ReF—2U—F A

Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
RES wETH: BEES: BIEIZRET A: 2023/09/30
11.0 2024,/04/06 1841131-00019 #EERK A 2017/08/21
1. {EERRUESHER
LR DET . Betamethasone / Salicylic Acid Ointment Formulation

#HicE DRt EH. FARUEEES

HBBOSHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
ERES © +1-551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES © +1-215-631-6999
AR iRk R UE A L O #I R
HEERE EFEH
{F AL DHIR JEEZH

2. EIRAEEOEN

{250 GHS 2%

RICHT IEELEGSE R © ES1

RZE

AREEN . R4 1B

BERMRESRZETE (REE< © B9 1 (RTER RER HR, BR, LE 8T
=)

KEREREN RY (18 S-S

%)

GHS SRIILER

BRRXIED VR :

R MR DofEkR
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES METH: BEES BiEIZRETA: 2023/09/30
11.0 2024/04/06 1841131-00019 HEAERLE: 2017/08/21
fEREEHIER H318 EELZARDIES.
H360D fEIR~DEZEDEFh.,
H372 REAICH =4, RIIRERBICL SHEF KTER %
R, A WIR Ik B8IT) OES.
HA10 REAMGRIEE(IC &K > TKEEWICIER R LEME.
AEEE

ek

P201 ERATICEIKERBAEZAF T H &,

P202 £ THREFTEFHAHEEIT HZETMYHEbLEN &,
P260 3 CAE/ HR/ SR/ ER /" ATL—ZRALL
ll\: to

P264 Btk WMRISEEHE K CHES 2 &,

P270 CHORZEFRIT S EEIC, RENITEEZ LA
&
P273 BIE~ DRI ERITH &

P280 {REF R MREKR RERE FEREEAT I L,
EREE:

P305 + P351 + P338 + P10 BRICA o 71=15& : KTH O REEE
FELEkSTE, RzZavia 2 FLUXZBERALTWTERIZH
BEEEEENT L, TORLEEREHRTE L, ELICERM
[2EHKT D&,

P308 + P13 [EK BRIFIEIK BDREEHIHDIHE | ERDIZE
SEREETERITDH L,

P391 R ZEIINT D52 &,

RreE

PA05 fEfE L TRET H &,

RE:

P501 NEY.  BRERDIN-VNEHERICEET L&,

GHS IR LG LMt DERBEH
MRFL,

3. MERUHSER

LEYE - REYDOEH . EEY

5

(422 CAS &S EHE (% w/w) BHRATREE
&5

XhOSE L4 8009-03-8 86. 93

NG T4 Vi 8012-95-1 10
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RET—HI—F L
Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES METH: BEES BiEIZRETA: 2023/09/30
11.0 2024/04/06 1841131-00019 #EER A: 2017/08/21

||Sa|icy|ic Acid 69-72-7 3 3-1640

| Betamethasone 378-44-9 0. 064
4, [CRIBE

—fRET FNA R

RALF-GE

REIZFELI=GE

RIZA--1B&

RARAATZIBE

AMEREVERMEERDOR

HERGHIREIR

WREEZY 2EDRE

EEICK T HHEFRTERE ¢

EHOBEL., AT ChEBNWEEEELICEEDLSE*
25,

ERMNRSICIHEE. TLEIRBIHZBAX. EMDIETE
25,

WULVAATEIGE. IR EROGEFR~ABHT S,
EELEEZ(T5,

EiL-5E. ELICREBEZENDKTHVRT,
BRLEKRE L UHER <,

EBRLNEZXZ(T 5,

BERAORICKREEXS.

HEBFERT HENERITES,

EML-5E. BEBIZZENKTLHECES 15 DB Z%
LR
HEICTERHAICIE. a4 FLUOXZERY ST,
BELICEMDFLUTERZITS,
MARAATZEE . BEBICHAELLY,

EELEEZI(T5,

AKTOELLTT,

EELIRDERS.

BRER~ADEBEZEDE TN,

RHIchz5. RIIREIFLKBIZKDEFRDOEE,
HAMAEEIBELNDREITTIEEZILL., HESATLSR
EXEZFERTHLE, BEOWEENENHDBHEIE. HE 8D
WYL EANREEEZSEBOZ L (IEEB 8 %38MH) ,
IEBEEBLIUMEREEZTH L,

5. KKFFDIEE

B 75 K F

2 TIEAE DR LVHKH
HHEORIKRAEN

HERBERIEY
BEDHXAE

JKIE$E

fit 7 JLa—)LEH kil

bRz (C02)

3 2R 5H K H

MR L,
RIEERD~DBRBIIBEICEZRIZTEELH D,

RERERIEY
WZOIRR & FDRKRICIS C CGRY)ERKFRZALS,
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON

Formulation

RES METH: BEES BiEIZRETA: 2023/09/30

11.0 2024/04/06 1841131-00019 HEAERLE: 2017/08/21
RAHDOBRZE AT H-DITKEEET 5,
RETHhNIEREBEI VT T2 NKEBEENSET,
Riih o BRE €S &,

HAEITS>BEDRE CORKBFICIE, BRAERBEERT S,

REEZFEHT S,

6. RHFDIEE

AR 5 EEEE, RE © REEEEAT D,
BERXRUVRIHFEE RETWMYFZNDOT (R (HB T Z3H) ©, BAARE
BO#HEZHEICEN (HE 8 ZSR) .

REICHYTHEEEHE D RREANOBHEZERTS &,
REEHALTHL, BAPIENZELEDH D,
BERINEHRSFKEREL. LHT 5
RENE LK ERTELZMERIE, ABBKISERT 5.

HLRADERVHEEDFERY @ ZEL=1DEF., BEEINBBRETRIERY, BYLES
2 I L. BET D,
AESEHRE. BRETHEICIE. EAEARSIUVEDR
AlIZfE->THIEBT Z L, ZTORBICERIA=MEIZDOUL
THREKTHD., EORUNEREINEIHNEERT IHEN
H5,
ASDSDEB 1I3HLV15IZHENT, ABARAKRELUVE®D
ERHNOEEDHY .

1. BEVWERVRELOIEE

: 067 A

HE TR xt =R DI EBLERUVREREDEDEERRESE,

BRHIR, &R DR BBRENATERNVEEX. BRAIREEEFERAL T
Ly,

RERKFEEIE D EBOKRIRIZA TR,
MLA. B, AR, SR+, BERHLLERTL—FH]AL
NS &,
BRAAFELLY,

REDEfERITS,

MFWRIEIREELCES L,
BISBREREDHKRICEDE, EEXEHOFHERLUREHED
ETHREICHOERYIES Z &

BREFHLTHELCIE,

COEREFATIHIEEIC, MBITREEZLAWNI &,
FNOEEMEHILEL. BRE~ANOBHBEER/NEREIZCTEEL5FE

424



ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES METH: BEES BiEIZRETA: 2023/09/30
11.0 2024/04/06 1841131-00019 HEAERLE: 2017/08/21
B9 5,
it [B] 5t o EReH
BreEXE D BEOFERPICIEEMEADIXL EOTRESELH SHIH5EIE.
EEGFROELICTA ISV T VRTLELUVREY ¥
D—EBELTHESL,
FRABISRERUVEEZZILT 5,
FBREINERKRITBERT HENRET S &,
T7N)TADMBRMLGEARL—2 302k, ToP9=FO
v hO—)L, BYLEAGESRE, BOLKRRLES & U5
ZBREFIE. EXFAESR. EXERLEERFOFERADL
Ea—%28OCRELHYET,
B®rE
REGRESEH DB SANILDDOVWEREICANTE S,
BELTRET S &,
BELONMYED S,
ZEOREIZH-TRET 5,
RAREE I YE D OROHRFFEEEWLN-OL LIZTRELAL:
HE L F
RELRBDEMH D BIGUOME MRAGL,

8. [F<EPILLRUREIEE

ERBRRICETIHSARBRR/FFRRE

D% CAS &S 1R (RN | EERE/EER | H#
&) B HRRE
RhOSE L 8009-03-8 OEL-M(=&X |3 mg/m’ BAEXREE
~) F&= GFE R
E)

HER: ROVAME, TE1H] FE MIHLTEASAELH
LY TELHIMETHS. COBICHESINIMER, EFEH

£ 5D+ BEEH B D,
WA (R A= | 5 mg/m’ ACGIH
)
N T4 VU 8012-95-1 OEL-M (= X 3 mg/m’ BAEXREE
b) 2 (HER
)

HMER: BONAME, 18] FE MIHLTESAELS
HEHTELIMETHS. COBRICHESNIMER, EFH

RO LD+ EEHLAH B
WA (A= | 5 mg/m’ ACGGIH
%)
Salicylic Acid 69-72-7 TWA 100 pg/m3 (OEB RED
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment = ORGANON

Formulation

BTEIZETH: 2023/09/30
#E{ERB: 2017/08/21

&S WETH: REES.
11.0 2024/04/06 1841131-00019

| |2 |

sl #R: DSEN

HERY HIBR | 100 pg/100 cm2 RER

Betamethasone

378-44-9 TWA 1 pyg/m3 (OEB 4) | MER

SRR KIS

| HZFERYHIE [ 10 ug/100 cm* | PIEB

B3 PSS

REER
M FARER

TANEG—34F

FORER
HE

(]
RRORER

RERVEADRER

BRTOMHE L VEETELGVI ) TADEENDBEZ
FCOAT, BAEYDOEEISEYGIFHRBNIBEELGY F
¥ Bl yB—XSRTLMNOORE], Bk TFE YR
BEFEDTEDV—ADNEE AV K. R TELH
Wiz &),

B, KRXESFIVRREEZRET H=H. 210027
TEBEIRMBRECL YRS, GIPBERITHVERES
PWENHYFET,

[RAl. BABCKETIHERY FEHLBENTLESLY,

I/ B—XTAE RV R T LM IGIEMEERLET.

BYLGBAHFSKEENFATERWNMGS, FRXEEFHE
THENA FSA D OHEANDIE K BARSNIZBEIE, FF
RFREREZHERALEL &S,
WHFREAREAIAOES 1T

MERE TS

FREZETERTHALEERELELLS,

YA Fo—IL FHEREREDL LLIEZT—VILEERT %,
FEREL L IIHEERICEROSVMRE, SR+, 2 70Y
W ENRET HI5E(F. BRIV ILEERT 5,
MLA. SR+, ELET7OYVILICEAEESLSND
AR HBIBERIE. FJ—AL—ILFEL LLIZZFDEHID
L7z —RBOTOTIavEFRBLELLS,
A=T74—LH LIEXERERAI—FZFERALEFLL S,
MEREAZBHLAEWESIZ, EEINDIFZIRVICEITE, (K
EBOSH—AUbEEMLTHERALELLES B, RY—T
Lyy, T70>, RFR, FIMETR—YRE) ,
FBRINF-AREMD HIKRER CIEEILEY L AETIT-
TLESEL,

9. MEMHETLFEHEER

PIRAR AR

P
I
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
11.0 2024/04/06 1841131-00019 HEERE: 2017/08/21
&) D BE, 58
B D T—A%L
RBLoL =0 (F)E . T—A%L
b ERE A D TF—AkL

BRARXINBERARVHEER @ T—424L
AIATE (B, =UE) D BIRODEREE LTHESIA TGN
AIAE GRIK) D T—481L

BRETRARVERLRRE AIARR
BEEFEOLR /AR ER @ T—27%4L

&

IREGEFEDOTR/AIBRTR @ T—424L

&
CIP = . T—AnkL
o RRE D TF—AkL
pH . 46-53
REEE F—Aa77L
BAREMEE D T—=4%L
FhHE

EFLE (BhEETESR) D T—4%kL
BEE

KB D TFT—4%L
n-49%/)—IL/ KNERE @ T—F24EL
(log &)
ERE D T—Aa%kL
BERV/XITHEXZE

tE D T—A%L

BE T—R2%EL

7124



ReF—2U—F A

Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
11.0 2024/04/06 1841131-00019 HEERE: 2017/08/21

XA REZE D TF—ARL

IEBREMN DOIEERME

3[R =T D ARESIEREEME L LTIEREI AL,

$FE L F—snL

FFHEE

PFHA4 X D TF—AakL

10. REMRUFREHE

RIS D RIGHEfGRERE L TIIPEI AL,
LR EH D BEOKETIEIRE,
fEREERICATHEME D RBUOVEBERIERIET A ELADH S,
BITHREEN DOHMREL,
R EIRYME D OEBIERE
ERAEE LN HRERY D BREELSEERMIEIE SN TULVEL,
1. EEHE8H
RO H I RERBOER @ HEEM
EE
RICA--1B&
SNSY
FIATRETERICE DR YNFETERLY,
S
2EEE (#O) D BAMEMEHEE > 2,000 mg/ke
Hik FHEIZEBAEE
2EE (]RA) D RMSMHHEEE > b mg/l
MR 4 h
HERRE- MLA/Z R+
HiE EICKBAE
AEE (BR) D AMEMHEEE > 2,000 mg/ke

Ak FEICKDEAE
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ReF—2U—F A

2EFEE B0

AtEE @R

NST74VH:
AansEr @O

2EEE BR)

Salicylic Acid:
2nET @O

2EEE (RA)

2EEE B

Betamethasone:
2EEE (#O)

2EEE (RA)

Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
&S }ETH: BEEE BIEIZRET A: 2023/09/30
11.0 2024/04/06 1841131-00019 HEERE: 2017/08/21
B4
KOS58 L

LD50 (5 k): > 5,000 mg/ke
5% OECD HERA A K54 > 401
e BUTIME, SBLNT—2IZHS<

LD50 (S5 k): > 2,000 mg/ke
Hi%: OECD B H A K54 > 402

TERAV M COYEFLFEESYEIZEDORESHILE

LY,
wE: BT IME,NSBOALT—RITEDL

LD50 (5 k): > 5,000 mg/ke

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

TERAV M COMEFEILEESYMIEAKHORESETE

A

LD50 (= R): 480 mg/kg
LD50 (T v k): 891 mg/kg
LD50 (94 %): 1, 300 mg/kg

LC50 (T v F): 0.9 mg/l
BREERFR: 1 h

LD50 (5« k): 2,000 mg/ke

LD50 (%94 3): 10, 000 mg/kg

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

LC50 (5 v 1): 0. 4 mg/|
IREEEER: 4 h
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§ é 7_'-’_ a :/ - F Apuhlic
Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES wETH: BBEE BIEIZRET A: 2023/09/30
11.0 2024/04/06 1841131-00019 #EERK A 2017/08/21

BEEEYE. Rkt

FIATRETIERIZCEDCR Y ETEALY,

5

RrOS4 L

(= 4

Hik OECD ERERH A K54 > 404

fER RIER#H AL

fE BT AMEISB/LNET—HIZESL

INT D 4 VH:

|E 4

fER RIER#H AL

Salicylic Acid:

| RS R

Betamethasone:

|E oYX

fER BEDEERZK

RICxd 5 ERGTBREME /BRI

BEELRDIES.

0%

W= EFN

(Ed PR e

R BR~DRIEA L

ik OECD SXERH A K54 > 405

&% BT AMENSBLA-T—2IZESL

INT T 4 ViH:

"@ Yy

fER BR~DRIEA L

Salicylic Acid:

| i Yy

e R E DRI
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ié;—‘_a :/_ F Apuhlic
Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
&S HETH: BERE. BTE®RET B 2023/09/30
11.0 2024,/04/06 1841131-00019 #EERLA: 2017/08/21

Betamethasone:

| i PR e

fER AR~DRIE A L

RO B8 R 4 (SRR B IR R

R E B

FIFETREAIERMICE DR Y DB TEAHL,

RO 28 B VR

FIATTRE T IERRICEDCRB Y R ETEALY,

%

RbAZ3 L

HER R A T Ea—5—&%

SEOIRK B2 HEfi

i EILEY F

fER (=4

= LT 2pEMISEONET—2ICEDL

Salicylic Acid:

HERR A T BT D/ B tE5ESER (LLNA)

[ E4UFS

fER =4

Betamethasone:

KRED TR B

[ EILEY +

fER FLREEYE

SEMRRERRANY

FIATEEAIERICE DK RYDETELLY,

5

RrkOos4 LA

in vitro TOEEEMN

in vivo TOEEEEM

SRERZ A 7 in vitro ZEBEKEERER

RS

7% LT 2MEILF

bhf=T—H2IZED<

HEBRY 4 7 WY HRMBR/MEEER (in vivo fEfEEMER

E®)
B voX
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ié;—‘_a :/_ F A’uhlic
Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES METH: BEES AEET A 2023/09/30
11.0 2024/04/06 1841131-00019 HEAERLE: 2017/08/21
B 52 BREREST
7% OECD RE&H A K54 > 474
MR 2
BE BT 2MELIEONET—2IZE DL
Salicylic Acid:

in vitro TOEGEEM

in vivo COEEEEMN

Betamethasone:
in vitro TOEEEM

in vivo TOEIEEM

ATEMRRERRME - TEX A

vk

A

HEBRY 1 T WAEMERAN S EIFRALEHER (AMES)
R

HERA 4 T WELEM BRIk R 5 AR
B YOR

BERE: BRERNTS

R a

HERA 4 T BIRMEASEEE AR
B wHR

BERR: BERNES

R E

HEBRY 1 T WAEMERA VS EIFRALEHER (AVES)
R

HERS A T in vitro HELBYHRECTFERER
R R

RERA A 7 in vitro Z2BAERERKER
R B

HER A A 7 IEEL B FRMER/NMZELER (in vivo MRS MR
E%)

EYOR

BREZK £0

R AR

RIAE  ATEMIARALZERE LTHET S LIITER
A

FIRARRELGERICEDCRY DETELRL,
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ié;—’_ a :/_ F Aﬂuhlic
Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
11.0 2024,/04/06 1841131-00019 #EER R 2017/08/21

B%:

RrOS54 L

& AV

BEZK BRARAATEEE

i 5= B R 2

fER fEtE

Salicylic Acid:

[ YR

BREZR R I 1

i 5= B R 14

NOAEL 2 mg/cm2

fER (=43

HESY

BBRADEZEDE TN,

5

RbAZ3 L

Salicylic Acid:

BEIRICH I R E

BROEBE~DFHE

HERA A T AR/ REEERY Y —Z U TR

B oy bk

RERH®: RAFAATEZEE

R =%

wE: BT IMEMSBOAT—RIZEDL

HEBRE A T ZRWE L UVRREES

B oy bk
BERE: REEAM
R fE

#E: BUT MEL TN -T—2IZHEDIL

HEBR2 1M T ZRME L URRERE

B Sy bk
BER®K BT

F 4 &1 LOAEL: 380 mg/kg A&

BR BRSn-BEEE K- BREST.

HEBRY1M T ZRENE L URRERE

B oy bk
BERE 0

FH4E 1% NOAEL: 80 mg/kg A E
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Betamethasone / Salicylic Acid Ointment

ReET—2I—F
Formulation
RES wETA:
11.0 2024/04/06

Apuhlic

-5 ORGANON

EEES: BIEIZET A: 2023/09/30
1841131-00019 MEERH: 2017/08/21

HEEEE-TFTEAAD R

Betamethasone:
BBIROEE~DFZE

EEEE-T7EAAD R

FERMEREE (EEE R

HR: BROEE~DEZEETL,

BREADEZEDEETNLDEEL,

fE Oy x

BERZE HHNRA

FAEEM: LOAEL: 0. 05 mg/kg AE
R BREN,  FELIZBEHLONT,

B oy bk

BERK KT

FAEM: LOAEL: 0. 42 mg/kg AE
R FEArBOHLNT-,

B YOR

BERE BN

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

BYRRICLDERBADEZENAEICH D,

FIFATREGBRRICE DR Y AFETEHLY,

FERMRBSTE (REFI R

RHIcH=5. XERERFBICLHEF RTEAF RER BA KWK 0LE 8T OEE.

B%:

Betamethasone:

)
TEAA

REHRESG
5
RrAT 32 L

2
NOAEL

GRS
R 5% i i

TEAK, RER BHR, BWR 0K BEIE
RHIIH=5. RFREFBICKDBHBOES,

-

0 mg/kg
ALTEBE

NQU‘I\“
w8
[
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Betamethasone / Salicylic Acid Ointment

ReET—2I—F
Formulation
RES wETA:
11.0 2024/04/06

EEES:
1841131-00019

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#E{ERB: 2017/08/21

NS4 VH:
i

LOAEL
BE5R%

R AR

Salicylic Acid:
2

NOAEL

B 52

i 25 B

2

LOAEL
BE5RR
R & B
1R RS

Betamethasone:

2

LOAEL
GRS
R 55 e ]
OIS

2

LOAEL
bR )
IR 55 B
1R AR ER
2

LOAEL
bR )
R & B
TZ RO AR

2

LOAEL

B E5E%
R FE AR
TZ RO AR

Ty bk, AR
161 mg/kg
RAIAATZIHE
90 Days

vk

50 mg/kg
RAAATEEE
2 &£

vk
500 mg/kg
#0o

3d

FFF Mk

4
0.05 %

RS

10-30d

BFER RER HA

v bk

05 %
R FE HE
8 B
R

2z
0.

E4PPS
0.1%

R &
8 &
fR

X

0.05 mg/kg

#0o

28 d

mi%, KfR BT
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ié 7-‘_ a :/_ F Apllhlic
Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
11.0 2024/04/06 1841131-00019 HEERE: 2017/08/21

RAZAEEN

FIATREAERICEDCRY HFETELL,

B4

NS4 VH:

":@%Eit@ﬁﬁ%mxﬁwmﬁéa%ﬁoﬁ@ﬂﬁé:aﬁﬂenruéoit@~xc;
ZREIEHEDRBEEELDILDTHIERGIRFNIELE S,

Az T 2 REEE
B

Salicylic Acid:
R &

|RIZA-=15&

RARATZHE

Betamethasone:
Rk A

R B

fEIR: B BRI
FEIR: SREE DRIB
fEK: BREOFRE, HEE HFL, BERETFHE

ZFalEss: Bl
fEIK: AR, RRE R

12.

IZxtd 5&EMH

TUOVIFOKEEEHDY ¢

LL50 (Pimephales promelas (Z 7w kAw K2/ )):> 100
mg/ |

RREERFRE: 96 h

WERYE: KEE S

7#i%: OECD HE&H A K54 > 203

BE BT IMEITEONT—FITE DL

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

WHERME : KIEE S

EE BT omELIEONE-T—2IZE DL
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Betamethasone / Salicylic Acid Ointment

ReET—2I—F
Formulation
RES wETA:

2024/04/06

REES.
1841131-00019

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#E{ERB: 2017/08/21

BREKEEMICHT HENE

SOVIAKEOKEESHEY

X9 BEME (BEEN)

NST74VH:
y: b=

SOVIAFEQKEERHEY ¢

(s e aY=—3 3

B KEEYICHT HEN

Salicylic Acid:
y:-3c

SOVIAFEQKEERHTY ¢

(s e aeY=—3 3

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

RREREERE: 72 h

WERME: KHEE D

#i%: OECD HEEHA K54 > 201

fmE: AT mELITRONE=T—2IZE DL

BRANESZEEE (Daphnia magna (X4 32>2)): 10 mg/l
RREERER: 21 d

WHERME : KIEE S

BE EUT 2MELIEONET—2IZE DL

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

wWERME: KEE S

&% BT omEIL/FON-T—FICEDL

ELSO (FAILTFT - oY (WS XXBAAT7 L5 ):> 100
mg/ |

BREERFME: 48 h

wERME: KiEE S

% BT smEI /o T—2ICEDL

EL50 (Skeletonema costatum (R4 L bx< - 3X42 b+
13)):> 100 mg/|
BRERFME: 72 h

HERME: KIEE 5

% EUlTomE,r /o T—2ICEDL
NOELR (Skeletonema costatum GEEEEE) ):> 1 mg/l
BRERFE: 72 h

WERME: KiEE S

#E: BLUT MEL TN -T—2IZHEDIL

LC50 (Pimephales promelas (Z 7w kAw K2/ )): 1,380
mg/ |

RREEEERE: 96 h

& BT smELIEONET—FIZE DL

EC50 (Daphnia magna (F#4 =< >0)): 870 mg/|
RREERFRE: 48 h
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Betamethasone / Salicylic Acid Ointment

ReET—2I—F
Formulation
RES wETA:
11.0 2024/04/06

REES.
1841131-00019

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#E{ERB: 2017/08/21

129 &M (BHESEHE)
Betamethasone:

X9 BEF M

BB (BMHESM)

X9 BEME (BEEN)

|M—7 78— (KEREEE
tt RE (8% )

BREE - SR
5
RbATE L
”Eﬁﬁﬁ

BREKEEMICHT HENE

SOVIFEQKEERHEY ¢

SOVIFEQKEEEHEY ¢

SEEE O KEEWICKT BEN -

SOVIAFEQKEERHSY ¢

EC50 (Desmodesmus subspicatus (#k)): > 100 mg/|
BREERFRD: 72 h
A% OECD SRER A A K54 > 201

RAEZEREE (Daphnia magna (A2 >3)): 10 mg/l
BREERFMAE: 21 d

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

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

7% OECD RERA A K54 > 201

75 BREERFECS TLIEHEL

RAESZERE (Pseudokirchneriel la subcapitata (#%3)):
34 mg/l

BREERFRE: 72 h

7% OECD EE&H A K54 > 201

&% BRERREICSITL2EHEL

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

RREERFR: 32 d

A% OECD RERH A K54 > 210

BARESERME Oryzias latipes (F1A 4 4)):0.07 ug/l
RREERER: 219 d
Hi%: OECD HEEHA K54 > 229

RAELZERE (Daphnia magna (A2 >0)): 8 mg/l
BREERFR: 21 d
ik OECD FRE&A A K54 > 211

1,000

R OB TEAL,
R 31 %
RREERER: 28 d
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Betamethasone / Salicylic Acid Ointment

ReET—2I—F
Formulation
RES wETA:
11.0 2024/04/06

EEES:
1841131-00019

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#E{ERB: 2017/08/21

NST74VH:

(log &)

Salicylic Acid:

(log &)

Betamethasone:

(log &)
TiIRPOFHEE Y
T—A7%L
FTIUB~DOHEH
JEZH
toEELE
T—R%L

n-#A2 %/ —IL/ KSBERE

|m¢79/—»/mﬁm%ﬁ:

|m¢79/—»/mﬁm%ﬁ:

7% OECD EBRA 4 K51 > 301F
®E: BT SPEM T ONT—RITESL

log Pow: > 4
% FH

log Pow: 2.25

log Pow: 2. 11

13.

BELOIE

BEFE
BRREY

BERBRHRRVEE

77 BB ARDRFIHKEWVLST S,

BEME TKABH L TEGZE 5L,

EDRHFE. VYA ILVFELFTREDOEHIC, BRIZZITT=
REVLEXREICRRT S,

BICHEENEWMES, REAGRELTEET 5.

14.

W LEDEE

[ o 23

ez _E % (UNRTDG)

EEZES (UN number)
E:&#i% 4 (Proper shipping
name)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES WETH: BEHES: ATEIZRETB: 2023/09/30
11.0 2024/04/06 1841131-00019 #WEERLB: 2017/08/21
(betamethasone)

EE 5 $8 (Class) ©9

B EHH (Packing group) oI

Z ~)L (Labels) D9

REREM .

fin 22 = (IATA-DGR)

UN/ID #%E (UN/ID number) : UN 3077

E&E#% 4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.

name)

(betamethasone)

EE 5 $8 (Class) 9

2R (Packing group) b

)L (Labels) :  Miscellaneous

WEiER (EYH) (Pack- : 956

ing instruction (cargo air-

craft))

WEET (REH) (Pack- : 956

ing instruction (passenger

aircraft))

REREMH .

7 L &% (IMDG-Code)

EEZES (UN number) : UN 3077

EE#ix 4 (Proper shipping  :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

name) (betamethasone)

EE 5 %8 (Class) © 9

B4R (Packing group) b

S ~RJL (Labels) 9

EmS 33— K (EmS Code) . F-A S-F

BEEEME (&Y - FEE) ¢ ZH

(Marine pollutant)

MARPOL 73/78 MiE%& I1 BV IBC 3 — FIC L (L oHAME SN 5B EME (B - EZKH)
s S KBORRICITIEZS,

Bl PR il
EoREDERGIX. BB 15228 I 5.
R DORERE

CCICRBEA TV DWES . BROBMETORLOHT, KRRET -2 — FOFRTHRHS
NEESICHABESN-HHOBEOAITEDIVTVET, BMEIEIE. KEFE, Nvr—oH%
A4 XEMBEOMBDORAUDEEICLY ., EESIDAREMLHYETS,

RERLCHEREHES CIM
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment = ORGANON

Formulation

&S WETH: EEES: BIEIZET A: 2023/09/30
11.0 2024/04/06 1841131-00019 MEERH: 2017/08/21

15, BRZES

B AR

HRhE

ek, EEMBRYICEZA LA,

E&&

BELEVE. ERECFVE. BEFMIEEVEICKILEL,
FBERE/LEE

HREFENBRLESIIAED

L

BEDHAZZITHENEHED

L

EREEHLESARYME

JEER

ERFREDEH oh-LEWE (RELEVEHE)
JEER

ZEEREORBH oh-LEWE (HFHREHEFEHER)
JEER

BAREZBENTREBRVRVEEY
EE ST ED 2 (BITHRARE 9

x4 BHE (%) Bz

RFO548 L >=80 - <90 2026 £ 4 A 1 HLIE

9 >=10 - <20

1) FILEE >0 -<10 2025 4 A1 AL

BREFERTIRECRVRVEAEY
BHE O (HITRE185%)

x4 %

R7TAO54% L 2026 £ 4 A 1 BLARR

/8

o) FILEE 2025 £ 4 A 1 BLB%

NAREME (HEBREHERRE ST ED2)
|EEE

FECFYEREFHRA
JEER
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REF—5y— b

Betamethasone / Salicylic Acid Ointment
Formulation

Apuhlic

-5 ORGANON

&S WETA: EEES: BIEIZET A: 2023/09/30
11.0 2024/04/06 1841131-00019 MEERH: 2017/08/21

e EFRRAI

RS

M7 ILEILSRhETIHRA

EHE

AWEXIFEFRA

EHE

FEREWMEERTS - WRE— (EED)
EHE

B E U R EFE

R

EEhEHHITEEEREE

R

BEHRABRRE

S

DX 30 E S

IR

R L%

EHRAIE 2, 3 ZEERMERAIKRE 1 EEEYE
fnzek

FEITHRAISE 194 KERMETAIRE 11 TOMOEEY
BEFRERVBEREORILICET 5%

(X5 FEAHE ; ERAEMEICIEZES LGN
(ERREEeS D EEEEYE

BRI R U ) ¥t ZEEN i

FREREAERY (@ - @A)

JEEL Y

WEMERBAERY @EE - @A)

JEEL Y

BEEVONEBER VERICET 5%1E

EEREY
COHBOBSICODVWTEEAS URY M) —~ADEHIFR :
AICS N

DSL N
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
11.0 2024/04/06 1841131-00019 HEERE: 2017/08/21
IECSC LT
16. ZOHOER

ADS [CHENWTHBLREREZDBHNMRYNEDRENMERTDERIL. EXMETHIEEE
BHFEYT

5| >k . BHE#MT—4. EMESDS I2H’ILF—%4. O0ECD eChem
R—2ILE I VERMIEEYMER http://echa. europa. eu/ D&
RIER

LRIN—Da v o EBSN-EHBRFAXETHE 2 AR THRARTINATHET,

BftZ7+—<v b+ . #/A/H

ZTDHDIREED £

ACGIH © XE, ACGIHERRAME (TLV)

BAEX(GAEYS (FRE | BAEXEF4ERS HREEZOHE -1 tE2VEOHBTEE
)

ACGIH / TWA o 8 EifE. BEREMETY

BAEEFGERSE (FRE | HBREE

FE) /OEL-M

AlIC - A—R FSUTOIELEERA ARV LY WNT - TS OIILEREEME], ASTM - X
EMEAEGS, bw - (AE, OMR - RHUH. TERME. £EEHELHDI LN DHWE. DIN -
KA VR aEeE, DSL - ERMEY AL (BhF4); ECx - FED XWORIGERIFT EEX
HNDEE: ELx - FED XOREERIZTEEZONDZAREE, EnS - BEABORT D
—JL; ENCS - {t B ZDEETFILEME Y R +; ErCx - FED XWOREBZEZRIZT EEZEZONDE
R#, ERG - BEXWOFEIE; GHS - tHRAMI X 7L GLP - HKEREMEFRE, [ARC - EHE
NATHEES: TATA - EEMEEEHES; IBC - BRILZEZDESEEZD-ODMMDOIEE
RUREICET 2EFE LA, 1650 - 50%fEEFRE, ICA0 - EEEMMZEREE, IECSC - FEIR
FBibEYELEE; NG - EEELAEKRYRIE, IN0 - EREEMAEE, ISHL - $EBTeE4E %
(BX); 1S0 - EFEZ{eHE, KECI - BEEFILEMESL K, LG50 - 50%HIERE LD50 -
50%EEE (EHEEE) ; MARPOL - MAAICK BB L DIFIED=HDEMESEF: n.o.s. - i
MBDBTRENTWDEDZERRC: Nech - FUEE] NOAEC - BMEEMHFEEE. NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - A X aKRA NTP - kEE
KEHETOT 5L NloC - —a—S—5 > F{EEmE Sk, OECD - #2:%1% HEas#4E, OPPTS
- tEMEBELEM - AFMILE, PBT - #ofEMM - £AEREE - A5 (WWE)  PICCS - 7
A DEVIEEMEAS RN M) —; (QSAR - (EEM) #:E&EEM4E: REACH - {LEHEDE
$%. FHME. 32 W KUEE (REACH) (ZBE9 53#RA| (EC) No 1907/2006; SADT - B2 hNESfi#
BE; SIS - ®£T—423L— b TECl - A IZBFEQIEEMED A N2 M1, TCSI - BE&1k
EMEA R M) —; TDG - EIEYEE; TSCA - BEWMERFIE CRE); UN - E3&E; UNRTDG
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment " ORGANON
Formulation

&S }ETH: BEES: BIEIZRET A: 2023/09/30

11.0 2024/04/06 1841131-00019 HEERE: 2017/08/21

- ERESRRYMEEEE. B - FEBICHIBMRVERICEEREN WHMIS - EXSRIKRA
EMMERRAT L

CONRET—RI—FUUAT TSDS) &0V3) TRIET HFEMUT TRFEHI &0V D5) K. xEH
BERICENT., BHOKEOMNH. FHR. RPESDLETERTHLEHIHLEZLDTY,
AIEHIE. HEOREGIEKL., FHA. LE, RE, #E. EERVCRRICETLIHI TR E
LTOHERSNTE Y. WA BLIRARIIHRERIEZELTHLDOTEDHY TEA. RIFHRIL.
SDS DEEZICRSN TV AIRESNEHAICEHTSIIOTHY ., FZAHGAMORG EBAE
HET, XETORPTHERASNDEE. AXFRITERMNGVRY . BRICEAESEOETREMS
BAHYFES, AEGOEREFEMICEV TR, AERRVHERZEZERY 55HRIC. ERES
MORBRERBICETHAHEMOBEY LG HEZEH T, FRESMUDOERT 5HETOREDKR
[LHEITHAHBOEKEL, FA. LB, RUOREIZOWT, EEEWVLEY,

JP /7 JA
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