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H372 REIcH =5, RIIRERBZICK HhEH RTER *
&%, @A, MR MR 2% ORE.

HA02 KEEMIZHE,

HA10 REAMMGERIFLEC K > TKEEMITERE IR VS,

FEEE : .
RERE:
P201 EFARTICEIRRBAZEZAF TS L,
P202 £ THREFTEFHFAHEBIZFETMYHEbENI &,
P260 ZZSRZF=WMA LGN &,
P264 Rk WMEIZEEE K <KD 2 &,
P270 COBE G EFERT L ZC, SREXITEREEZ LGN
&
P23 IR~ EHEITEH &,
P280 {REEF R MREKR RERE FEAEZEAT I L,
EREE:
P308 + P33 XK BERIFIFK BEOBRENAHI5E : EAIDZE
SEFEETERITSH
P391 R ZEEIRT B &,
RrE:
P405 e L TIRET B &,
B3
P501 B, BREARBDINE-NEHRICEET L&,

GHS Y LB MO ERAESE
HERZEL,

3. MERUHSER

LEME - BEYMDORX A . BEY

5

=4 CAS BS 82 (% w/w) BN REE
&5

RrkAS2 LA 8009-03-8 >=10-<20

IND T 4 Vil 8012-95-1 >=2.5-<10

AXHYTFTho-1-F—)L, T ¥ |9004-95-9 2.24 7-97

1t

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

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

4, [GREE
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HERGHIREIR
BREEEY 2EDRE

EER IS I SHEFRGEEEE ¢

EHDHZE®. [T BN EERFELICEEDZEE
2T,
ERDREICIBE, FLEARMAHIHEIT. EMDIERE
ZlT5,

WULVAATEIGE. IR EROGEFR~BHT S,
EBRLEZXZ(T 5,

EMLIIGE,. BEBICREERITALZEDKTEVERT,
BRLEKRE L UHER <,

ERELEEZI(T5,

BERAORICKREEXS.

HEBERT DHAICERITES.
FHHEEBEE LT, KTRE%%T 5,

REMNHY BT BB XERELETEEEZIT5,
MARAATZIEE . BE(CHAELLY,

ERELEEZ(T5,
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1.1 2023/09/30 1841207-00016 MEERE: 2017/07/19

Bo#RERICEN (EE 8 E23H) .

REICHT 5FEEE D REBAOBREERITS L,
REFZHRALTHLE, INPIEFEhZELEDHS,
GEHEIZCIEEDDZFEHC EHLCADERITA AN TIHE
12& %),
FBRINFZRSEKEREL. UHT 5,
TRHEMNE L EURTERVMEE(E, HhABRKICERT 5,

HLAHORTHEDFERDY @ FTEELGRIRM TRISE 5,

2 ZEICCENBE. WRREEZESFOENGCH LADHFE
ZHELT, BALRBVNKIICTEHI &, HRREICEALEE
MERVTTROWEIFLZENTERHEICIE, BUL-Y
Bz BULERENIRET D,
REMEZEV RN TRET 52 &,

ABBEME. BEITDIEICE, FMHRABRES L VEDR
BlICfE-TRESH &L, TOREICERSALHEICON
THLRHETHD. EQORANBERSNEINZHRT HILEDN
Hdo

ASDSDIER 13BLUILITE T, ABRBRKRELVED
ERHEOEESDY

1. BREVERUVRELOIE

i\ £ d Y

Fffraoxt 5K D K EBLERURERBEDEORFERKESRE,

BiFHR, £2FBRE D TRBBENTELRVESIX. BRIREBEFEAL T
I AW

REMIKFEEIE D BBOKRIRIZHA T,
ARIERALLBWNI &,
BRAAELLY,
REDEMEEITD,
BIEWVRIEREZLCES 2 &,
BISRBEATOHERICEOE, EXUHOBERLIUREHD
EITRECHEVERYIES &
BREFRALTECIE,
COEREFERTIEEIC, REXITREE LGN L,
RO OREMEHILEL. BEAOKREER/NMRIZTSL55F
295,

Y fih ] 8% D EREH

BERE D BEOERADIEEME~ADIE EOTREENH DSBS,
EEBFROELICTA TSIV VT VRATLELUVRE Y v
J—%H%BELTLES,
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T7UTADHBHLGEARL—LavCFk, To2=7O
vhkOo—)L, BUGEANBLERE. BEULGKRLES KLUFE
ZBREFIE. EXEHEER. EXEREEERFOFEROL
Ea—%2&800ENHY FT,
RE
RELRESEH BUHESRILODNVEREBIZAKTE
BELTRET S L.
BELOoNYEDH S,
ZEDREIZHKE->TRET %,
RARZEE I YE ROMETEHEE NS LLIZTRE LAY
FRERIEH
RELBRF[BEMH WEHWWME: MR L,
8. XK EBHLEUVRERE

ERBRRICETIHSHRBERR/HFRRE

25 CASES |58 (BB | SRR LEE | HA
1) B ERE
RrkOS4% L 8009-03-8 OEL-M (= X 3 mg/m’ AAREERGE
k) 22 (HER
®)
FHEH: EOAME, THE 18 FE MIHFLTELNAELSD
BEHMTEAMETHS. CORICHESNSMER, ELH
05O +HHBEIA DS,
TWA (I AR 5 mg/m* ACGIH
)
INT T 4 Vil 8012-95-1 OEL-M (= X 3 mg/m* BAAREEGHE
k) 22 (HER
®)

HER: BOVAME, TE 18] FE MIHLTEASAELH
LY TEHIMETHS. COBICHESINIMER, BEEH
AN D+S RN HD.

WA (AR | 5 mg/m’ ACGIH
%)
4~y 0\a-3-AF)LT7x/—)L |59-50-7 TWA 200 pg/m3 (OEB A &R

2)

HERY IR | 100 pg/100 cm2 RE

Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) RER
EEMIER: RS
| =B Y HIR [ 10 yg/100 cm* [ K&
BB Ha. KEEBSLVREZRETLH-H. 2T =T7JY

TEBEIRMBREICLYERES N, GIPBERICHVERS
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Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/04/04
1.1 2023/09/30 1841207-00016 MEAERE: 2017/07/19
10. REERUVRIGHE
RIS D RIBHERE LTI EINLLL,
=20k D EEOWRETIHRE,
ERAEERICATREE D RRIIEREBREREMERERTHIENADH S,
BOVEIERIERETHZENH S,
HITHARNEEHE T OMRAL,
R fEEME D OEBMER
BEREELNRERY D RBREEGSBERYIIM SN TN,
1. AEHEHR
TEEMD HHREZRBOER © |A
R E
£
RICA-T-1B4&
SHEH
FIFAARERIEHRICE DK R Y DETELELY,
0%
W= EFN
SMsEt #o) : LD50 (5w k):> 5,000 mg/kg
J53%: OECD BAERH A K54 > 401
BZ AT d2mEMBOoN-T—2IZE DL
2HEEE BR) © LD50 (T F):> 2,000 mg/kg

7% OECD SRER KA K54 > 402

TEAADV M COMEFLILEEYIAEORESETE
LYo

BE: BT spanroEont=-7—42C&ED<

NS4V

atEt (B0) © D50 (5 k): > 5,000 mg/ke

aMEE (BR) © LD50 (74): > 2,000 mg/ke
TERAAV M COMEFLITEEVEIRAHEDORESHILE
Ly,

AXYThU-1-F—IL, T hFIik:
SME%E #EN0) : LD50 (5 k): 2,500 mg/kg

4-aA-3-AF)LTx/—):
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Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
1.1 2023/09/30 1841207-00016 MEERE: 2017/07/19

SHESEE #E0) D50 (=2 R): 600 mg/kg
aEt (BA) © LC50 (5w R):> 2.871 mg/l

IREERERE: 4 h
RERRE MLA/ZX b

s (BR) : LD50 (Z v k):> 5,000 mg/keg
Betamethasone:
SME%E #EN) : LD50 (5 v k):> 5,000 mg/ke

LD50 (¥ R): > 4,500 mg/kg

s (|]RA) © LC50 (Z v +):0.4 mg/l
RREERERE: 4 h

EEEat Rk

FATEERIERICEDKRYDETERL,

B4

RhAS 32 L

iz S

Ak : OECD HE&HA K54 > 404

mR D RERIEAGL

= D T AMEMBLONT—RIZE DL

RT3 74 VH:
iz S
R C REEREGZ L

4-oOn-3-AF)T7x/—I:

& R

ik : OECD HERAHA K54 > 404

wa D I~ABREMT S EEEBENH D
Betamethasone:

& R

R D BEORERIE

RIzxY 5 ERTREGE/RRHE
FIATTRE G BRICE DR Y NFETELLY,
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Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
1.1 2023/09/30 1841207-00016 MEERE: 2017/07/19

B4

=R N

(£ LR

HER D BRAORIEE L

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

5 D BT AYMELNLELONT—RIZE DL

NS T4 VH:
(£ Lo
R o BRA~ORIEEG L

AXYTFThU-1-F—J), T FFxF21E:
R © BRAOFE. 21 BURWIZEE
wE BT AMmEMALEOoNT—RIZEDL

4-00-3-AF)LITx/—):

(] Lo

R D BRI AR AR e
Hik © OECD HERHA K> 4 > 405
Betamethasone:

(] Lo

R D EBAOFIEAL

DR, 3 R R (3 R 8 R 1

R

FIFATATRE R IEHRICE DK R Y DETELLY,

R OR: 25 R E 1

FIFATATRE R IEHRICE DK R Y DETELLY,

%

RrAT 32 L

HEA AT . Ea—5—&%

REOTF D RIS

i DOEILEY R

HR Do et

% D LT AMEMSBLON-T—RIZE DL

4-o0RA-3-AF)LTx/—)L:
HEga A D RFIURAE—Ta VR
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Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: RIEIZRET B: 2023/04/04
11.1 2023/09/30 1841207-00016 #EERE: 2017/07/19
REOERER D HEEM
i) D EILEY R
TERAD K D AEOREBITIERN S DRREOBBENRINT SAHEEE -
[FEELAN S B,
Betamethasone:
EEDOEIRK .
& D EILEY R
R D BREEYME
STEMREREM
FIFARTRE S IBERRICE DR Y HETEHLN,
5
RrhOTS 3 L
in vitro TOEEEM . EERA A T in vitro ZABAEEHER
R
BE FmUT2mEIBLON-T—2IZE DL
in vivo TOEEEM D REBRA 4 T HEEYHRMBK/MEZERER (in vivo HIREEMR
E&)
B IToX

REERE: ERERTS

7% OECD EBRA A K51 > 474

R

wE: BT IMEMSBOAFT—RIZEDL

4-o00-3-AFI)LTx/—)L:
in vitro TOEEEMN D R4 T MEMERWDEREAZTEAE (AMES)
R 2

Betamethasone:
in vitro TOEEEMN D R4 T MEMERWDEREAZTERAE (AMES)
R 2

HE B4 7 in vitro BABMMEMEET EERR
SR

SRERZ A 7 in vitro ZEBEKEERER
R B

in vivo TOEGEM D REBRY A T WELBYAMB/MEEER (in vivo MilaEMSR
oY)
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Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
1.1 2023/09/30 1841207-00016 MEERE: 2017/07/19

E:.<THX
HERE £0
R INEARE
EHEMRERRYE - 7EA A © BB EEMRERERRE L THEIT I EIETER
vk LYo
BHRAKE
FIATRESIERICE DR Y NETEALY,
By
RrhOTS 3 L
iz} Sy kb
BEZK D BRHRAATEEE
PR EE B 2%
R Do e
HESY
BRRADEEZEDH TN,
B4
RrhOS 3 L
HIRICX 3 B E D RERAA T AR/ REEER U TRER
B ov bk
BERE thAALTEIES
R R
EE BT 2PELIEONET—2IZEDL
BROFEE~DEE D BB T ZRMNELUBRERE
B Svk
BER: KSR
R E

#E BLUTYPELSFLOAT—2IZEIL

4-o00-3-AF)Tx/—):

HIRICX 3 58 D BB 4 T —HAREES SR
B oy bk
BERK: A AATZIGE
R et
REODERE~DZE D BB T ERE/REEERD ) VT RER
B Sy bk
BRERE: A AALEIGE
R e
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
&S ETA: BEES: BiIERET A 2023/04/04
111 2023/09/30 1841207-00016 #EERL A 2017/07/19
Betamethasone:
HnJho)%ﬁ’\o) 2 = : *i rb-lj-#‘
BERE: AN
FAEEM: LOAEL: 0. 05 mg/kg AE
R BREME,  FELABOONT-,
B oy bk
BERE KT
FAFEM: LOAEL: 0. 42 mg/kg (AE
%D% _J'ﬂ//J‘ dbb’hf_o
FE.T9HX
BERE: AN
FEEM: LOAEL: 1 mg/kg AE
R FEArBOHLNT-,
EHEEE-T7ERAAD R D EBYERRICKDERBADEZENBAECH S,

FERMEREE (EEE R
FIARREAERICEDCRY AFETELL,

%

4-00-3-AF)LITx/—):
TEAAD K D RERB/BADREDEEF N,

FERMERELE (RESCR)
RHICH=5. RERERFICLHEF RTEAR RER BA KR 0LE BT OESF.

B

Betamethasone:

ErlE RS D ORTER, RER BA WIR oK 3T
TEAAD R D REICH-5,. XIIREFCBEIZEIBRDES,
REESSH

5

RbATE L

& AN

NOAEL 5,000 mg/kg

BE5ZK RAIAAT-IHE

A 55 B R 2 &£
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Betamethasone Cream Formulation

RE= WETH:
1.1 2023/09/30

BBES
1841207-00016

Apuhlic

-5 ORGANON

AIEIZRET H: 2023/04/04
#MEERLA: 2017/07/19

NS 74 VH:
2

LOAEL
BE5ZK

A 55 B

i

NOAEL
LOAEL
5K
i 5= B R

Betamethasone:

2

LOAEL
RE R
R 55 e ]
RIS

i

LOAEL

B 5Z%
R & B
EHRRER

i

LOAEL

B E5RE%
R & B
ZROME RS

G

LOAEL
bR
R 55 i i
) A

RAAREH

4-o00-3-AFI)LTx/—)L:

Ty bk, AR
161 mg/kg
RAAATEEE
90 Days

vk

200 mg/kg

400 mg/kg
RAIAATZIHE
28 Days

vHx

0.05 %

R & HEfil

10-304d

I TFEA, RER A

E4PPS
0.1%

R B
8 &
fR

X

0.05 mg/kg

#0

28 d

mi%, iR EIE

FIFATTRE G BRMICE DR Y AFETEALY,
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Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

&S ETH: REES: BTEZRET B: 2023/04/04
111 2023/09/30 1841207-00016 #EERL A 2017/07/19
5

NS4 VH:

COYEFLIZEEMEIALRSIT D EERDRBENHLENMONTNS, F=lF, A&
PRSIBFUDRBREZELDIDTHDERG SR ITNIFEE S,

AMEIZx Y D RBEHER
%

Betamethasone:
%A

AL

Bl Bl
fEIK: R, RE RIEME

SOVIAFEQKEERHEY ¢

(s e aY=—3 3

B KEEYICHT HFEN

TUOVIFOKEEEHDY

X9 HEM (BIEEN)

LL50 (Pimephales promelas (77w kAw FX /™)) > 100
mg/ |

BREERFAE: 96 h

WERME: KHEE D

7% OECD E&AH A K54 > 203

wHE: LT IMEI/ONIT—RIZE DL

EC50 (Daphnia magna (F# =< >3)):> 10,000 mg/|
BREERFR: 48 h

WERME : KIEE S

#E BT smEsro/onzT—2I2& DL

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

BREERFM: 72 h

WERME: KIEE 5

7% OECD ER S A K54 > 201

#E BT smEsro/onzT—2IC& DL

BRAESZEEE (Daphnia magna (7432 >3)): 10 mg/l
RREERER: 21 d
WERY A KIEE S

wE BT IPEMSTONLT—RIZEDL
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/04/04
1.1 2023/09/30 1841207-00016 #MEERLA: 2017/07/19

NS4 VH:
y: &k

SUVIAFEOKEETHEY ¢

X9 HEME

EE KEEWICKT HENE -

LL50 (Scophthalmus maximus (22— k)):> 100 mg/|
BREERFRE: 96 h

WEEY A KIEE S

BE EUT2MELIELON-T—FIZE DL

ELSO (FAILFT - by (ASXRBAAT ) ):> 100
mg/ |

AREEREE]: 48 h

WERME: KIEE S

HEZ: BT spannrodont-7—422&ED<

EL50 (Skeletonema costatum (R4 L b7+ JXA kY
£:)):> 100 mg/|
RREERERE: 72 h

WERME: KEE S

BE BT IMEIL/ONT—FITE DL
NOELR (Skeletonema costatum GE¥IEE) ):> 1 mg/|
BREERFMAE: 72 h

WEEME: KHEE R

BE BT IMEILTONT—FITE DL

AXYTAU-1-F—, T X2

BEN

SOVIAFEQKEERHEY ¢

I2xt9 5&EMH

B KEEYICHT HFEN

4-oOn-3-AF)T7x/—I:

y:E-kd
SOVIAENKEESHEY ¢
I2xt9 5&EMH

B KEEYICHT HFEMN

LC50:> 1 - 10 mg/|
PREERFfE: 96 h

wE BT IPEMTONT—RIZEDL
EC50: > 1 - 10 mg/|

BREERFME: 48 h

#E BLUTYELSFEOAT—RIZEDIL

EC50: > 10 - 100 mg/|
BREERFT: 72 h
#E BLUTYELSFLOAT—2IZEDIL

LC50 (Oncorhynchus mykiss (=< X)): 917 ug/l
RREERFRE: 96 h

EC50 (Daphnia magna (74 =<>3)):1.5 mg/l
RREERER: 48 h
#i%: OECD HEEHA K54 > 202

ErC50 (Chlorella pyrenoidosa (# AL S - EalL /A K
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
1.1 2023/09/30 1841207-00016 MEERE: 2017/07/19

H)): 15 mg/|

BREERFRL: 72 h
75i%: OECD EAEBRA A K54 > 201

EC10 (Chlorel la pyrenoidosa (¥ BLS - EalL/ A KH)):
2.3 mg/l

BREERFMA: 72 h

7% OECD E&EAH A K54 > 201

270 48— (OKEREEE 1
% EH (BN )
TUVIFOKEREEHBY - RREZLERE (Daphnia magna (FA 22 23)):0.32 mg/l
[Zxtg B &M (IBHEHHE) BRERAER: 21 d
#i&: OECD SER A K54 > 211

BMEMIHT HEM . EC50:22.86 mg/|
BREaRFf: 60 h

Betamethasone:
SOVASEOKEESHEY © EC50 (Americamysis (Z A YA I R)):> 50 mg/l
IZX9 H&FM RREERFRE: 96 h

FEHEKEEYIZT 5F M ¢ EC50 (Pseudokirchneriel la subcapitata (#&5%)): > 34 mg/|
REEERERE: 72 h
#i%: OECD HERH A FS5 4 > 201
BE AHEEBRBRBEIZHITS2HEL

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

BREERFME: 72 h

7% OECD HE&H A K54 > 201

&% AMERMBICETLIEHEL

AEH (IBMHEM) D BRKEZEREE Pimephales promelas (77w Ay K3/
2)): 0. 052 mg/|
RREERER: 32 d
A% OECD SREEH A K54 > 210

BRESERRE Oryzias latipes (F1A%5)):0.07 ug/l
MR 219 d
A% OECD REEHA K54 > 229

SOVOAFEQKEESHEY - RAKEEZZRE (Daphnia magna (A =2>0)):8 mg/l
[Zxt9 B &M (BIESM) BREEAFR: 21 d
A% OECD SRER A A K54 > 211
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REF—5y— b

Betamethasone Cream Formulation

RE= WETH:
1.1 2023/09/30

BBES
1841207-00016

Apuhlic

-5 ORGANON

AIEIZRET H: 2023/04/04
#MEERLA: 2017/07/19

M-T79%— (KEREFSE
tt RE (81 )

R - SR
%
RbAZ3 L
£

1,000

R HOEETIEEL,

EofE: 31 %

IREERERE: 28 d

A% OECD #ER A A K54 > 301F

BE EUT2MELIELONET—2IZE DL

AXYTFThU-1-F—J), T FFxF21E:

=

4-00-3-AF)LITx/—):

SR

ERERKE
B%:

NSIT4 UM

n~-#4%4 %/ —IL/ KSERFRE :

(log &)

4-oOn-3-AF)T7x/—I:

HERERNE

n~-#4%4 %/ —IL/ KSERFRE :

(log &)

Betamethasone:

n~-#44 %/ —IL/ KSERFRE :

(log &)

TR OB
T—87%L

R SRk,
E0fE > 9%
MR 19 d

R BN,

HofE: 18 %

RREERFR: 15 d

#i%: OECD HEEH A K54 > 301

log Pow: > 4
BE 5

#&: Cyprinus carpio (3 4)
SYEHEREF (BCF) :5.5 - 13

log Pow: 0. 477

log Pow: 2. 11
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REF—5y— b

Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

RES ETA: BERE BTEIRET A 2023/04/04
1.1 2023/09/30 1841207-00016 #EMERLR: 2017/07/19
AV OBAOFEN
JEZY
thnEELE
T—R1L
13. BELDIEE
BEESE
BRREEY A BAREOBRHEIZLNLDT B,
BEME T KAEEH L TIE A S AL,
FEREARBRRUEE ZOERIE. VA IONLFERITERED-HIZ, BRI FZI(T1-
BREYWIBEEIZRFTET 5,
BFICEENEWNES., REARELTEET S,
14, BXEDIEE
E3]5 53kl
& £ &% (UNRTDG)

EEES (UN number)
[EE#ix & (Proper shipping
name)

EE 5 $8 (Class)

B EMR (Packing group)

Z X)L (Labels)

REREMH

fZe 8% (IATA-DGR)

UN/ID &5 (UN/ID number)
EE# %4 (Proper shipping
name)

EE /%8 (Class)

B EMHR (Packing group)
S RJL (Labels)

WawEr (Y (Pack-
ing instruction (cargo air-
craft))

WatER (REWH) (Pack-
ing instruction (passenger
aircraft))

REAEMH

73 L &% (IMDG-Code)
EEZES (UN number)
E&#i%£ 4 (Proper shipping

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(betamethasone)
9

I11

9

ZE

UN 3082

Environmental ly hazardous substance, liquid, n.o.s.

(betamethasone)
9

11
Miscellaneous
964

964

ZY

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
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ReF—2U—F A

Betamethasone Gream Formulation i ORGANON
IRES HETA: BERE: BIEIZZET B: 2023/04/04
11.1 2023/09/30 1841207-00016 #EERB: 2017/07/19

name) (betamethasone)

EE 5 $8 (Class) ©9

A/ ZE#R (Packing group) o111

Z ~)L (Labels) 9

EmS 31— F (EmS Code) . F-A S-F

BEEEYE &S - EED) 0 EE

(Marine pollutant)

MARPOL 73/78 Mi&E I1 B U IBC 3— FIC L L oHAME SN DK AEME (B - EZKD)
S IKBORAICIEIEK S,

Bl PR
EoREDERGIX. ]’HE 15258 I 5.
R DOREXE

CCICRBEATLDIEES . BROBMETOLOT, KRET -2 — FOFRTHRHGS
NEESICHABESN-MHEOFEDOAITEDIVTVET, WX EE. REFE. Nvr—oH%
A XEMFOMBDRBDERICEY ., EREINSAREELHY FT,

RERLCRHERHES cIM

15. BRZES

BEE AR
HBEE
EERIERY), AT R RIASE, 2SI A A — RIL)
(573
B EYE

[H=2E =
a—7ILFIL (C=9~11) —w—EFOFIRY (AFLIFL 188
V) (MEMHFENNT, OOOXRFENDLDIZE S, )

a—FILF¥)I (C=12~15) —w—EFAXIRY (FF2TF 189
LY) (BMEHDFEN1, OOO0FXRENDEDIZRS, )

[a— (FIFIL (C=16~18) ) —w—EFKAFIRY (FFT 250
Bo—1, 2—=U4)0) XlFda— (ZIL5=)L (C=16~18) ) —w
—eEFrFEXIRY (FFoTHR—1, 2—24)0) ]

HBRE/EE
WEENBELEShIFAED
EH
BEDHTERITHINEZHED
EH
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ReF—2U—F A

Betamethasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/04/04
1.1 2023/09/30 1841207-00016 #MEERLA: 2017/07/19

EREE LR ARYE

E

ERFEDRHoN-LEME (RELFEYMR)
EH

ZRREORHo-LFEYE FHHREHEFHE)
EE

BREZENTRERRVRUVEEY

EE ST ED 2 (BITHARE 9

LEH 2RE (%) kel

RTFOF 5L >=10 - <20 2026 % 4 A 1 BLIK

Ei9):] >=1-<10

-7 00-3-2F)LT7x/—)L >=0.1-<1 2025 4 A1 BLRR

ANEERTIRELRVRVEEY
EHEOT & (HITRE185%)

L8 iked

/N

RELCFEMEES FRHRA
FlEA

P SFRERA

L

7 LIt TFRAA
L
ARBERIREFHAA
FEZS
FRREFEERTS - WRE— (EKY)
L

BURUBIMEREE

L

e EFHINEEEREE

F—EfEELEYE

LEH EERS Z2HE (%)

FILIT7— FIFI- A AH- ErFOFx |578 2.2
VRY (AFPTH- 1, 2- D4
L) (FILXILEDORFZFHEN16M5 1
SETHDELEDRUVZTDEEYMTH-T.
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REF—5y— b

Betamethasone Cream Formulation

R ZE = WETA: BEES:

111

2023/09/30 1841207-00016

Apuhlic

-5 ORGANON

AIEIZRET H: 2023/04/04
#MEERLA: 2017/07/19

HMEHHFEMNT, 000KFNLDIC
Rd, ) ROTILIT7- FIT=)L- F*
AA-EFAOFIRY (AFPTH -
1, 2= D4)0) (FILTZILEDRFR
HN16H0518FTHDLEORUVZDE
BYMTH->T. HFEHHFEMT1, 00
OXRBMNDELDIZRS, ) TUIZThBHD

BEEY

BEHRARRE
EE

K REIEE
EE

R £iE

ERAEE 2, 3 XERMETIRE - AEUEYVE

22k

FEATRRAISE 194 FEBRYERIRE 11 TOMDOEEY

BESREFERVBLEEOHLICEY 5ER

(5 FEAHE D AEREYEICEIERE LGN
18 S i D OBFEERYME
FREE R U iR phEEE s

FRERBHRRN @ - @A)
JEER S

BEMREABHRERM @ - @A)
JEER

BEEVOLEE ERICET SR
EXREY

COHBOBESIZDODVWTEELS RV ) —~DEEEITHER :

AICS FE

DSL N

IECSC > -
16. ZDthD1EHR

51 FCHR D BB T—42. REMFESDS IZEDILT—4%, OECD eChem




ReF—2U—F A

Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
1.1 2023/09/30 1841207-00016 MEERE: 2017/07/19

R—2ILE X UFIMNEEYER http://echa. europa. eu/ D&

RIER
BiI74+—<v k . #/A/H
ZTDHDREEED £
ACGIH © KE, ACGIHPRFREIME (TLV)
BAEX(FGAERS (FFE | BAEXEF4ERS HREEZOHE -1 tE2VEOHBEE
)
ACGIH / TWA © 8 EfE. BEREMETY
BAEZRB4EZSE FBRE | HBREE
FE) /OEL-M

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS5 D)ILEREEME, ASTM - K
E#MHRERGS bw - (KE; R - AU, ZEFRYE. £EEENHLESNLIME: DIN -
FAUBRBIHEELE DSL - ERYMEY R~ (BF4%); Ex - FED XWORIEEREFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRKOR TP
—JL; ENCS - (L BEDBEFLFEME) R b ErCx - FED XWORIEZRIFTEEZOND
RE RG - REMICOF5IE; GHS - HFRHAMI AT L GLP - HEREkME, [ARC - ER
NATRZEE . [ATA - EEMZEERGR, IBC - BREFHOESBEXD-HDOMAMDIEE
RURBICET 2EREMRA; 1650 - 50%EEFRE: ICA0 - ERREMZEME, [ECSC - PER
B2 ELR, INDG - BB LERYRRE. IN0 - EFESEHRE, ISHL - FEBREEEE
(BAF): IS0 - ERZECHE. KECI - REBRFLFEYMERE: L0550 - 50%HIERE LDSO0 -
50%HEE (FHHEE) | MARPOL - MK BERDMHLD-HDERRER: no.s. - #I
MBAMNATRESN TS LD ZERRC Neh - FURAL NOWEC - BEEZMHRZERE, NOWEL -
BESMRZEL AL NELR - BEEEZEEFES NOM - A5 2KEA NTP - XEE
REMTOT 5L NZIoC - Za—D—F v MEEME AR, 0ECD - #ZFH HEASEME, OPPTS
- LEZMEZREMN - 8FHIER, PBT - MMM - £RERNE - AFHEWE)  PICCS - 2
1 VEEEMEA RV M) —; QSAR - (EEH) HEFMMEE, REACH - LEMEDE
$x. EFffi. 3B WTHA KL UEEK (REACH) IZB¥ H#RAI (EC) No 1907/2006: SADT - BT imE5 7
BE: SDS - RET—2Y— b TECl - 2 A IZBIFEDILEHED A R~ TCSI - Bi&1k
EMEA R M) — TDG - EEYE®E, TSCA - HEWMERSIECRE) . UN - E&; UNRTDG
- BRESEIRDEEES. VB - FEICHABRUFEICEERML WHNIS - ERSRIRE
EMEMERBRI AT LA

CORET—RI—FUUAT TSDS) &0V5) TRIFET HFMUT TRFEH &0V D) K. FEH
BERIZENT., BHOKEDOME. FH. RUCESOLETEETHLEHMLIZEDTY,
AEHIE. HEOREGEREKEL., FH. LE, RE, #@X. EERVCRRICETIIHAI TR E
LTOAERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY A KNERIL.
SDS DEEEZICTRENTVARESNERKICHTHIOTHY ., HFEAELMNORT EBAHE
HET, XETO0EAPTHEASNDIBE. AXHRITERNGVRY . BRICIEE G OETREMS
BAHYFET, ARBOERABFEMICEVTIE, RFRRVHERFEZERY SRS, TRAES
MORRERICETE2AMGOBYZTMZEH T, FRESLODERT 5HETOREDNKR
[CETHAHBOEFEL, A, LE, RUOREICOWT, #HRBWLET,

JP /7 JA
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