ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
RES wETH: BEES: BIEIZRET A: 2023/09/30
9.0 2024,/04/06 1832951-00019 #EERKA: 2017/07/13
1. {EERRUESHER
LR DET . Betamethasone / Salicylic Acid Lotion 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. EREEHOERN
{2 R0 GHS 247
SRR D RH2
RIEBEEMY. R D Ea2
RIZHTHEELGEGHE B : KH2
i
HIEEMN © E& 1B

BERMESZEE EREC @ B93

=)

BERMESIETE (REEC © B9 1 (RTERF RER HR, B, L% 87

=)
KERBEHRENE RH (18 D EaT
%)
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

GHS S RIVER

BREXIETLURIL ; : ‘% : %"
© fElg

IR

ERAEMRHER 1 H225 BIX DB/ NERERUVESR.
H315 B2 FEHIsH.
H319 5& L\BRRIEK

H336 RRXIEHELDE EN,

H360D R lR~DEZEDE 1.

H372 REAICH =5, RIIRERZICLIEH BRTER %
B BN, MR 0&E BT OEE,

HA10 REAMRTRIFCEC K o TKEEWIZER ISR EM,

REXHE:

P201 ERARTICEIKERBAZEZAF T H 2 &,

P202 £ THREFIEZHAHEE T HETIMYHZEbHLLENN &,
P210 2., EEDHLD. KTE. BARUVMDFLEN SRS
5 &, BIE,

P23 ARBEZFRALTHC I &,

P241 BHIRE D [EXHESE MMK[EE RIAKIER HE] &
A352¢&,

P242 kTE#HESELHEWIEZFEHT S &,

P243 BESMEICH T S ELETH_ &,

P260 = R kR EFWALGWNZ &,

P264 Rk LMEITEEEZ L <CHKS 2 &,

P20 COHERFFERTHEEFIZ, REXITEEEX LGN
Eo
P2T1 BN RIIMS DB WS CTEFERAT S &,

P23 IREBE~ADMHEERITH &,

P280 REFR REKR RERE RE@mZTEHIT S &,

[CREE:

P303 + P361 + P353 KJ§ (XRIIE) ITfABEL-EE EbLIC
FBRINE-KEEZLETHCZE, REEK [RiEPvyT7—] T
ESI L,

P304 + P340 + P312 IRA LT=156 : ZROFHELIGATICH
L, MIELPTNEBTKREIESZE, SANENEEE
EBRIERT D&,

P305 + P351 + P338 BRICA-1=154 : KTHOREER %
S5C¢, RZaVEV FLUAFEFERALTWTESZITHE SIS
BlENTE, TORIEEEHRTE L,
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

P308 + P13 (I BXRILELK BEDBRENHSHIHE : ERTDZE
SEFEHTERITDH L,

P332 + P313 RERIBMNEL 56 : EMDBE/FHTER
F5Z &,

P337 + P13 RDRIFA L 5E : EMDZE/FLEATERIT
52 &,

P362 + P364 BFRIN-KEZHE. BERAT HBEICTREE
E9HT &S

P391 R ZERINT 5 &,

RE:

P403 + P235 MK D EBIMEFTTRET S &, IRLLVE T AIC
BLZE,

PA0S fEfE L CTRE T D &

BE3E:

P501 NBY., BRERZBIN-NEHERICEET S L,

GHS FEIZEZE L E WML DERB ST
EEGHIERVEBESNDGFE | ZIFEREBREREVMERRT I ENDH D,
BEEEOME

3. MERUHSER

EZEHE - EEMOR D EEY

5%}

[4=oE4 CAS &S A= (% w/w BRARER

B85

AV 7RELTILa—IL 67-63-0 >=30-<40 2-207

Salicylic Acid 69-72-17 >0-<10 3-1640

KERIEF R UL 1310-73-2 >=0.5-<1 1-410

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

EDTA =5 b1 o LZKF04) 6381-92-6 <0.1 2-1265, 2-1265
4. HRIEE

—MREIT7 BN R D BBOBEL. [SNTChEBNEZFELICEENDSES

ZlT5,
ERMARSICIBE, FEERMAHIIEEE. EROETRE
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fé;—‘_g :/_ F Apuhlin
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEES: BiEIZRETA: 2023/09/30
9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13
2t+5,
|RALSEE WUAATZISE. LR ESDOEFRA~BZET 5,

REIZFELI=GE

RBICA-=5&

RAAATIIHE

AMEREVERMEERDOR

HEELTRIRER

BREEEY 2EDRE

EER IS I SHEFRGEEEE

ERNEZZ(T 5,

B L-5E. EBICZEDKTLHELCES 15 DERER
HORLENS, BELERKRE#AZR S,
ERELEEZI(T5,

BERAORICKREEXS.

HEFBFERT HENELRITES,

BML-5E. EBICZENKTLHAELCEL 15 BB %%
LR
BHEIZTEHEEICIE. a8 FLUXERY ST,
ERELEEZ(T5,

MAAATZIHE . BEBCHEAEAL,

EBRLNEZXZ(T 5,

AKTOELLTIT,

RIERI#

38 LVER R,

REXITIHFLNDEEFN,

READEZEDE TN,

RHIchz5. RIIREIFLKBIZKDEFRDOEE,
MOGMAERIELOREITEEFILL., #HEINTLSRER
EREFERTHE, BEOWHRMENHZHEIE. BB 8D
WYL EANREEEZSEBOZ L (IEE 8 #38MH) ,
IHBRERLIUREREEZITH &,

5 KKEFDHEE

Y 75 KA

80 TIEAR 572 LVH K]
BHHEORIKRAEEM

HEREEIEY
BHDHEKAE

HRETSEBEDRE

JKIESE

it 7 )L a—)LiasE A F

bR+ (C02)

3 2R 5H K H

REEK DK

BIRKIZCK BB AL, KEABLLL YRV ALY T
BHDT, IoTIFESEHLY,
NEYDIERICHh-YBAREZ SN,
RRIIEREEALTEBRRMEICHRDIZELH D,
RIREBRYM~DBREBIBEICEEZRIZTIEELNH D,

RFRERIEY

RISORR & BDIREICIE C THUGERKFERZRS,
RAHDBRHZERENT =DIZKEEEZET 5,
TETHNIERBEI VT TFERKEEN ST,
RN oRBESEDZ &,

KKBFIZIE, BIRXFRHZEERT 5,

427



ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

REEZFERAT .

6. RHRDIEE

AEKIZHT HEEEEH, RE @ MEORKFEELDILDERYKRL,

BERXRVRIHREE AEZE®IYT 5,
REEZHERAT D
REGWMYZLDT AR (RBTZE2SR) ©. BARE
BO#RERICEN (IRE 8 Z23H) .

BRiBICHT 5FEFIE D REBAOBEERITESI L,
REFZHRALTHL, INPIEFEIhZELEDS,
LEHICLEEDIDEHC FHLRAOFELIEA AN THE
I2&3),
FBRINFHRSEKEREL. UHT 5,
TRHEMNE L EURTERVMGE(E, HhABRKICERT 5,

HLAHORVHEDFERY @ BHEAIEZEALZTNEGZSGN,

2 TEEGRIM TRINSE B,
HR/BR A ZAREKRTL—Szy bTHIAS (BRET
é) o

ZEICCENEE. WRREEZECFOEYGH CADHFER
ZHELT, BALBWVELIICTEHE, HREICEALEE
MERITTRWEFE I ENTERIHEICIE, EURLY
Bz BULRENIRET D,
REVMEZEYGRNAITRET S &,

AERERE. BETSRICIEK. SMABBARE S VEOR
BICiE>TRET S &, TORBICEASAIEYEICION
THLRA%ETHS. EORUNBREINLINEHET DLEDN
Hd.

ASDSDIER 13EXIV152ENT, ABBREIVED
EHEDOEEDY .

1. BEVWERUVRELOIEE

:E7 A

BT *T 2R DK EMLERVCREHEDHEDRBARESRE,

B, £AHBK D TR BBMIATERVMESE. BAEREEZEAL T L
AN
o [Exas. MIEE. RAKSK T EOHE] &2&
R3d2¢&,

ZENIEEIR DEBERRIRISATELD,

SRAMERERALBNI &,
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON

Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
9.0 2024/04/06 1832951-00019 #EYERH: 2017/07/13

BRARAFELLY,
REDEfERITS,
BikWRIEIREZLCHES 2 &,
BISBREREOHERICE DS, EEMHOFHERLUREHED
ETREICEVERYES Z &
BRI EZFEALLZTAIELRSEL,
BREFFALTHECIE,
B SROLD. KfE. BARUVHMOBEXRKENSES TS
E. BIE,
HESHBICH LTFHLEFEREZED &,
COEREFATHIEEIC, MBEITBREE LA &,
FNOEREMEHILEL, BE~AOBHEER/NMRIZCTEEL5FE
295,

¥ fish [1] 382 D ERERE

BEXE O BEOERDICIEEME~ADIELEDOAEEENH DIBEEIE.
EEBFROELICTAIT VIV VT VRTLELIUVRE VY
J—%ZHREBELTLESL,
FARABIIHERVEEZZILT 5,
FBRINF-KRITIBERAT HRIISEET S &,
T7o)TAOMBMEARL—LavIZKk, To9=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
ZREFIE. EXGLEER. ERERLEERTOERDOL
Exa—%&ECRELHYET.

RELTRESEH D BEYERSRILODVERBIZANRTEL,
MELTRET DL,
BELONYEAD D,
FELL, BMEOBRWMMEFRTRET 5,
ZEOHEIHR->TRET S,
BOEMEMNSESTS,

iy Ll k=] D OROBREEEVLSL LIZTRELAL
B b 14 A
ER bR AR

RERRROVEMH DESHUVME MRGL,

8. [F<EMLEUREEE

EERRBICETIRABRERR/HFRRE

D%y CAS &S B2 (R | EERE/EER | HA
) E/HRRE
A4V F7RELTIILa—)L 67-63-0 ACL 200 ppm Lk (B8
i=EE)
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®eF—H— b -
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13
OEL-C 400 ppm BAREEXRE
980 mg/m’ L (FBRE
%)
THA 200 ppm ACGIH
STEL 200 ppm ACGIH
Salicylic Acid 69-72-7 THA 100 pg/m3 (OEB | &G
2)

s #EE#R: DSEN

=Y IR | 100 pg/100 cm2 RER

KEEIEF R DL

1310-73-2 OEL-C 2 mg/m’ BAEXREE
P2 (HER

)
C 2 mg/m° ACGIH
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) &R
AR KRS
| HE=EY SR | 10 pg/100 cm* | AIED
EYFENBERERE
RSy CASEE |x&!E YR | BRI | HREE H B
Eg s B 1A
4y 7aELF7ILa— |67-63-0 |F7EbrY FR BDHS |40 mg/| ACGIH BEI
L DIEER
T B
B3 FSE R, REEBSIURBEZRET LD, 210207
TEBIRBHRETICKYERSIN, WP BEICHVERESA
DVENHYFET,
[REI. FABKETIERYFEHLENTLIZE0,
H/O0—XT7OER VR T LA NERHEZFERALET,
ERETRYIKRSESIE., T7AVILET SHREEZD L
TWaf=H, BRI CENAMAE—TF 14X ¥ ERY k.
BRI— FBLUZFDEIDOIEIT /NS R ZEWYIZFERALE
T, COREEENLZIMEE. AV LA B LLERUF R
v T ETEMYFWNET .,
EE O [EXSHS. BRSEE. BRAKSBLTEOHEE] 2E
=2 i S
RiEa
FIRREREE BULBMESEELFIATETRWNMES., FIXIECETM
THREAA FSA4A o0ERNDIX BN TREIN-EEIX, FF
RREREZFERALELL S,
TA4NE—34T MAHFRALEEHRIADESSIM T
FORER

7127




fé;—‘_a :/_ F A’uhlic
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
RES METH: BEES AEET A 2023/09/30
9.0 2024/04/06 1832951-00019 AEMERE: 2017/07/13
mE MEREFR
= FRECETERITHAELEEZRFLEFLLS, HEAFAH
HT, FOREEDERICEZZRITTAIEELHY FT,
IRDRER Y4 Fo—IL RFERERBFEL LLIEZT—IILEEFRT 5,
EERED LCIIEERICROZLVKE, S X+, T 70Y
W ENREST HEHEEE. BRIV ILEERT 5.
MLA. SRk, LI 7RYVILICENEESLIND
AHEEAHBHEE. 7 —RAL—ILRELLLIZZFDEID
INITz—REOTATIavEBFERLELL S,
EERUVEADRER A=ZT7A—LH LLEEREAI—FEERALEL LS,

MERAHABELEWVKESIZ, EESNADIFZIRVICEDIE, (K
FEOH— A brZEEBMLTERALELLS B, RY—T
Lyy, T7A>, RFR, FIMETR—YRLE)
BRINT-AREMDHIKIRER CIHEEILEY L AETIT-
TLEEEL,

9. MEMETLEHEE
PIRR AR
&
Ry
RhoLEsWEDIE
AR BE R
BRAXITNE R RV HHEEEE
AIATE (B, =K
AIEATE GRIK)

A—3y

B’E, B0

BETRARVERLRFR /AIARS

BEEHEAD LR/ AIALR

B

BREELEOTR /IR TR

B

EIP

F—a1L

TR L

21.4 -22.2° C

8127



fé;—‘_a :/_ F A’uhlic
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
9.0 2024/04/06 1832951-00019 WE R E: 2017/07/13
B F—aHL
oH 46-53
RRERE T—A27L
BAFRNERE T—A27L
FhE
BFE (B)FhEER) T—A27L
B
Kt F—aHL
A8 —IL KAERES - F—AkL
(log fiE)
AT T—AR1IEL
FBERV/XITHERNZE
teE T—RL
B T—27%L
HARHRFE T—RL
BRI IR R
B L1 ABBEBILEME S L TEAEES AL,
DFE F—AL
RIFIFME
FFHA X F—AL
10. REHRURIGHE
RIS RIGHEREREE L TIEREI ALY,
[#==: 0kl BEDIRETIIRE,

fElRAE RIS AT RElE

BT HNEEY

FIREDBENEAERUVESR.

ARFEREBRMEBRAMERR TSI ELH D,

BUOBEHIERIST 5 &N H 5.

#; pY
B, %,

KiE,

9/27



ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
RES METH: BEES AEET A 2023/09/30
9.0 2024/04/06 1832951-00019 #EER A: 2017/07/13
BMERME D BRIEFH
BIRAET LD EERY D RBREELGSBERMITHON TV,
11. AEMHER
AREMED HLHREXREOER © WA
R &
£
RBICA-=15B&
2SS
FATREAERICE DR YDETERL,
e
SME% #E0) D RAMEMHEME:: > 2,000 mg/ke
Hik EICKBAE
2MEME (BA) D RMEMHHEEE > 5 mg/l
BRI 4 h
HEBRRE MLA/Z X+
Hik HHEICKBAE
SMSEE BR) D SMEMEEME > 2,000 mg/ke
Hik SHEIZK B HE
B4
4V 7OEL7ILa—):
aMsEt (&0O) : LD50 (5w k): > 5,000 mg/ke
SHESEE RA) © LG50 (T k):> 25 mg/|
RREERER: 6 h
HERIRIE: &R
SEE BR) © LD50 (24): > 5,000 mg/ke
Salicylic Acid:
SEsEE E0) D50 (%2 R): 480 mg/kg
LD50 (T v F): 891 mg/kg
LD50 (% +%): 1, 300 mg/ke
afEY (RA) : LC50 (T +): 0.9 mg/l
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Betamethasone / Salicylic Acid Lotion

ReET—2I—F
Formulation
RES wETA:

2024/04/06

Apuhlic

-5 ORGANON

EEES: BIEIZET A: 2023/09/30
1832951-00019

#EERL A 2017/07/13

AEE @R

KE{EF FYUDL:
atsEE (RkA)

Betamethasone:
s (o)

atsEE (RkA)

AkETE @0
2EETE (RA)

EREEE /R
BRI
%

A4y 7abE)iL7IILa—);

"E
e

Salicylic Acid:
=2

KEEET BV L
=S

Betamethasone:

|l

EDTA Z=F kY o LK

RREERERE: 1 h
LD50 (5 v k): 2,000 mg/kg

LD50 (%4 3): 10, 000 mg/kg

TEAA D M HRBFEICERIETH D,

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

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

LD50 (5w k): 2,800 mg/kg

LC50 (T v b, A X):> 1 mg/l
BREERFME: 6 h

HEBRRE MLA/S X F

ik OECD HEEAH A K54 > 412

e
RERIEGZL

RE R

SHUTHORETHERNME

e
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
RES  ETAE: BEES: HIEKET B 2023/09/30
9.0 2024/04/06 1832951-00019 AEERE: 2017/07/13
=2 . BEORERH

RIZHT S ERGRENE RRIBE
58 LVBR RIS

B5:
4y FaEiL7ZILa—):
|E S
R . BBAORE. 21 BUAIZEE
Salicylic Acid:
|E S
a5 C BREORRE
KE{EF RS A:
|ﬁ% . ERICx Y AFRAIHAEE
iE5 . REBEBMHICEDS,
Betamethasone:
| & oYX
fER . BRA~OFEAEL
EDTA =4 kY 5 LZ=KF0Y:
| & oYX
fER © EBAOFIEAL
PRI 28 B E 1 SIS B2 18 Rt
RERES
FIFAATRE R IEHRICE DK R Y DETELLY,
IR A BEE T
FIATARE R IEHRICE DK R Y DETELLY,
5
4y 7o )L7ZILa—)L:
RERA AT . Ea—5—&%
REDIEHK D RIS
& D EBILEY R
ik : OECD HERHA K54 > 406
fER DB
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BBEE BIEIZRET A: 2023/09/30
9.0 2024,/04/06 1832951-00019 MEERA: 2017/07/13
Salicylic Acid:
SRERA A T © BT VNEEREEER (LLNA)
2 DONYTIR
fER BN
KEE{EF FUDA:
HERA A T B FREEF/NNYFT X HRIPT)
EAOES 230 D B
fER BN
Betamethasone:
EAOER 233 D ORBRE
& D EILEY R
fER D OBULBEMEME
EDTA =4 kY 5 L Z=KF0Y:
HERA A T D RExIUTAtE— 3 VR
EAOES 232 D B
[ COEILEY R
& . OECD =HE&HA K51 > 406
fER DoEM
e T AMmEMALBOoNT—RIZE DL
ATEMRRE RR T
FIFETREAERMICE DR Y DFETEAHLY,
5
4y 7o )L7ZILa—)L:
in vitro TOEEEM D HREBRAA T MAEMERWSERRALTESER (AMES)
ER e
HERA A T in vitro HEEMHIREGTFERESR
R e
in vivo TOEGEM D B2 A T MIAEMMRMER/NMRELER (in vivo MEREEER
E%)
E:.<THX
RERK: BREERGEST
R 2
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ié;—‘_a :/_ F Apuhlic
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

Salicylic Acid:

in vitro TOEEEMN

in vivo COEEEEMN

Betamethasone:

in vitro TOEEEMN

in vivo TOEEEMN

AEMRERRNE - TR A

vk

EDTA =7 b U o L ZKF1¥:
in vitro TOEESEM

RS A T MENE AL D ERRAL R WES)
R Rt

HERE A T WAL B RS R E SR

B9 X

B 52K BREREST

MR 2

HERZ 4 T RBEMRR N REE RIS
B9 X

BREZR BREERNES

R fE

BB A T HENE AL D ERRATRRER (AMES)
BRI

HERSZ A T in vitro I BYHIEGFERAR
R R

HERY A T in vitro REKREEHR
BER E

HERA A 7 WELEBYRMmMBR/NZEREE (in vivo MRESE M4
ER)

B YoX

BE£K £0

R TEAEE

REAE C ETEMREERERRE L THET S LETER
LY,

HEBRY 1 T MAEMERA N S EIFRALEHER (AVES)
R e
B BT SPEM ST ONT—RITESL

B4 7 in vitro BALBMEIEGET ERAR
Rt

SRERZ A 7 in vitro ZEBEKEERER
R fE
BE BT 2ELIEONET—2IZE DL
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion " ORGANON
Formulation
&S }ETH: BEEE BiEIZRETA: 2023/09/30
9.0 2024,/04,/06 1832951-00019 #EER B 2017/07/13
in vivo TOEEHMN o HEA 4 T I EMARMBER/MEELER (in vivo MIREEMER
E%)
FE.T9X
RERE. SR AATEEE
7% OECD RERAHA K51 > 474
ER B
RHEAME
FATRESERICE DR YNETELL,
B5:
4V 7OE/L7ZILa—):
& -
BEZK O RAGER)
IRERRE © 104 @
ik : OECD EXBRA A K51 > 451
fER CoEH
Salicylic Acid:
[ DY R
BEZK D RIS
iR & B o1&
NOAEL . 2mg/cm2
fER DN
EDTA =+ k1) 9 A =kFn9:
[ DSy k
BE5ZR D ERBRAATEEE
IR ERRE © 103 5@
fER Do e
= D ALl AMEMSBLON-T—R2ICEDL
HESY
BIRANDEZEDE TN,
5
4V 7OE/LT7ILa—):
HRIC X 9 B8 D HREBRA 4 T ZHREESEHER
B Svk
BRERZR R AATEIEE
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ié;—‘_a :/_ F Apuhlic
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

Salicylic Acid:
BEODEBE~DEE

HAREBEME-TERAAUH

Betamethasone:
BIROEE~DEE

EHEEE-T7ER A+

EDTA =7 kYU o LZKFn%:
BEYRICH I HRE

HR B

HEB44 7 2B L UVBRRERER
B oy bk

BRERE: A AALTEEE

R et

HERAA T BN L UBRRER

g ovhk

BERK KT

FAFE M LOAEL: 380 mg/kg AE

R BREIN-BHERENE K- BRESMN.

HEB44 7 2RI L UVBRRERER
B oy bk

BE#K 0

FEE: NOAEL: 80 mg/kg AE
R BRORERB~DEEITELY,

FE ¥

BRERZE: HNA

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

B: v bk

BERE KT

FeAFE M LOAEL: 0. 42 mg/kg AE
R FRABOHLNT,

B YvOR

BE5RE HAN

FA =M LOAEL: 1 mg/kg AE
HBR FENBHLNT-,

HYRRICLDERBE~DBZENHEIZH D,

RER2 A T MR A TE SRR
Sk
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion " ORGANON
Formulation
RES METH: BBES: BiEIZRETA: 2023/09/30
9.0 2024,/04/06 1832951-00019 MEERA: 2017/07/13
BERE: RAHAATBE
R 2
hE BT 2PE,ISBLN-T—2I2ESL
BERORBE~DFZE D BB T ZRENBLURRERE
B oy bk
BRERZR. R AATEIEES
R 2
HEENEREE (HEE<E)
ESAXEHENDEZN,
B
A4vFRELT7ZILa—)L:
|l7ex 2>k L REXEFHEVDEEA,

FERMRBSTE (REFI R
RHICH=5. RERERFICLHESF RTEAR RER BA KR 0LE BT OESF.

%

Betamethasone:
IZR R D ORRTER, RER BA WIR OE BT
TEAAV R D REICH-5. XIIREFCEIZEIBHRDOESE,
EDTA =4 kY o LZKF09Y:
RED TR D RAF LA/ SR NIE)
IZR R KRB
TEAAD K D REICh=3. RIIREFLCEBIZLIBHROEZEDS ZN,
RiEREEN
5
4V 7OE/LT7ILa—):
[ DSy k
NOAEL : 12.5 mg/|
BE5ZR ORAGRR)
IR ERRE : 104 A
Salicylic Acid:
|l L Sy bk

17127



ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEEE BIEIZRET A: 2023/09/30
9.0 2024/04/06 1832951-00019 #EYERKBR: 2017/07/13

NOAEL ;50 mg/kg

REZRE D ERARAATES

3| 2

& Sy kb

L OAEL : 500 mg/kg

BREEB C 80

iR : 3d

TZRONE RS DR

Betamethasone:

2 oYX

LOAEL o 0.05%

RERER D RS

PR EE B : 10 -30d

12 B 25 D BTER, RER BR

& oy kb

LOAEL o 0.05%

BREEK D RIS

A 5 B 8 3@

ERNILE )i

[ DY R

LOAEL D 0.19%

BEEK D RIS

A 5 B 8 3@

12 B i 25 )

[ N

LOAEL . 0.05 mg/kg

B 5% - u

i 3AliEd | 28 d

12 1 i 25 DMk, MER BIR

EDTA =4 kY o L=KF09Y:

& R S

NOAEL : 500 mg/kg

RERZE D RFRAATEEE

IR EER 138

2 DSy kb

LOAEL :0.03 mg/|

BRE % D RA@LCA/TRN/E
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REF—5y— b

Betamethasone / Salicylic Acid Lotion

Formulation
RES wETA:
9.0 2024/04/06

-5 ORGANON
BEES: HIEHETB: 2023/09/30
1832951-00019 YIE{ER BR: 2017/07/13

R 5% B ]
73k

RAAVEEH

4 A
OECD FHB&A A K541 > 412

FIFARREGRRICE DR Y HFETELL,

ARz Y D RBEER
%

Salicylic Acid:
R TE i

|RIZA-=15&

RARATZBE

Betamethasone:
A

R H

FEIR: B2 RS R E
FEIR: SREE DRIB
fEK: BREOFREE, HEE HFL, BRETHE

ZEailEgss: 21
fEIK: R, RE RIEME

12.

4y FabE)IL7ZILa—):
y:E--1kd

IZxtd 5&EMH
MEMIZNT DEMS

Salicylic Acid:
y: b=

TUOVIFOKEEEHDY

LC50 (Pimephales promelas (77w kAw KX/ 7)) 9,640
mg/ |
BREERFMRE: 96 h

EC50 (Daphnia magna (F# =< >3)):> 10,000 mg/|
MREERERI: 24 h

EC50 (Pseudomonas putida (22— KEF X - TF4)):>
1,050 mg/l
BREERFR: 16 h

LC50 (Pimephales promelas (77w kAw FX/™)): 1,380
mg/ |
RREERER: 96 h
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Betamethasone / Salicylic Acid Lotion

ReET—2I—F
Formulation
RES wETA:

2024/04/06

REES.
1832951-00019

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EERL A 2017/07/13

X9 BF M

X9 BEME (BEEN)

Betamethasone:

X9 HEME

BEL (Ig1ESE)

[Txd HEM (BHEEN)

W77 55— (kEBEHE
RS (B )

EDTA =7 + Y o L ZKF04:
e

SOVaAEOKEESHEY

S KEEWICKT BEM -

SOVIAEDOKEESHEY

SUVIAFEQKEETHEY ¢

L KEEYICHT HEN

TUOVIFOKEEEHDY

HE BT MEMTONT—RIZEDL

EC50 (Daphnia magna (F# X< >3)): 870 mg/|
IREERFR: 48 h

EC50 (Desmodesmus subspicatus (#%)): > 100 mg/|
BRERFE: 72 h
7% OECD RERA A K54 > 201

BRANESZEREE (Daphnia magna (7432 >2)): 10 mg/l
RREERERE: 21 d

EC50 (Americamysis (7 A ')A R)):> 50 mg/l
RREERER: 96 h

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

7% OECD RB&RA A K54 > 201

#E BHEERFECSTLIEHEL

RAEZERE (Pseudokirchneriel la subcapitata (%%:%)):
34 mg/|

BREREFME: 72 h

7% OECD RERAA K54 > 201

&% BARERREICSITHEMEL

RAREFZERE (Pimephales promelas (77 vy kAw K3/
2)): 0. 052 mg/|

BRFERFMA: 32 d

A% OECD SRER S A K54 > 210

BRESEEE Oryzias latipes (F1A45)):0.07 pg/l
BREERFM: 219 d

#i&:OECD ER A K54 > 229
RAEFZERE Daphnia magna (F42223)):8 mg/l
BRERFMAE: 21 d

Hi&:OECD BER A K54 > 211

1,000

LC50 (Lepomis macrochirus (ZJL—=F)L) ):> 100 mg/|
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Betamethasone / Salicylic Acid Lotion

ReET—2I—F
Formulation
RES wETA:

2024/04/06

REES.
1832951-00019

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EERL A 2017/07/13

X9 BEF M

X9 BF M (BIEEN)
WEBIZHS HFMH

REH - o

0%

4y 7ab)iL7ZILa—);
RN

|BOD/COD

EDTA =3 kYU 9 L=KF0¥:
R

SOVAFEQKEERHEY ¢

B KEEYICHT HEM

SUOVIAFEQKEERHEY ¢

RREERERA: 96 h
BE BT 2MELIEONE-T—2IZE DL

EC50 (Daphnia magna (F#4 =< > 0)): 140 mg/|
BREERFME: 48 h

7iEDIN (A IERME) 38412

ErC50 (Pseudokirchneriella subcapitata (#&)):> 100
mg/ |

BREERFR: 72 h

7% OECD FRERA A K54 > 201

#%E EUTsmE,IL/OoN-T—2ICEDL

EC10 (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|
BRERFE: 72 h

7% OECD RERA A K54 > 201

w5 BT IMEL /O T—FITEDL

RANEZEERE (Daphnia magna (A4 3 2>3)): 25 mg/|
MR 21 d

EC10 GE1EEE): > 500 mg/|
RREERER: 30 min
Hi%: OECD HERAHA K54 > 209

R RESFERE

BOD: 1,19 (BOD5 (5 HLARNIZHELZEMERENR) )
COD: 2, 23
BOD/COD: 53 %

BR ZoBETIEAL,

R 2%

RREERER: 28 d

7i%: OECD RE&H A K54 > 301D
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ié;—‘_a :/_ F Apuhlic
Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEES: BiEIZRETA: 2023/09/30
9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

EHEEY

B4

A4y 7aE)L7ILa—);

|m¢99/—w/mﬁm%#:

(log fE)
Salicylic Acid:

|m¢99/—w/mﬁm%#:

(log &)

Betamethasone:

|m¢99/—w/mﬁm%#:

(log &)

EDTA =7 kY o LZKFn%:
ERERN

n-A+49%/—IL/ KDERHRH

(log &)

TP OBEHE
T—A7%L
FTIUB~DOHEH
FEZS
toEEEE
T—R7%L

log Pow: 0. 05

log Pow: 2. 25

log Pow: 2. 11

7&: Lepomis macrochirus (JJ)L—F)L)
E¥iEmEREF (BCF) : < 500
HE: BT smannroBdonk-7—42C&ED<

log Pow: 4.3

13.

BELDIE

BEFE
ERREEY

BERBRHRRVEE

A BREOBRFIZEVNLST B,

BREME T RKAHEH L TIEG 4L,

ZORBIE. VA ILFELIEREDOLOIZ, BAE2(T1=
REMUNEBEEERIZRIET 5,
BREYDERDIEOBRBIERTARESENHY FT
CODESBBEBIZEHZELFEY, Yo=Y, IFAEMITL
=Y. OoffIFL=Y. FULTRZHITHY., #IF=Y.,
BOK, MELLLIZZFDEFEIDETBRMEDEIZS S SIHINT
KISV, BROEEEREFSISREITAIEELASHY £,
BICIEENEWNMEE, REARELTEET S,
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

14, WX LOEE

I B il

Rz L &% (UNRTDG)

EEES (UN number) © UN 1219

E&E#i% & (Proper shipping @ [SOPROPANOL SOLUTION
name)

E:E5 48 (Class) 3

B B/ZE#R (Packing group) B

Z X)L (Labels) :3

RIEAEH DOFEEH

fin22#i5% (IATA-DGR)

UN/ID &S (UN/ID number) : UN 1219

[E&E#%£ 4 (Proper shipping : Isopropanol solution
name)

EE 5 %8 (Class) : 3

BEE R (Packing group) o1l

Z ~)L (Labels) :  Flammable Liquids
WafEr (EYHE) (Pack- : 364

ing instruction (cargo air-

craft))

WaiEr (REH) (Pack- : 353

ing instruction (passenger

aircraft))

7 L &% (IMDG-Code)

EEZES (UN number) © UN 1219

E&E#i% & (Proper shipping :  [SOPROPANOL SOLUTION
name) (betamethasone)
EE 5 %8 (Class) : 3

BRI ZF M, (Packing group) 0

ZRJL (Labels) : 3

EmS a2— F (EmS Code) : F-E,S-D

BESEYE &Y - FEE) ¢ &ZB

(Marine pollutant)

MARPOL 73/78 HifE®E I1 B U IBC I — FIC& AL OHAMES NI B AME (B - EHKH)
B INKEBOERITIEIEZSE,

E PR

EnREDZEREE, HE 15 258T 5,
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation
&S }ETH: BEEE BiEIZRETA: 2023/09/30
9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13
BAlOREXEK

CCICRBEATLDWEN . BROBMETOLOT, KRET—2 2 — FOFRTHRHGS
NEESICHABEESN-MHEOFEDOAITEDIVTVET, WX . REFE. Nvr—oH%
A XEMFBOMADRADOERICEY ., EREINSAREELHY FT,

REBLRHERHES © 129

15. ERZES

BaE R
JHBAE
EUEE, 7ILa—ILEE, (400 1w kL), fERER 1]

E&&
B FNE

=z 5

A4V 7aE)LTFILa—)L 102

2, 2", 2", 2" " = (ZRY-1, 2=DUA)LDZ Y 268
A) MEFERD T~ LR

HEREM/MEE

WEENFLSIIFED

JEER

WEDHAIZRITEIREREY

JEER S

BEEENLLEHARYME

EH

ZRREORH oL EWE (BFLFEYE)
EH

ZRREORBH oL FEYE FHREHEFHME)
JEER

‘ ANEZENITRECRVRVEEY
EE ST ED 2 (FRITHAIRE9)

x4 EHE (%) B
JOoENLTFILa—IL >=30 - <40 -
1) FILEE >0-<10 2025 F 4 B 1 U

‘ BRFERTIRECRVRUVAEY

EE ST K (BITRE 185

=z | BE
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON

Formulation

&S WETA: EEES: BIEIZET A: 2023/09/30
9.0 2024/04/06 1832951-00019 #EYERH: 2017/07/13

JOELTFILa—

Y FIVER 2025 4 A1 B

RABKDE (FBRSEERAESTIED2)
EEE

HECEMEREFHHRA

JEELY

SathE P RARAI

JEELY

M7 LI ET R

JEELY

AREATRE TR

E_EARBARE

FRBREMEEBTS - WRE— (EKRY
SR TED )

ENRURIYEE

JEELL

tEYEHHICEEEREE

JEELY

BEHRARRE

JEELY

DE-$E1E S

JEELY

ez & ik

fERRAIE 2, 3 RAERMERAIKRSE 1 5IKMERALE
ek

FEATHRAISE 194 £AERMERAEKRE 11 51 KE&KE
BESREFRVBLEEFONILICEY &R

1% BHAHIL . HERRNEC H)
B . EEERNE
RREE R U S
REFHHERK (R - BAKTD)

IeE 2

HERERBHERY (At - AT

I
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

BEERVMOLEER VERICET &
HHIEEEXRRED

CHHEMOEDIZCOVWTEEA VRY M) —~DEEHIER :

AICS CORE

DSL N

IECSC > N
16. ZDtho1EEHR

ASDS IZENWTHBREFHEZDBMARMEDRENMERTDSEEIX. EXWETHLIERE
BHFEYT

5| ATk D BB T—42. EME DS IZE I F—4. O0ECD eChem
R—2ILE X UBINEEWMER http://echa. europa. eu/ D&
RIER

URIN—2a U o EBSNERBREAXETE 2 AR THRARTINATLET,

BiI74+—<v + . #/B/H

ZTDHDIREED £

ACGIH © XE, ACGIHERRAME (TLV)

ACGIH BEI : ACGIH - £¥FHREIEIE ( BEI )
REE (BEEEE) D EEIRBIMEE. BEEEMHIEIESH
BAEEZRAEFRS FRE | BAEXEHERS HBEREEZOHE -1 tEXYEOHBTEE
)

ACGIH / TWA o 8 HEfE. BEREMMET

ACGIH / STEL D EEERERR

ACGIH/C D RFHE

RENE (BEEE) /ACL . BIERE, RERE
BAEEXFGEFRSE (FBRE | BRAHBRE

FE) /0EL-C

ALIC - A—R FSUTDIELFERASA AV RY; NTT - TS DILEREEME, ASTM - K
EMHHRGS: bw - KE; R - EH UM, TERRE. LEEEULHDIESNHME: DIN -
FAURBIHEELE DSL - ERYMEY RN (BF4%); Ex - 2D XWORIEERIEFT EEZ
BNBHRE, Elx - FED XWOREERIFT EBEZAONDIER/EE, InS - BREKOR TP
—JL; ENCS - L BZEDEEFLEME) X b ErCx - FED XUORIGERIFTEEZEZLONDK
R&R RG - BRI OF5IE; GHS - HRHAMI AT L GLP - HEREkAE, [ARC - EHIR
NATRERHE . [ATA - EEMEEEHS IBC - BRIEEKOESEEEZD-HOMMOIEE
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ReF—2U—F A

Betamethasone / Salicylic Acid Lotion i ORGANON
Formulation

&S }ETH: BEES: BiEIZRETA: 2023/09/30

9.0 2024,/04/06 1832951-00019 AEERE: 2017/07/13

RUHRBICET 2EERAN; 1650 - 50%EFIRE: ICA0 - ERRMEMEME, [ECSC - PER
FLEYERE: INDG - ERELERYMRIE IN0 - EREEHE. ISHL - FSBRE/EE
(BA); 1S0 - EFFRZE/LHME. KECI - REBRFLFHMERK: LC50 - 50%EHItIRE: LD50 -
50%EEE (FHEILE)  MARPOL - MfAIC L B 5R DD -HDERSE: no.s. - I
mAMNARSNA TS LD ZERRC: Neh - FURAL NOWEC - EEFMHLZERE. NOAEL -
BESTMHZEL AL, NOER - BEAEHZEARTEIS: NOM - A X2 a2XRAI NTP - RKEE
REMTOT S L, NZIoC - —a—2—F v FMEZWME AR, O0ECD - 23X HBASME, OPPTS
- LEMER M - AFWHLER: PBT - HORRMEN - ARBENE - HEMEWE) © PICCS - 7
1 VEEEMEA oAV )= (QOSAR - (EEH) BEFMHEEY. REACH - LEMEDE
$. sTffi. 32 WH I UEE (REACH) ICBS¥ H#RAI (EC) No 1907/2006; SADT - B ChnZE5AZ
mE; SDS - R&ET—2— b TECI - 2 A ICEAFDILEMED A R R TCSI - BE(E
EMEA R M) —; TDG - fEx¥E%E,; TSCA - AEMERFE CKE); UN - E&E; UNRTDG
- BRESRIRMEEES. B - FEICHABRUFEICHEREML WHNIS - ERSRIRE
EMEMERBRI AT A

CORET—RI—FUUAT TSDS) &0V3) TRET HHFMUT TRFEHI &0V K. FEH
BEFRICENT., BHOKEOMNH. BFHR. RPMERDLETERTHLEHILEZLDTY,
AIFHIEL, HEOREGIEKL., FHA. LE, RE, #E. EERVCRRICETIHI TR E
LTOAERSNTEY . WA BHRIERIIREREEZLTHLOTEHY FHA, KIFHIE.
SDS DEEEZICRESN TV AIRESNEHAICHTIIOTHY .. FZAHGAMORGR EBAE
HET, XETOXPTHEASNDBE. AXFRITERMNGVRY . BRICEAESEOATEEMS
BAHYFET, AEROEREFSMICEV TR, FERRVHERZTEZERY 55HRIC. FRES
MORBRERBICETHAHEMOBEY L ZEH T, FRESMUDOERT 5HETOREDKR
LHITHAHBOEKL., FA. LB, RUOREIZOWT, #EEEWVES,

JP/JA
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