841207-00010

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERA: 2017/07/19

W27 %— (KERERE
a8 (R )
BEL (Ig1ESE)

[Tx9 BEME (BIEEN)

WA T HEMN

Betamethasone:

X9 5F M

RSN (BHESM)

BREKEEMICHT HENE

SOVIAEOKEESHEY

SOUVFEQKEERHEY ¢

R KEEYIIHT HEN

SUOVIAFEQKEERHY ¢

ErC50 (Chlorella pyrenoidosa (¥ AL -EalL /A K
#)): 15 mg/|

BRERFR: 72 h

7% OECD RERAA K54 > 201

EC10 (Chlorella pyrenoidosa (/AL S - EalL /A4 KH)):
2.3 mg/l

BREERFRA: 72 h

ik OECD ERE&H A K54 > 201

1

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

BREERFR: 28 d

ik OECD ERB&RA A K54 > 204

ANEZERE (Daphnia magna (XA 22 >1)):0.32 mg/|
IREERFR: 21 d
A% OECD SRER A A K54 > 211

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

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

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

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

BEZ: AEERFEICHSITS2EMHEL

BRAESZERE (Pseudokirchneriella subcapitata (%:%)):
34 mg/l

RREERFRE: 72 h

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

% BARERFEICE T HMHEL

RAESZLERE (Pimephales promelas (77w kAy K/
2)): 0. 052 mg/|

RREERER: 32 d

7#i%: OECD HERH A K54 > 210

BRESERRE Oryzias latipes (F1A%5)):0.07 ug/l
RREERERE: 219 d

7% OECD HERH A K54 > 229

RABELZERE (Daphnia magna (A2 >0)): 8 mg/l
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Betamethasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021,/04/09 1841207-00010 SEERE: 2017/07/19

239 5 =4 (BEST) PREERFA: 21 d
7% OECD HERA A K54 > 211

W-2749 42— (K&ERSEFE : 1,000

" REA (B )

REH - HEYE

B

RbAZ3 L

E R D KR So@EETIEAL,

E0fE 31 %

AREE R 28 d

7% OECD HERAHA FS 4 > 301F

HEZ: BT smarodontk-7—4212&ED<

AXYTFThU-1-F—), T x4t

£ DR SO,
EHfR: > 99 %
REEERERE: 19 d

4-00-3-AF)LITx/—):
RN DO HER- SR
EofE: 78 %
MEEERERE: 15 d
Hi%: OECD HERAH A K51 > 301

NI 74 VH:
I-#4%/7— kpEZEE% : log Pow: > 4
(log &) BE 58

4-oOn-3-AF)T7x/—I:

HEREEN . 7&: Cyprinus carpio (a4)
EWiekisEF (BCF) :5.5 - 13

n~-#A494%/—IL/KDB%RE : log Pow: 0.477
(log &)
Betamethasone:

|m¢79/—»/mﬁm%ﬁ : log Pow: 2. 11
(log 1)
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RET—RI— b A
Betamethasone Gream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
8.0 2021/04/09 1841207-00010 #EERA: 2017/07/19

TRPOBEE
T—8%L
TIVEB~DFEE
JEEZ
fhDHEZE
T—8%L

13. BRLEDEE

B’EHE

BRREEY D WA BBRERORFICEVNLST S,

FRBEHRRUVEE D EOBRHFIE VYA ILFELRRFREDCOIC, BRI
BEEYUEXREICRRT S
FICHEENMEWNMES, 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)
(betamethasone)
EE 5 %8 (Class) © 9
B (Packing group) b
S ~RJL (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)
(betamethasone)
EE 5 %8 (Class) ©9
B (Packing group) b 0
AL (Labels) :  Miscellaneous
Wafr (EYH#) (Pack- : 964
ing instruction (cargo air-
craft))
WatEr (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) (betamethasone)
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Betamethasone Gream Formulation i ORGANON

&S HETH: BEES: BIEIZET B: 2020/10/10
8.0 2021/04/09 1841207-00010 FIE4ERLA: 2017/07/19
[E#E 548 (Class) 9
A B/ZE K (Packing group) o111
Z AL (Labels) © 9
EmS 31— K (EmS Code) : F-A,S-F

BEEEME (L - FEE) ¢ ZH

(Marine pollutant)

MARPOL 73/78 HifRE I1 RV IBC 3— FIC& AL OHAMESh I B AEME (B - EHKY)
i S KEBOERRBITIEIZS,

Bl PR
EnREDERH L, EB 15 2838 I 5,
A DR EHE

CCICRBEATLAEES . FROBMETORLOT, KRE2T -2 — FOHRTHHRS
NEESICHABESAE-MBOBFEDHITEINTWET, BEHEE. REFHR. Nvr—2H
A XEMBOMADORUDEEICLY, EEEIDAAREELHYETS,

15. ERZES

BEE AR

HBAE

FEREAAY), AT PRMERIASE, QLA A —FIL)

L [::57 3

|| B me

¥4 5
a—FILFIL (C=9~11) —w—EFAFILKRY (FFLITFL 188
V) (MEHHFENT, OOOKXRBENDLDIZE S, )

a—TFILF)I (C=12~15) —w—EFAFXFIRY (FF2IF 189
L) (BEHDFEHINT1, OOOXFNDLNDIZRERDB, )
[a— (FILFIL (C=16~18) ) —w—EFAFIHKRY (FF> T 250
Ao—1, 2—=U4)) XlEda— (FILTr=)L (C=16~18) ) —w
—eFAXIRY FFTa—1, 2—=4)0) ]

HEREM/MEE

WEENBELEShIFAED

JEER

WEDHRAIZRITEIRERED

EH

REMEENLEEHARYME

EH

ZRREORH oL EWE (BFLFEYE)
EH
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RET—RI— b A
Betamethasone Gream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
8.0 2021/04/09 1841207-00010 #EERA: 2017/07/19

ZERREORBHoN-LFYE FHREHEFHE)
JEER

ANETENITRELRVRUVEEY
EE ST &N 2 FEITFAHRE 9

L4 E EHE (%)

| ERE 168 >=20 - <30

BMFERTIRECRVRUVEEY
EE ST & (FBITHE 185%)

=z =

| B 168

RELCEHNERE TR

JEELY

sahE TR

JEELL

M7 LI ETHRA

JEELL

ARBRIPEFHRR

JEELL

HBREWEEETR - WRE— (BEY)

JEELY

ENRURIYEE

JEELY

LM E IR B SRR ®

JEELY

BEHRARRE

JEELL

DE-$E1E S

FEZL

ez £ ik

fEHRAIE 2, 3 RERMETRAIKRE 1 AEUYE
L2k

FEATARBISE 194 RAERMERIRE 11 TOMOEEY

BESREFRVBLEEFONILICEYT &R

(& 5 A dE . AERAYMEC R

EERECTpES L BEEEYE
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021,/04/09 184120700010 MEERK B 2017/07/19
FER U RFE IR &
MEMBHERE Al - @AZq)
Y
HEMRERMBEERY (@Y - #AZR)
iy
BEEYOLBRUVERICET Sk
EEEREY
COHBOBESIZTDODVWTEEAS IR M) —~DEBEIFR :
AICS e
DSL T
IECSC R
16. ZDHOIER
HiEsR
3| Ak AT —4 . EME DS IZES ¢ F—4.  OECD eChem
R—2ILEIVERMILEYMER http://echa. europa. eu/ D&
RBHEE

URIN—C a UL ERESNERBRBANETE 2 AR THRARTEIATVES,

BftZ2+—<v bk . #/RA/H

ZTDHDEEED L

ACGIH © XKE, ACGIHPRFRRAME (TLV)

BAEEXEFEYS (FRE | HAEZGEYS HEEEZ0OHE -1 tEDEOHBEE
)

ACGIH / TWA o 8 EFR. BFRIMET

BAEEXHLEYS FRE @ HREE

E) /OEL-M

ALIC - A—R FFUTDIFRLELZERAOAD MY ANTT - TS DILEREEE, ASTM - XK
EMHHRGS b - KE R - EH M, TERRE. £EEEUELH LS ESNHME: DIN -
FAURBIHEELE DSL - ERYMEY RN (BF4%); Ex - 2D XWORIEERIEFT EEZ
bNBHRE: Elx - FED XWOREERIFT EEZONDIEREE, InS - BRRKOR TP
—JL; ENCS - LB EDBEFILEME )R b ErCx - FED XWOREERIFTEEZONDH
R& RG - REMICOFEIE; GHS - HFRAMI AT L GLP - HEREkHE, [ARC - EHR
NATRZTEE: IATA - EEMZEEERS IBC - BRILFHDOESFEEEXZD-HOMMDIEE
RURBICET 2EREMRA; 1650 - 50%EEFRE: ICA0 - ERREMZEXE; [ECSC - PER
FLEWERSE: M6 - EffBLERYMAIE. IN0 - EfFBSEHE: ISHL - FSBREEEE
(BA): IS0 - EFZECHE. KECI - REBRFLFEYMERE: LC50 - 50%HERE LDSO0 -
50%HIEE (FHEILE) | MARPOL - MMAICE D FR DD =HDEFRRSEH no.s. - I
RMBNATRIA TS L DZERRC: Neh - F YRR NOWEC - |EEZMHZEIRE NOAEL -
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Betamethasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021,/04/09 1841207-00010 SEERE: 2017/07/19

BEEMFZELANIL, NOELR - BEEUFEER/EIE, NOM - A x> a2KRA; NTP - KEE
REMTAT S L NZloC - Z2—C—F 0 FIEEWEAIR, 0ECD - &ZFIH HEAFHLE . OPPTS
- LEMELRLM - AFLR; PBT - o4 M - £RERM - A WE) ; PICCS - 7
1 JEUEEMEA R R —; (QSAR - (FEH) #HEFEMEHER. REACH - EEPEDE
£%. MMM, 3 R L UEH (REACH) (CB§9 B#RAI (EC) No 1907/2006; SADT - B ilE%f#
BE, SDS - BRET—2— b, TCS] - BEILEMEA R M) —; TD6G - EIRYE@E;
TSCA - BEEWMERSE KE); UN - E&E; UNRTDG - ERSESERDEEE%; vPvB - JEEIC
#OMRUIFEBICESEENE, WHNIS - FE£SEKREEEVERFR AT L

CORET—RI—FUUAT TSDS) &0V3) TRIET HHFMUT TRFEHI &0V D) K. FEH
BERICENT., BHOKEOMNH. FHR. RPERDLETERTHLEHIHLEZLDTY,
AIEHIE. HEOREGEEKL., FHA. LE, RE, #E. EERVCRRICETLIHI TR E
LTOHERSNTE Y. WA BLIRARIIHRERIKRZELTHLDOTEDHY TEA. KIFHIL.
SDS DEEZICRSN TV IRESNEHAICEHTSIIOTHY ., FZAHGAMORG EBAE
HET, XETORPTHEASNDEE. AXHITERMNGVRY . BRICEAESEOATREMS
BAHYFES, AERGBOEREFEMICEVTIE, AEHRRVHERZEZERY S5/, ERES
MORBRERBICETHAHEMOBEY LT HEZEH T, FRESMUDOERT 5HETOREDKR
[LHTHARHBOEKEL., FA. LB, RUOREIZOWT, EEEWVLES,

JP/JA
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