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1. t#RKRUEH1ER

EEHDBATE :  Mometasone Lotion Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
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H319 & L \BRRI#K
H336 ERR X [EBHFEL\DEE .,
HAT1 RERSRTRIEZEIC K > TKEEYIZH I,

ek

P210 24, EEDEHLD. KTE. BARUMDFKEN SRS (T
5 &, BiE,

P233 BREFHALTHLC T &,

P241 BHREL D [BEXHESE MMKIEE REAKSE HE] #F
H¥sZ¢&,

P242 KTEH#HESEHWIEZFERT S &,

P243 BESMEIIX T HHEZXHET 52 &,

P261 S R h/ZEKDRAZEITH &,

P264 iR MEIIREZFZ K <KD 2 &,

P21 B RIIBK DB WS TR IFTERT 52 &,

P2T3 IRIE~ADMHE ZETHZ &,

P280 {REEF R MRER MRERE REMEFRIT S L,

CaEE:

P303 + P361 + P353 B[ (XIXE) IZf#BEL1-5E : EbIc
FRINEKEEETHCZE, REFEK [RIZPvy7—] T
S &

P304 + P340 + P312 IRALT=1H5E : EROHELIGFTICFE
L, MIELPTNEBTKRESIESEZE, [ONENEED
EERIERKRTH &,

P305 + P351 + P38 HRICA-=1BE : KTHABEEZR %
5C¢&, RZaAvB Y PLUREZEFERLTWTERIZHNE S5
BlENT L, TOREEEEHRTDH L,

P337 + P13 ERDREM R I5E : BEIDZR/ FLUTE32IT
52 &,

P91 R ZEEIINT B &,

®rE:

P403 + P25 MR R UMERITRET S &, JRLLVEZ AIC
BLIZE,

P405 fEsE L TIRET B &,

RE:

P501 AEY).,  BRERIIN-NEHERICEEST L &,

GHS IR Y L WM ERASEE
EEGHIERVEBESNDGE | BIFEREBREREVMERRT I ENH D,
BEEREOHE

3. MERURSER
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RES WETA: BIERE BIEIRETA: 2023/09/30
8.0 2024/04,/06 1288476-00019 MEAER E: 2017/02/15
L2mE - BAMOR BAW
5%
[4=2E4 CAS BE s8= (% w/w BERARERE
B55
AU TRELT ba— 67-63-0 >=30-< 40 2-207
JOELL S a—L 57-55-6 >=20-< 30 2-234
EAZTUTISUALRUBEIR | 83919-23-7 >=0.1-<0.25
F)L
4 HREE

—fRET FNA R

RA LGS

REIZFELIGE

RBICA-=5B&

RARAATZIBE

AMERRVERMEERDOK
HERLGHIREIR
SREEZY 2EDRE

EEICR T HHEFRTERE ¢

EHOBEN., AT ChEBENWEEEELICEEDLSE*
25,

ERARSICIHGE., TEERBENHZI5E1F. EEFDIETE
25,

WLAATZISE. IR ESDGEAZET 5,
EBRNEEXZ(T 5,

EiL-EE. ELICREBEZENDKTHVRT,
FRLEKRE L UHER <,

EELEEZI(T5,

BERAORICKREEXS.,

HEBFERT HENERITES,

EBiML-5E. EBICZENKTOLHLCEL 15 NEB %%
LR
HEICTERHAICIE. a4 FLUOXZERY ST,
EELEEZI(T5,

MARAATZEE . BEBICHAELL,

ERNEEXZ(T 5,

AKTcOELLTT,

38 UVER R

RIRXIEHFEVNDEZN,
HAMAEEIBELNDREITTIEZIL., HESATLSR
EXREFERTHELE, BEOWERMENHZBHEIE. HE 8D
WYL EANREEEZSEBOZ L (IEB 8 %38MH) ,
IEBEEBLIUMEREEZTH L,

5. KKFFDIEE

B 75 KA

E>TIXE DR LVERE

JKIE$E

fit 7 JLa—)LEH kil
bR (C02)

3 2R 5H K H

RKEFHIK DK
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BEOEREEE DOBRKIZE BB XK, AENBLLE2YRUALEY T

BOT, FoTEEBHEL,

MY DIEREIS =Y B RAEZ DN,
RAEEREES LTREMICHDC ENBH S,
RIEEHN~OREERECEERETHELH5,

HERBERIEY D RERERIEY
BEDHEXTGE D RIBORR EBDREICE C CEUGHERFRZRLS,

KAHDBREAANT H=DITKEEET S,
RETHNIERBEI VT FERKBEIAN ST,
REgMoRBESEDH &,

HRZEITSBEDRE DORKFICIE. BREXMTRSBEERT 5.
REEZHERAT 5.

6. RHEDIEE
AEKIZHT HEEEEH, RE @ MEORKFEELDILDERYKRL,

BERUVRAREE ABEZEB®RIT 5,
RERZHERAT 5.

REBWMYZLDT AR (JBE T #358) . BARE
BOHEFHICENL (IHR 8 ZS5H) .

BRiEBICHT 5FEFEIE D REBAOBEERITSI L,
REZHRALTHL, INPIEFEIhZELEDS,
GEBEICIEESIDEHC HLCRADERLITAALN)TRHE
I2&3),
FBRINF-HRSEKEREL. UNT 5,
TRHEMNE L EURTERWEE(EX, HhABARKICERT 5,

HLAHORTHEDOFERY @ BHEAIEZEALZTNEGZSEN,

B REMLGZRING TRIREE S,
HRAZEK SAREKRTL—xy hTHIZE (BBRET
é) o

ZEICZENBE. HRREZECFOHEYLH LAOFE
ZHEL T, GBALHEWVWKSICT S E, BHRIBICHERALRZE
MERDTTRWEFBIENTEEHAICIE, BURLEY
B EULRBANICRET S,

REYE B GRIINFITRET S &,

ABEREHRE. BETHEICIE. EAEARSIUVEDR
Bl >THIEBT E L, TORBICERINF-MEIZDOL
THREKTHD., EQORUNEREINEIHNEZHERT IHEN
H5,

ASDSDIEB 1I3H LV 15IZHENT, ABBAAKRE L UVE®D
ERFIOREDHY .
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Apuhlic
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BEES: AIEET H: 2023/09/30
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#MEERA: 2017/02/15

1. BEVWERUVRELOITE

i E7d
BAtTrx R
BFrEER, £AHBK

ZERIEEIR

Ffih [B] ¢
BAEXE

EMEIEYME

RELBHAEMY

FLEHLERVRERBDENRENRESHE,
THRHBENTERENEEIE. BAIREEZFALTE
AN

IR [EXER. BREE. BRAKRLLEOKER] =&
BT3¢,

REOKRIZHF T,

SR EZTZORAZTEITEHI L,

BRAAFLN,

AR& DEfMZERIT S,

WMk RIEIREZLCHES 2 &,
BISBREREDHKRICE DS, EEXEMHOBHESLUVREHED
ETREIHORYIES Z &
HIEATIEZFERLETFAIERE S,
BREFFHALTELCIE,

B SRODLO. KE, BRRUHMDOBENENSESITSHZ
&, BiE,

HESHMEBICH LTFHUREFEEELDHI L,
FNOEREMEHILEL, BE~AOKHEER/NMRIZCTEEL5FE
295,

ER LA
BEOERPIZIEEMEADIE BEOTENENH DHBEIE.
EEBROELIZTA IS VT VAT LABEIURED ¥
D—%ZHEBELTLESL,
FRATIIHERVEEZZILT 5,
FBRINF-KRITIBERAT HRIISEET S &,
T7o)TADOMBEMLEARL—TaVIZF, Too=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
ZBREFIE. EXRFAER. EXERLEERFIOERD L
Ea—%¢8CELAHYET,

BHESRILODW=BB/IZANTH <,
BiELTRETDHI L,
BELO-MNYEAD S,

FELL, MEORWEFRITRET 5,
ZEDOREIZR->TRET 5,
BORENEMNSESITS,
ROBIEHE V- L LIZTRELLGL
ER b T E 4R

ERAE T4 A

BSRVWHE: FMRGL,
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RE= WETH:
8.0 2024/04/06

BBES
1288476-00019

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/15

8. [F<EMILERUREIEE

EEREICE T IRABNRERT/HFRRE

58 CAS &= BE (REF | FHEE/EEER | HH#
£E) E|HREE
4y 7aELT7ILa—) 67-63-0 ACL 200 ppm L (BHE
=)
OEL-C 400 ppm HAREEXRSE
980 mg/m* 2 (FBRE
)
TWA 200 ppm ACGIH
STEL 400 ppm ACGIH
EARYUTSUAIKRIEE | 83919-23-7 | TWA 1 ug/m3 (OEB 4) | HEp
IRTIL
AR KRS
| HE=EY SR | 10 pg/100 cm* | AIED
EYFENBERERE
RSy CASEE |x&!E YR | BRI | HRERE H B
Eg s B 1A
4y 7aE)LF7ILa— |67-63-0 |F7EbrY FR BDHSE |40 mg/| ACGIH BEI
L DIEER
T B
B3 FSE B, REEFLUVUBREZRET L0, £2T00=F7UY
TEBIRBHRETICEYERSIN, WP EBZICHVERESQ
DENHYFET,
[RE]. FABKETIERYFEHENTLIZE,
/2 a—RXT7AaER R TFLMNEEMEZFERALET,
ERETRYIRSESIE. T7AVILET SHREEZD L
TWaf=H, BRIZHECENAMAE—TF 14X ¥ EXRY k.
BRI— FBLUZFDEIDOIMEIT /N R ZEYIFERALE
T, COREEENLZNMEE. SAV LA B LLERUF
v T ETEMYFWNET .,
ER O [EXSHS. BRSEE. BRAKSBLTEDHE] 2&
=2 i S
HRiEgR
FIRREREE BULBRMESEELFIATETRWNMES., FIXIECETM
THREAA FSA4A o0ERNDIX BN TREIN-EEIX, FF
mREREEZFERALELL S,
TA4NE—34T MHFRALEEHRIADESSIM T
FOREL
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RES WETA: BIERE BIEIRETA: 2023/09/30
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ME D HESEFR
w&E D FRE_ETCHERIACLEFBRHLELLES, HBIKEIR
BT, FOREEDORIRICEEZRIZITAREELAHY £I,
BOREE D YA RU— L R{TEREREL LTI ILEBRT 5,

FEREL L IIEEDICTEOZVKE, S X+, T7AY
W ENRET B, BRI —JILEEFERT 5,

MLA, SRAF, 3LLEI7AVILICENEESLOEINS
AR HDBEEE. ZJ2—RAV—ILEE LLIEZFDEID
L7z —RBOTOFooavEBFERALEL LS,

EERUVEADRER D AZ T4 —LB LKIEERERAI—FEBERALELL S,

MEREABEHLEWVWESIZ, EEINDIZIRVICEDIE, (K
FBEOH— AU rEEBMLTERALELLS . RU—T
Lywy, T7AY, EFR, FONMETR—YHE) ,

FBRIN-AREM D H HKRIRER CIHEILEY R AETIT-

TLEEL,
9. MEMERTLFOER
WEIREE . B—Y3v
& D EE, EH, FT, ¥EH
AR T8I0
RO LEVED @B T8I0
AR BRE R T8I0
BRAXINBRRVHEGEE @ 74740
AIATE (BlfR. SUK) DR
AIRE GRIK) DORAE GIXNRSR)

BRETRARVERELRR AIARR
BEEFEOLR/AIRER @ T—327%GL

&
BREFEOTR/AIBRTR @ T—27%4L
&
EIPS D 18.4° ¢
ik ARSI K REER
NERRE o T—8%L
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Mometasone Lotion Formulation i ORGANON

&S ETA: BERE BTEIZETH: 2023/09/30
8.0 2024/04/06 1288476-00019 #EERL A 2017/02/15
pH 4.5
REEE F—A1zL
HAREMEE T—RIL
FhE
EALE (BFEIESR) T—R1L
RRE
KB T—R1L
n-A4 %/ — )L/ KDERFRE FT—R1L
(log &)
RRE FT—R1L
BERV/XITHEAZE
tE T—AR1IEL
mE T—AR1IEL
B HREZE T—AR1IEL
IRFEYEE JEEFMH
[ =kd ABRIIEIEEME & LTIEREI G,
NFE JEZY
LT
FFHA X JEEZ Y
10. REMRUVRGHE
R RIGHERE LTIE2EEI AL,
LR EM BEORETIEIRE,

fElRAE RIS REME

BT BN EEH
EMERME
ERAE GO BEERY

FINMEDFWVEERVESR.
ARFEREBRMEBREMERR TS ELH D,
BUOBRILERIERIST S ENDH D

B, oK. KTE,
2|1
BREEEDHEERYIIF SN T,
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Mometasone Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30

8.0 2024/04/06 1288476-00019 MEER B 2017/02/15

1. BEM%ER

AN HLRERBOER

aESt

%A

IS Hfi

B
RIZA-=1BA&

FIRARIRELERICEDCRY DETELL,

A%

A4y 7aE)L7ILa—);
ansEE @0)

asEE (RkA)

2EEE BR)

JoELySya—)i:
AansEd @0

2EEE (RA)

AtETE @R

2EETE @0

2EEE (RA)

LD50 (S k): > 5,000 mg/kg
LC50 (5w k): > 25 mg/|
BREERFRE: 6 h

HERIRIR: &K

LD50 (%4 ): > 5,000 mg/ke

LD50 (T v k): 22,000 mg/kg
LC50 (T v k):> 44.9 mg/|
RREERFRE: 4 h

HEBRERE MLA/I X+

LD50 (" 4): > 2,000 mg/kg

TERAVE COYEFLFESYEIZEDORESHEITE

A

FABRYVISUAILRIEBEBIRATIL;

LD50 (5 k): > 2,000 mg/ke
LD50 (%~ R): > 2,000 mg/kg

LC50 (5 v F):> 3.3 mg/

BREERFM: 4 h

HERIRE MLA/S R+

HZ: CORETIHETIFIBEINTULALY,

LC50 (¥ 2 R):> 3.2 mg/l
RREEEER: 4 h
HEBRRE MLA/IX b+
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Mometasone Lotion Formulation

BBES
1288476-00019

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/15

ANEE (Z0MmOREER)
RE5R: KT
FEAR: PO PR 8

RERBEYE. /3T
FIFETREAIERMICE DR Y DETE4HL,
5%

A4y 7aE)L7ILa—);

| & L

R D RIERIEAL
JoELySya—i:

& Ry =

Hik :

fER REREA L
FBARVVISUANLRUBIRATIL:

|E =

R RIERIEA L

RIZHY 2 ERGREERRBE
58 UVER RIS

%

4y 7abEIL7ILa—I:
| i L =S
fER :

JoEvrySy)a—):

& R

IR D IRAOREAZ L
A&

EARTVISUALRUEBIRATIL:

& R

IR IR~DRE A L

LD50 (5 k): 300 mg/kg

OECD EXERH A K54 > 404

BR~DORIF. 21 HLAIZEE

OECD EXBRH A K54 > 405

10/ 25



REF—5y— b

Mometasone Lotion Formulation

Apuhlic

-5 ORGANON

&S ETA: BERE BTEIZRETH: 2023/09/30
8.0 2024/04/06 1288476-00019 #EMERLR: 2017/02/15

R B8 B E T (3 RR 18 1

BREREY

FIATREGERICE DR Y PETELLY,

e 5% B VE T4

FIFARTEE LB RICE DB YDEETELLY,

5

A4y 7aE)L7ILa—);

HERA A T Eai—5—%

REOIRK R S HEfi

& EILEY +

Hik OECD :RE&EH A KS 4 > 406

R =4

JoELrydya—):
RERA A T
REODIRK

&

R

IFIIA4E—2 3 ViR
R TE ffih

EILEY b+

P

FARY VIS UAILRIEBEBIRATIL:

HEBRE AT
ANk Y
i
TEAAV
#ER

5%

AR E R R

IFxIIA4E— a3 VHEER
2354

EILEY b+
REZBBIESELL,
=4k

guinea pigs ZAWEHRERICK Y., AME T/ KRIERMEM

METHHZENTREND,

FIATREAERICEDCRY AFETELL,

B

A4V 7RELT7IILa—):
in vitro TOEEEMN

in vivo TOEGEME

HBRS A T MEDE AL B ERRALREER WES)

R e

HE %4 7 in vitro BABMMEMEET EERR

R e

HERY 4 T WABYAMBR/MEEER (in vivo fREEMER

%)
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RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEERE: 2017/02/15
TR
BEERK: BERNES
R e
JoELrygya—):
in vitro TOE:EH D HEBRAA T MAEMERWNSEIRERETERER (AMES)
HER =N
HE&S A T in vitro 2B8AKEEHER
Fik: OECD HERA A K54 > 473
HR =N
in vivo TOEEEHE D RERA A4 T HEEYHRMBK/MEZERER (in vivo HIRAEMR
E&)
FEBTHX
RS2 BERNTE
HER =N
FARY VIS UAILRIEBEBIRATIL:
in vitro TOE:EH D HEBRAA T MAEYMERWNSEIRERTERER (AMES)

R =%

HE44 T 2BAREE
FRRDRT L F oA Z—XNLRS—FifElE
R 2t

HEgA 4 T LBEEE
FRMRTFLAL: Fr4 =——XNLRE —EEHHE
R B

HEBRAA T TR VNE
R 2t

in vivo TO&EEEM D RERA A TR ER
B eoR
BERK #0
R pa

HER2 A T R BRERE
B Sy bk

MR Ba8

R et

HER2 A 7. AEHA DNA & RiEBR
B oy bk
A EY: FFHRRE
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Mometasone Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEER B 2017/02/15

R e
EEMRERRME - 7 A A 1 BB ABERREREZRERELTHET I LIETER
> F L\D
KK
FIFETREAIERMICE DR Y DETE4HL,
5%
A4y 7aE)L7ILa—);
& DS bk
BE5R% D RA GRR)
(3]l © 1048
Hik : OECD :RE&RH A K54 > 451
fER Do e

JoELrydya—):

& Iy k

AT D A RAALEEE
iR & B D2 &

LEES CorEt

FARY VIS UAILRIEBEBIRATIL:

& Ty kb

b aE ) o RA

(3 D 2%

k5= : 0.067 mg/kg AE

R =

& D WYR

B E5RH% D RA

IFREREHE N =

®’E=E : 0.160 mg/kg A&

fER Do e

LEEN

FIATTREERICE DR Y DETEAHLY,

5%

4y 7o )L7ZILa—)L:

WEIRICHR 3 SR8 D HEBRAq T HRAESMHRER
B Sv bk
BRI BRAHAATEIGE
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Mometasone Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEER B 2017/02/15
R 2
FREDRE~DFE D BREBRAA T ZRNESEIURRRES
Eovbk
BERE: AAATES
HER =N

JoELrygya—):

FIRICH 3 558 D REBRA 4 T R EBEEEER
B9 X
BERE: thAHAALTEIGE
MR 2

BRORBE~DFZE HEBAA4 T BN L UBRRER
B wHR
BERE: thAHAAEIGE
R fE

FARY VIS UAILRIEBEBIRATIL:

WEIRICH 3 R D HERAq T EEN
B oy bk
BER®K BT

45E S NOAEL: 0. 015 mg/kg AE
fEIR: ZBINAGFRER, BLL-REOKE,
HBR RERICHEEL., , £ERIA~NDORE,

HREDRE~DEE D BB T RBINE L VRKRERE
TR
BREEE KT

BE - B2 &1, : LOAEL: 0. 06 mg/kg AE
HR EEtosE,  #EFVHELRESN

HER44 T 2B L UVBRRER

B ovhk

BER®K B

Bt - BBIRE=1, : LOAEL: 0. 3mg/kg {AE
R I - BRIREM.

HER2A4 T BN L URREREE

FE oY x

BERK BR

BT - B8IR&EM, : LOAEL: 0. 15 mg/kg ARE
R E-RESEME, . TEMRBDHLNT,

HEBR2 1 T ZRME L VRRERE
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Mometasone Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEER B 2017/02/15

B Sy bk

BEREK BT

Bt - B3'RE1E, : LOAEL: 0. 15 mg/kg AE
R FER~NDEE,

HEB44 7 2RI L UVRBRERER

FE ¥

BERK #0

It - BRIR&EM, : LOAEL: 0. 7 mg/kg {AE
R E-RESME, . FTEIRDLNT,

AESE-TEXAVE D BYMERRICEDERBAOEBELENAEIZHDS, . BYER
[T& 2 EMMBES S UVEBBANDEZENH S - LN
MFESN TS,

FERMESESTE (HEIETCR)

EEXIEHELDEZN,
B4
4V 7OEL7ILa—):
|l7ex2>k L REXEHEVDEEA,

EARIVISUVANLRKRUBIRXTIL
&= D AFHEAT—RICE I ENBREEFHE-SAEN,

FERMRBSTE (REFI R
FIRARREGERICEDCRY DETELRL,

5%

EARTVISUALRUEBIRATIL:

REDTRE D IRAF LA/ R N/TE)
HERORE RS D RER R BRE KRS
TERAAD R D REICh=3. RIIREFLCEBIZEIBHROEZEDS Z1,
RiEREEN

5%

A4y 7abE)iL7IILa—);

& D Swk

NOAEL © 12.5 mg/|

BE5ZK DORAGRR)

R & A : 104 &
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Mometasone Lotion Formulation

RE= WETH:
8.0 2024/04/06

BBES
1288476-00019

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/15

JoEL>Sya—i:
i

NOAEL

BEZ%

R

EARIUISUANLRUET

2

NOAEL
LOAEL
5K
i 5= B R
gl e

i 5 B
(LA

i

NOAEL
bR
R 55 e ]
)

i

NOAEL
RE R
R 55 e ]
RN 2R

2
LOAEL
bR i

RAAREN

AT

Iy bk FR
>= 1,700 mg/kg
RAAATEEE
2 F

vk

0. 005 mg/kg
0.3 mg/kg

#0

30 d

1) /\Ef, BFAE,

PN

0.5 mg/kg

#0o

30 d

1) /\E, BFHE,

vk
0.00013 mg/|

A #H LA/ R N/E)

90 d

3

m

fRR

. FORR

BB, M, UooNER, BEEE, BR%E B AR MR

X
0. 0005 mg/|

A #H LA/ R N/IE)

90 d

BIR, M, /N6, RRfE

FIATREAERICEDCRY AFETELL,

%

FABRYVISUAILRIEBEBIRATIL;

B2

MNEIZx T 2 REBEAEER
B%:

FARYVISUAILRIUEBIRATIL;

B, B MR, AT
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON

&S &ETH: BIEEE: BTEZRET B 2023/09/30
8.0 2024/04/06 1288476-00019 #EERL A 2017/02/15
%A EK: T UILX—M8%, B8R WEER, LSEREE, B8
ek, AOEADOHE, BEP0EHS FEHRE RERAD
S2E HIEFRR
B2 IS $Efi fEIR: R, RE
%

EARIVISUALRUBIRATIL:

|lis=

B2 & R YR RT BE

12. RELERER

4y 7ab)iL7ZILa—);
y: b=

[xd BF M
WA T HEM

JoELrySya—)i:
y: &=k

(s e aY=—3 3

X9 BFME (BIEHEN)

SOVOFEQKEERHEY ¢

SOVAFEQKEERHSY ¢

B KEEMIIXT HENE

TUOVIFEOKEEEHBY

LC50 (Pimephales promelas (77w kAw F2 /™)) 9,640
mg/ |
RREERERE: 96 h

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

EC50 (Pseudomonas putida (¥a— KEF+ X - TF4)):>
1,050 mg/|
BREERFE: 16 h

LC50 (Oncorhynchus mykiss (=< X)): 40, 613 mg/|
RREEEERE: 96 h

EC50 (Ceriodaphnia dubia (X <> 3)): 18, 340 mg/|
BREERFME: 48 h

ErC50 (Skeletonema costatum CGEi¥EEZE) ): 19,300 mg/|
BREERFRE: 72 h
A% OECD E&R A K54 > 201

BARESEEE (Ceriodaphnia dubia (2<>3)): 13,020
mg/|
BREERFM: 7 d
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEERE: 2017/02/15

MEMICHT HFM D BRAKEZEREE (Pseudomonas putida (Ya—KEFR - FTF

4)):> 20,000 mg/|
MREERERA: 18 h

AR UITUANLKRUBIRTIVL:

y: b= : LC50 (Menidia beryllina (JL/8—H4 F) ):0.11 mg/|
BREERFR: 96 h
HE ARERFECSTIEMHEL

LG50 (Cyprinodon variegatus (—FAAY KI/—)):> 5
mg/ |

MREERFR: 7 d

% BARERFEICH T EMHEL

SOVOEOKEESHEY © ECS0 (Daphnia magna (A I >3)):> 5 mg/l
IZx9 HF M BEEERFRT: 48 h

Hi%: OECD REEHA K54 > 202

mE BRERERFEICHITIEMHEL

EC50 (Americamysis (7 A1 H I R)):> 5 mg/l
BREERFMAE: 96 h

ik 7 IESUSHRR

&% FMERFBICETLIEHEL

EEEKEEYIIxT 5EM ¢ EC50 (Pseudokirchneriel la subcapitata (#&#)):> 3.2 mg/|
RREERER: 72 h
#i%: OECD HERH A FS5 4 > 201
e AEEBRBREIZHITS2HEL

AHEMN (BHSY) D RREZERE (Pimephales promelas (77 vy kAy K/
r2)): 0.00014 mg/|
IREERFRE: 32 d
7#i%: OECD FHE&H A K54 > 210

SUVIEOKEESHEY 0 RKXEZEREE (Daphnia magna (FA432>23)):0.34 mg/l
I 9 S EMH (BHESMN) BREERFRE: 21 d

A% OECD SER A A K54 > 211

& AEERREICHSITH2EMHEL

M-27454—(k&EREBEEE : 100
" RE (M) )
MEMIZxtT 5EMH : EGC50: > 1,000 mg/|
BREERFM: 3 h
HERA A T FEIRINH
7% OECD HERH A K54 > 209

18 /25



ié;—‘_a :/_ F Apllhlic
Mometasone Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEER B 2017/02/15
HE BRERREIZCSITHEHEL
BAEEEERE 1 000 ng/|
RREERERE: 3 h
SHER A A T FEIG N
5% OECD SRERH A K54 > 209
HE BRERREIZCSITSEMHEL
BEH - S
5

A4y 7aE)L7ILa—);
EofEE

|BOD/COD

JoELrydya—):
SR

RN

KPTHOREM

A4y 7abE)iL7IILa—);

|m#09/—»/mﬁm%ﬁ:

(log 1)
JoELrySya—)i:

(log &)

n-4%9%/—IL/ KHEREH :

HR: RESFETRE

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

R B,
Hf7: 98.3 %
RREERER: 28 d
#i%: OECD REEH A K54 > 301F

BARY VIS UANLRIEBEIRTIL:

HER: ZARIETEAEL,

R 50 %

BREERFME: 28 d

7% OECD EBRA A K51 > 314

Aok 43 A: 50 %(12 d)
5% OECD HERA A K54 > 111

log Pow: 0.05

log Pow: -1.07
ik BELSFRAl (EC) No. 440/2008, /@&, A8
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETH: BEXE: BIEIZRET A 2023/09/30
8.0 2024,/04,/06 1288476-00019 HEVERLB: 2017/02/15
EARIVISUALRUBIRATIL:
HAEREM : F&: Lepomis macrochirus (FJL—F)L)
EYEHEREF (BCF) :107.1
#i%: OECD HEEHA K54 > 305
n-#A49 4%/ —IL/KoE%HRE : log Pow: 4. 68
(log &)
TiEROBEIE
5%
EARIVISUALRUBIRATIL:
"I%iﬁqw)ﬁﬁ © log Koc: 4. 02
AV UBAOEEM
JEEZY
thoEESEE
F—aHL
13. BELDEE
BRESE
BEREEY D MABRAKORRIZEVNLST S,
EEYETKAHEHE L TIEA 540,
ERERBREVAE D EORBIF. VYA IIILFERIZREOROIC, BREZ(T:

BREYWEEEIZRFTET 5,
KREBYORKRAEDRFIIBREAEENHY FT.
COESIBRBIZEAZNT=Y., Yo=Y, [FAERETFL
=0, OoffIFL=Y. FULTREZHITHY., #HIFY.,
BOK, KELLLEZFDEIDARENEICS S ST
CEaL, BROREGEERZITRERITAUEELADY ET,
BICIEENEWNMES., REAKELTEET S,

14 BWELDEE

[ A

R _E #61:% (UNRTDG)

E&Z& S (UN number) © UN 1219

EE#ix4 (Proper shipping :  ISOPROPANOL SOLUTION
name)

E&E 548 (Class) : 3

A/ EK (Packing group) .

Z X)L (Labels) : 3
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
&S HETH: BEES: ATEIZRET A 2023/09/30
8.0 2024/04/06 1288476-00019 #EMERR: 2017/02/15

REAEH .

finZe#aniX (IATA-DGR)

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

EE#i% & (Proper shipping : Isopropanol solution

name)

E:E5 48 (Class) :3

BB/ZEHR (Packing group) B

Z AL (Labels) :  Flammable Liquids

WafEr (EYH#) (Pack- : 364

ing instruction (cargo air-

craft))

WafEr (REH) (Pack- : 353

ing instruction (passenger

aircraft))

8 L &% (IMDG-Code)

EEES (UN number) © UN 1219

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

name) (Mometasone)

E:E 5 #8 (Class) :3

BB/ (Packing group) B

Z ~)L (Labels) :3

EmS a2— F (EmS Code) . F-E,S-D

BIEEEYE &S - EEZH) 0 EB

(Marine pollutant)

MARPOL 73/78 H{@E Il RV IBC O — FICK B IESTRAMES L EAAEYHE (B - EZY)
B EINn-REOERAIZITIEZRSY.

PR il
EoREDERGIX. ]|HE 15258 I 5.
A DR EHE

CCITRHESA TV SEE ST, BFROBMETORLOT, XRET—2V— FOFRTHRS
NEESICHRBESNE=MHOBEDAITEDINTUVEY, BESEF, RBEFR., v r—I4
A X &M ADRADOERICLY, BRSNS AREENHY ET,

REFKLAHERHES D129

15, BRZES

BEER
HBAE
S, F—HHE, EKBFERE, (200 ) v bL), BRFER 1]

L&&
BRI FEYME
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REF—5y— b

Mometasone Lotion Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 1288476-00019 #MEERA: 2017/02/15

[ L4

=
7

A4V 7aE)LTFILa—)L

102

Jany—1, 2—TFH—IL

106

FERER/EE

BWEENRLESIIAEY

EH

WEDHAIZRZITIREREY

JEER=

EREERHLEHARYE

JEER=

ERREDORBD oL EME (BRFELF2HHE)
E

ZRREORBH oh-LEWE (HFHREHECFHE)
JEER

BAREZENTREBRVRVEEY
EESTED 2 FEITRAIRE 9

x4 EHE (%)

kel

JOoE/LTFILa—IL >=30 - <40

JanRy—1, 2—=YF—) >=20 - <30

2025 4 A1 AL

BREERTIREBRVRVEEY
EHEOT &K (HITRE 18 %)

=23

iked

JOELTILa—I

Jany—1, 2—CFH—)L

2025 4 A1 BURR

BRABMDE (HEMRSEERAESTIED2)
|EEE

BELEMEREFIAA

L

P SFRERAI

L

7L LtnhETFRAA

FEZH

ARBERIPSFHRA

EEAERAHE

FEREWMEERITH - WRE— (R
SlREDY
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RET—HFV—F

Mometasone Lotion Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
2024/04/06 1288476-00019 #MEERA: 2017/02/15

8.0

B R VRIS

IEsK

MBI e B RE S

IEsK

BEH R REE

JEs%

D0

3EsK

P

FEIRAIE 2.3 SEBMETBIRE 1 51K HRIE
2k

MEATIREIEE 194 £ERMERAIRKRE 1. 51AERAK
WEERER B KEOILICET 558

5 A 5% . AERAMECE)
BR# L mEERWE
BB SRS MBS

BRI MERE G - BAZE)

SEs%

BERERB MRS (B - WA

35K

BRMONER CHRICET 554

R SR LR Y

COHBOBSITDODVWTEEAS VRY ) —~DEBHRIFR :

AICS ORE
DSL N
IECSC N
16. ZDDIEER
ASDS ICEVNTHBRLEHEEZDBEMNAEZMEDEENBRTDIGE L. EEXMETHIBEEE
BHFET
5| >k D B#E#fiT—42. EME DS IZEH I F—4 . O0ECD eChem

R—R2ILE I VERMILEYMER http://echa. europa. eu/ D&
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ReF—2U—F A

Mometasone Lotion Formulation

-5 ORGANON

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30

8.0

2024/04/06 1288476-00019 #MEERA: 2017/02/15

LRIN—Ca UL ERESNEBRERANETE 2 AR THRARTIATLES,

At 7+—<v b : #/A/H

ZTDMDOBEFED £

ACGIH © KE, ACGIHRFEAME (TLV)

ACGIH BEI © ACGIH - £M=EMRFEIEZE ( BEI )
ZEE (EERE) DO ERIRIERFMEE ., BERESHIEES
BAEEXEGLEFR AR | BAERHLEZER HAREZOHE -1 LEVEOHBRE
)

ACGIH / TWA o 8 EyfE. BRREIMMEFY

ACGIH / STEL D ENERZBRER

ZELE (EERE) /ACL . BEBRRE. EERE
AREEHLEFER FRR @ RKHBRRE

E) /0EL-C

ALIC - A—R FSUTDIELFERASA AV RY; NTT - TS DILEREEME. ASTM - K
EMHHRGS bw - KE; R - EH UM, TERRME. EEEULH DI ESNHME: DIN -
FaURBIHEELE DSL - ERYMEY R~ (3F4); Eix - FED XWORIEERIEFT EEZ
BNBHRE, Elx - FED XWOREERIFT EEAONDIER/EE, InS - REKOR TP
—JL; ENCS - L BEADBEFILEME )R b ErCx - FED XWOREZERIFTEEZONDRL
RE RG - REMISOF5IE; GHS - HFRHAMI AT L GLP - HERE kM, [ARC - ER
DATRZTHEE, [ATA - EEMZEERHS, IBC - BRIEFHDOESHBEELXD-HOMMOEE
RUEICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMMZEME. [ECSC - hEIR
FtEMELR INDG - EELERYARRE. IN0 - EFEBSEHRE, ISHL - FEBREEEE
(BF): IS0 - EFZECHME. KECI - REBRFLFEMERE: L0550 - 50%HIRE, LDSO0 -
50%EEE (FHEILE)  MARPOL - MMAIC L 5 DD -HDERSEN: no.s. - #iI
MBADNATREN TS LD ZERRC Neh - FURAL NOWEC - BEEZMHRZERE, NOAEL -
BEZTMHZEL AL, NOER - BEAEHZEARTEIS, NOM - A X2 a2XRA NTP - RKEE
REMTOT S L; NloC - Za—C—F v MeEYEARR: 0ECD - #EFH HFHFEME, OPPTS
- LEZYWEZ LM - 8FHIER, PBT - oMM - AHEBRNE - AFHEWE) © PICCS - 2
1 VELEMEA RV )= (QSAR - (EEH) BEFMHERY. REACH - LEHMEDE
$x. ETMfi. 3B WIH KL UEE (REACH) ICBE¥ H#RAI (EC) No 1907/2006; SADT - B CimEsfZ
BE: SDS - RET—2Y— b TECl - 2 A IZBIFEDILEHED A R R TCSI - Bi&1k
EMEA R M) —; TDG - EIRYEE; TSCA - HEWMERKE CRE) . UN - E&; UNRTDG
- ERESEIRMEEES. PWB - FRICHABRUFEICEERNL WIS - ERGREKHA
EMEMERBRIAT LA

CORET—RI—FUUAT TSDS) &0V3) TRIET HFMUT TRFEH &0V D5) K. FEH
BERICENT., BHEOKEOHNH. BFHR. RPMESDLETERTHLEHILEZLDTY,
AEHRIT. BROTEGEEV. A, LB, RE. Bf. BEERVRRICETISHAF R E
LTOAERSNTE Y. WA BLIRIARITRERIKRELTLDOTEHY FTEA. RIFHIL.

SDS DEEEICREN TV AIRESNEEHRICEHTIIOTHY . FZAEGAMORR EBAE
HET, XETOERAPTHERASNABE. AXFRITERNGVRY .. ERICEE G VAR
AHYFES, AEBOERAFSMICEV TR, FERRVHEREZTEZERAY 55H8IC. FRES
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 1288476-00019 MEER B 2017/02/15

MORBERIZET2REZOFEYLFMEENH T, FABRMDERT H5HETODHREDIRR
I2HETHARER[OEIFKL, FH, LB, RUREICDONT, BEBEWLET,

JP /7 JA
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