ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 #E VR B: 2017/05/21

1. t#RKRUEH1ER

EEHDBATE . Mometasone Cream 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
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{250 GHS 248

AhEEM D RBa2
KERERENE RH (18 D RBa2
%)

GHS SRIILER

BREXIEVRIL : % |

FEMEEE 2L
fEREEHER : H3GId PRIRADEEZEDEZThDEL,

HA11 BEAMMEIIESE (2 & > TKEEDIZS M,
FEEE

REE:

P201 EFRTICERIRERBAE ZAF I H &,
P22 £ THOREFIEEZHAEMI DT TMY HbLG NI &,
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 #E VR B: 2017/05/21

P2I3 IRE~DHHEZHI(TEZ &,

P280 IREFR REKR RERE RE@mEERTH L,
CREE:

P308 + P33 K BERIFIFKBENBENHIEE : EEIDZE
SEREETEZITHT L,

P31 R ZREINT B &,

RrReE

P405 EfE L TRET B &

B

P501 NEY), BREZARDBIN-VEERICREST S &,

GHS T EICRZL L ELWMbDEIRAEE
HEREL,

3. MERUHSER

LEME - BEEYMDORX A . BAY

5

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

&=

BEiHE (BH) 8042-47-5 >=60-<70 9-1700

2-AFIL-2,4-RB DA —)L 107-41-5 >=10-<20 2-240

ZEIEFR 13463-67-7 >0-<10 1-558, 5-5225

EARYUITSUHILKRUEET R |83919-23-7 >=0.1-<0.25

TIL

4, [GREE

—fREIT K84 R D BHOBEN. RN T KRBV EZEEELICEEDEE X
2t5,
ERMNRSICIHEE. TEEIRBIHZBE(X. EMDIETE
25,

WA LI5E D RVWRAATRESE. FGEKOBIABHT 5,
ERNEEXZ(T 5,

BEICHELE-EES D BEfMLIZEE. BEBICEEZRITALZEDKTHLTRT .

BERLERBE S UVHZR <.
ERLEZRITS,
BERDHIICKEBZ®ES .
HEFERT HEIICTERICHES,
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RARAATZIHE

AMEREVERMEERDOR

HEELTRHIRER
BEEEEY 2 EDRE

EER IS T BRI EE

fé;—‘_ 9 :/_ F Apllhlin
Mometasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
2024,/04/06 1688401-00017 EERE: 2017/05/21
RIZA-T=-5B4& FIHEE L LT, KTREZESET 5,
RN Y BT DIESICIIEEEETEREZIT S,

BRARAATEZE. BEIZHENM RO,
ERLEZRITS,
KTAZELLCTT
BEADEZEOEZTILDEL,

HAMBEAFTBELDREITERZLL. HESA TV SRR
EREZEATLHIE. BROFRENHDHBZEIL. HESD
BYGEAREEZSREOCE (BB E5H)
XEHBREBSUMEREZERTH &,

5 KKFEFDIEE

Y 75 KA

KIEE
fit 7L a—)Liass KEl
ZB{bxZFE (C02)

BRUVRAREE

RIEICHT HEEEE

HLRAHRVHEDFERD

2

BRI XA

0 TIEAR B 7R LVHKH MR L,

BREORIKRESTE ARFIEREBAELTERREERICLRIZENH D,
RBEERY~NDBRRIIREICEERETEENH D,

HERBERIEY RREIEY
EREILY

BEDHEXTGE RGO & BDRFICIE C CGEYGEKFERZALS,
RAHDBRBZERENT 1=DIZKEEEZET 5,
RETHNERBEI VT T ERKBEEN ST,
KMo RESEDH &,

HRZEITSEBDRE KKBRIZIE, BIRXRFEERT 5,
REEZHEAT D

6. IRHFFDIEE
AMERICHT HEEEIE. RE @ REEZHERT .

ZEGMYFZLDT FNA R (HBE TSR . BARE
BO#EERICEN (IRE 8 Z23H) .

RIE~OBHZRITS &

REEHALTHD, BAPIENZLEDH D,
BRINEZRBFKEREL. LHT 5,

mHEAE L KERTELZIMERIE, MABRKIERT 5.

CENF-L D, wE L DNERETROERY
CBL. BEY 5.
AEMEMH. BET HRICIE. FHABEA

AT R

KEEUVEDR
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON

RE= WETH: BEERS:
10.0 2024/04/06 1688401-00017

AiIEIZRET H: 2023/09/30
#MEERA: 2017/05/21

B> TRETEH &, TORBICERSAE=YEICDOW
THLRA%ETHD. EORUNBEREINLINEHET HBLEDN
Hd.

AKSDSDIEB 13 H LU 15 ITHWNT, HABBRELUVED
EHHEDOEESDY .

1. BREVWVERUVRELOIE

i 67 A
530 :0PS S
BFrEER, £AHBK

ZERIEEIR

e s [
BAEXE

EMZEIEYME

RERRRDVEMH

FLLEBHLERUVGREHREDEDRENRESE,
TRLEMINTELGNGEL, BAIIREEZFAL T2
AW

REPXRRIZA AL,

BRRERALGWNI &

RAIAE LN,

AR& DEfMZERIT S,
BISBRERAEORRICE DS, EXEHOBLELSLUZE2MED
ETREIHORYIES Z &

BREFALTHECZ L,

FNOREMEHLL, RE~NOBREZEHR/MRICTEIELSE
295,

3|1
BEQFERADICIEEME~DIE EDOTTREELH HIHE L.
EEBFROELICTA IV VT VRTLELIURED Y
D—%FHZ/EBE LTS,
FRABIHRERUVEEEZZILT S,
BEINERKRITIBERAT DHIKET S &,
T7o)TAOMBEMEARL—LavIZk, To9=F7a
vhO—)L, BUGEANBESRE. BULGKRLESKLUVF
FBREFIE. EXEHEER. EREREEERTIOEROL
Ea—%8OCRELAHYET,

BUESRILODVERICANTE S,
fEELTRET D&,
BZLoMVYE® S,
EEDREICH->TRET 5.
ROBEFEFE OO L LITRE LA
SRELAL

BSRVWHE: FMRAGL,

. ECEBLER U REEE

EEREICETIRABNRERR/HFRRE

425



ReF—8L— A
Mometasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 EERE: 2017/05/21
D%y CAS /& B2 (RER | THEE/AER | HH
E) EIEEEE
BEiE (B 8042-47-5 | TWA (IRA2 |5 mg/m’ ACGIH
£)
P AF 2, &RoB S SA— | 107-41-5 TWA (&S) | 25 ppm ACGIH
J1%
STEL (&%) | 50 ppm ACGIH
STEL (TR AE | 10 mg/m’ ACGIH
E 7oy
LDH)
“EILF 2 > 13463-67-7 | OEL-M (R A | 1.5 mg/m’ BAEERA
EHE) | (FE) 22 HER
E)

HIER: EVAME, TFE28BI ITHESNIYERL, AN
LB+ TRVHE, T4hs, EFHEN L OFERNRER
THY, BYRERHNODEIRN+2 TR, FhE, EEHEHL
D DRERLIEE LAY, EMEERHD L DRI+ 2 THS.

OEL-M (#a% 2 mg/m° BAAREEGHE
E) (FHY) 2 FBR
E)

HMIEHR: EVAME, TE28BI ITHESNIYEL, AN
HBHM+2TRUVHME, $40h5, EFHEN O DA RER
THY, BYERLNLOIMWA T+ TRHEL. F(F, EFHEHL
D DIERIFE VA, BYMEERD 5 DEHLN+2THS.

TWA (FEBRE | 2.5 mg/m’ ACGIH
) (ZEIEF 5 V)
EALTUTISUAINKRUEE | 83919-23-7 | TWA 1 yg/m3 (OEB 4) | MEp
IRTI
HMER RS
| HE=ERYSIE | 10 pg/100 cm* | AIED

COVEFEMFRAICRIATRETEGEN 0, BEZRATIEREIEELEFEA,

ZEEFA L

R {3

RETONHELVEETELGVI VT ADEENDOBREZE
ECOAT, BEAYMOERISEYGMEHEBALELGY F
3 Bl. AL RTLNSORE], #HEaCTFEYE
BEFEDTEDV—AMNEE2I=AY K, BRTEHHE
W &),

B, KRXEKFIVRREZREST DD, 210027
TEBEIRMBREICLYERS N, GIPBERICHVERS
PWENHYFET,

[RAl. BABCKETIHERY HEHBENTLESLY,

Y/ B—XTAE R R T LM IGIEMZEERLET .
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
10.0 2024/04/06 1688401-00017 #MEERA: 2017/05/21

FEIRFARER WYL BFHEKEENFRATELRWMES. XX EFME
THRAA A4 o0ERANDIE BATREIN-HEIL, FF
WMREREZFERALELL S,

T24NWE3—247 MR FREAERERIADEE2M1 T

FOREER

e MEREFR
wE FREZECTERTHAEERFALELL S,

IRDRER Y4 Fo—IL RFERERBEDL LIEZT—IILEEFRT 5,
FEREL L IIEERICEOZVMRE, S X+, 2 70Y
IWIEENRET HI5EE. BYIHEI—JILEERT 5,
LA, SR, BLLLIFI7OVILIZCELNEESSEINS
AREMENHDBEIF. FJ2—AV—ILEE LLIZZFDEFELID
L7z —RBOTOTFoavEFRLELL S,

EERUVEADRER A=T74—LHLLIEERERAI—FEFERALEFL LS,

MERENAZBHLEWESIZ, BEEINADZARIICEDE, K
FESH— A2 rHEEBMLULTERALELLS B, RY—T
Lyy, T7RY, RFR, FIMETR—YRLE) ,
FBRINF-AREM D HIKRER CIEEILEY R AETIT-
TLEELY,

9. MEMETLEHEE

WEIREE 21)—L
& RIA oA THRTA b
R T—REL
RhoLEsWEDIE T—R%GL
AR BE R TR L
BRAXITNE R RV HHEEEE TR L

ARE (BR. =KD
AIEATE GRIK)

BINDEREE LTHEIA TGN

BETRARVERLRFR /AIARS

BEGEOLR /AR ER @ T—%27%L
B
BREEFEOTR/AIATR @ T—327%4L
B

PSS >93.3°¢C
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 HEAER B 2017/05/21
NERRE T—RIEL
pH T—A31L
RRRE JEZY
BARMNEE D T—AkL
E
FFE (EhFh1EER) © JEERY
B
KB D T—ARIL
455 ) — I KAERERE Y
(log 1)
A L g
FZERV ./ XITHETRE
HE T—REL
wE D F—ARIL
HIHRBFBE © JEERY
et b el o JEEEME
BRiL4sE DO ARERITEIEEYMEE L TIEaEINGL,
T4
HTHA R L F—akL
10. REHRUVRGTHE
RIS D RIGHEEE L TIEsEEI AL,
LR EE D BEBEOIRETIERE,
ERAEERICAREE D RRIIEREBREREMERERTHENADH S,
BOVEBERIERIGT HZELADH S,
BITHAIRE=EH D MR L,
EfRfEE M E D BB BRI
BREELSEERY D BREEGSBEERMIIM SN TUELY,

7125



REF—5y— b

Mometasone Cream Formulation

Apuhlic

-5 ORGANON

&S HETH: BERE BTEIZETH: 2023/09/30
10.0 2024/04/06 1688401-00017 #EERL A 2017/05/21
1. FEHER
AREMD H IS RERBOER © KIEEH
EE
RBICA-=5B&

AEEH

FIRARIRELERICEDCRY DETELL,

A%

BRgLH (FH) :
AtET @0

asEE (RkA)

2MEE (R
2-AFIN-2,4-RUB U TH—)L:
2HEE (\&0O) '

AtET B

“BEFE
AErE #@&O)

2EHEE (RA)

2EHETE B0

LD50 (5« k): > 5,000 mg/ke

LC50 (T v k): > 5 mg/l
BREERFR: 4 h
HBRRE MLA/Z Xk

TEAAV M COMEFLILEEYIEAEORASETE

A

LD50 (%4 3): > 2,000 mg/ke

TERAV M COYEFLFESYEIZEDORESHEITE

A

LD50 (5 k): > 2,000 mg/kg
75i%: OECD SRERH A K54 > 420

LD50 (5 k): > 2,000 mg/ke
75i%: OECD SRERH A K54 > 402

TERAAV M COMEFLIFTEEYEIZHDORESHITE

LY,

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

LC50 (5w k):> 6.82 mg/|
RREERFRE: 4 h
HERRE MLA/S X+

TERAAVE COYEFLFEEYEIZEORASHEITE

A

FARYVISUAILRIUEBIRATIL;

LD50 (5 k): > 2,000 mg/ke
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REF—5y— b

Mometasone Cream Formulation

BBES
1688401-00017

R ZE =
10.0

;ETH:
2024/04/06

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/05/21

2uEE (|]RA)
IREERERE: 4 h

MR 4 h

AMEE (Z0MmOREER)
REEE KT
REAR: TR PR 2t

REREE/Ri#tE
FIRARIRELERICEDCRY DETELL,

B4
BEskH (Fil) :

| & oYX

=R RERE AL
2-AF -2, 4-RUABSH—)L:
& R =
Hik
=R RERE AL
—BEFa

| i Yy
=R RERE AL
EARIUISUALRUBIRATIV

| i Yy
=R RERE AL
RIZxd % BEELGESHE /R

FIFATTREERICE DR Y DETEAHLY,
5%
BeEds (Film) :

"@ R
e

AR~DRIEE L

LD50 (=™ R): > 2,000 mg/kg
LC50 (5 k): > 3.3 mg/|

HARRE MLA/Z R
#%E: CORAETRRTIEHEEIATLVEL,

LC50 (R R):> 3.2 mg/l
HBRRE MLA/ZS Xk

LD50 (5« k): 300 mg/ke

OECD EXBRH A 54 > 404
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
10.0 2024/04/06 1688401-00017 #MEERA: 2017/05/21

2-AFI-2,4-RIB VA —IL:

(Ed LR

LEES D BR~ORIBAZL

#ik © OECD BKERH 1 K54 > 405
“BieFa

(Ed Lo

LEES . BR~NORIBAZL

EARIVISUALRUBIRATIL:

(Ed Lo

R D BRAOREAE L
I, B8 R E T (R 1 R 1

REREY
FATRESERICE DR YNETELLY,
0% AR R VR 1
FATRESERICE DR YNETELL,
5

B&fkH (Ril)

HERA A T . Ea—5—%
REODERK D RIEHEM

[ CEILEY R
R e

2-AFN-2,4RVBTF—)L:

HER R A T D RFIURAE—T 3 U

REDTRE D RIEYEA

[ D EILEY R

ik . OECD :RE&RHA K54 > 406
tER DR

“BEFE

SHER R A T C BT L/ ETERESER (LLNA)
RED TR D RIS

2 DONYTIR

tER DR
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
&S WETH: BEXE: BIEIZRET A 2023/09/30
10.0 2024,/04/06 1688401-00017 #EERH: 2017/05/21
EARIVISUALRUBIRATIL:
RERA A T D REIUTAtE— g U
REOTRIR D BR
& D EILEY R
TFTEAAD D EEFEBBUESERL,
R Do
l-E3 © guinea pigs ZRHWERERIZE Y., APEXB UL RERMESE
METHBIIENTREND,
HIEMIBERRYE
FIFARTRE S IBERRICEDCR Y HEETELLN,
5
Bedfilh (Fiml) -
in vitro TOEEEM D BERA A4 T in vitro BELEIMMAMECFEESER
R E
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 IMEMSBOAT—RIZEDL

2-AFI-2,4-RVBTF—)L
in vitro TOEEEY D REBRYA T MEME R BEIREAZRHER (AMES)
R

HERY 4 T in vitro ML BYHIEGFERSR
7% OECD RERAA K54 > 476
BER e

SRERZ A 7 in vitro ZEBEKEERER
R fE

“BEFE
in vitro TOEEEMN D HREBRAA T MAEMERWSERRALTESER (AMES)
R M

in vivo TOEEEMN © EEBRA A Tin vivo /IMEELER
B YR
R e
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 #E VR B: 2017/05/21
EARIVISUALRUBIRATIL:
in vitro TOEEEEMN D REBRAA T MEMERNSEIREAREERER (AMES)

BER

HERR A T R BRER
FAMRTFL: FroA Z—ANLRE —[HifHRE
R fEt

HEaA A 7 LBEREE
FAMRTFL: FroA4 Z—XNLRE—IIEHRE

R B
SRERA A TR UNE
R fE
in vivo TOEEEM D HRERA A TR ER
FE.T9HX
BERK 0
R e
HEA 4 T LBEKEE
B oy bk
ARl 5a8
R R
HERA A 7 FEH] DNA & it ER
B Svk
HRa %Y AFHERS
R e
EHEMRERRYE - 7TEAA  BUNABEBEMEERERRE L THET I LETER
vk LY,
ENAME
FIATRETERICE DR YNFETERLY,
%
B&fE (Ril)
[ D Zv bk
BE5ZR D BRHRAAFEEBE
3| 24 4 R
fER Do e
ZBiEFa
|l L Sy bk
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
10.0 2024/04,/06 1688401-00017 HEAER B 2017/05/21
BRERZK D RAE LA/ R MNIE)
R 5 B D 2%
Fik . OECD RERHA K54 > 453
SR C B
e D {ER#EIE FTIHEEN LWV EEZZOND,
COYMEITEYMEMNIZFIAREETIX GV, MEZRAT
ARERMEERE LA,
FMAME - FERA D R L BMERICHBVTRAICEL BRAAROBTHAITNAHS

EARIVISUALRUBIRATIL:

[ Sy kb

BEZK . RA

| B D 2F

B5s : 0.067mg/kg AE

fER Do e

2 DRI R

BEZK YN

B ErRE 1948

®’E5= : 0.160 mg/kg AE

fER Do e

HESY

BBRADEZEDEZFTNDEEL,

5

B&fkH (Ril)

HIRICX 3 B E D RERA 4 T —tHREEEEER
B Svk
BE R RS
R E

REDHEE~DEE HERA A T ZRMNE L UBREE
B Svk
BERR SR AATEEE
R fE

2-AFIJ-2 4-RUBR I SH—)L:

EIRICK 3 R E D BB 4 T —HRAEES AR
B Svk
BERE: A AALTEIGE
Hi%: OECD REEHA K54 > 443
R e
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 #E VR B: 2017/05/21
FREDRE~DFE D RERA 4 T —H ARSI RER
oy bk
B ERE: AAATES
ik OECD BRERH A RS54 > 443
R B
HEEEE-TERAAD K D EYERICKDERBICEZEAHLIEN—FUIEESINT
W3,

EARIVISUALRUBIRATIL:

HIRICX 3 B8 C HERAq T ENEA
B oy bk
BRERK KT

4 5E 3: NOAEL: 0. 015 mg/kg AE
fEIR: ZBIMAEFRER, BDLE-REOKRE,
HR: XRRICEEEL, , £ERNI~NDTE,

HREDEBE~DEE D BRAA T BB L VRERE
TR
BRE5RK: KT

Bt - BR'R 31, : LOAEL: 0.06 mg/kg AE
R ESHOFE,  HEIFEHLRLESHE

HEB44 7 2R L UVBRERER

B ovhk

BERTK BR

BT - BRIR &1, : LOAEL: 0. 3mg/kg AE
R IE - BBIRSM,

HEAA T BN L UBRRER

FE oY x

BEREK BR

i - BBIREM, : LOAEL: 0. 15 mg/kg KE
R E-RESEME, . TEMRBDHLNT,

HER44 T 2B L UVHRRER

B ovhk

BERE KT

T - BBIREM, : LOAEL: 0. 15 mg/kg KE
R FERADEE,

HEa 4 T ZREMNBLURRREE

& oy x

RERE #0O

BE - BRREM, : LOAEL: 0. Tmg/kg AE
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
10.0 2024/04/06 1688401-00017 #MEERA: 2017/05/21

BRI - lRREE.,  FEARDHON,

AESEME-TEAA U D BMRRICLDERFAOEBZENRAEICHDS. . YRR
[T& 2 EMMBES S UVEBANDEZENH S - LN
MFESN TS,

FERMRAEE (BEEET<E)
FIRARIRELERICEDCRY DETELL,

B5:
EARIVISUANKRUBIRATIV
e D AFARERT—2ITE I EHERETH LSRR,

FERMEESTE (REFICR)
FIFARRELGRRICEDCRY HFETELL,

B5:

EBART VIS UALRUEBIRATIL:

RED TR D RAFH LA/ SR NIE)
IZR R D RER R BRE EE
FEAAD D RECh=3. XIFREFCBIZKIBEHROEZEDS Fh,
RERSEH

5

Bedfkis (B :

& D 9wk

LOAEL . 160 mg/kg

BE5ZR D ERBRAATEEE

IR ERRE : 90 Days

& AN

LOAEL o>=1 mg/|

BE5ER D BRAFEHLCA/Z R ME)
3| 4 58

Hik : OECD EHERHA KS 4> 412

2-AF -2 4-RUBCH—)L:

2 A

NOAEL : >= 450 mg/kg

&5 %% D BFHIAATEES

IR MR D13 A

Hix : OECD :HE&HA K> 4 > 408
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REF—5y— b

Mometasone Cream Formulation

Apuhlic

-5 ORGANON

RES ETA: BBES BTEIZETH: 2023/09/30
10.0 2024/04/06 1688401-00017 #EERL A 2017/05/21

“BiEFE

2 AR

NOAEL 24,000 mg/kg

BEZK A RAATEIHE

IR ERRE 28 Days

2 vk

NOAEL 10 mg/m®

bR i) WA FLCA/ZR/IE)

i 5= B R 2 &

2
NOAEL
LOAEL
bR i
R 55 e ]
)

i

LOAEL
RE R
R 55 e ]
AR AR 2R

(i

NOAEL
bR )
R & B
1R AR ER

2

NOAEL

B 5%
R & B
TZ RO AR

RAAREH

EARIVISUALRUBIRATIL:

vk

0.005 mg/kg

0.3 mg/kg

#0o

30d

1) 2/\Eh, BFiE, B

9
bl
i

X

0.5 mg/kg
#0

30 d

) oNEh, BYEE, BIE, K&,

AN

0.00013 mg/|

WA #LCA/S R N/E)

90 d

BIE, B, U/\Ei, BEEE,

X

0.0005 mg/|

A # LA/ R N/E)
90 d

. FORR

FaRR

BB, M UoN\ER, B, B

FIRARRELGERICEDCRY DETELRL,

B

FARYVUISUANRIEBIRATIL:
EEE

B, B R MR

B MR, BTEE
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ié;—‘_ a :/_ F Apllhlic
Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30

10.0 2024/04/06 1688401-00017 #E VR B: 2017/05/21

ANEIZH T 2 REEER
B4

2-AF -2, 4-RUB U SH—)L:
[RIcA-t=188

fom A

AL

5%/

EAofisas: IR
FEIK: R

EARIVISUALRUBIRATIL:

ER: T LLE—tR%, BHE WEKX LRERRE BR
fEk, OEADOHE, BEHRDREH BHERE RERAD
#E, HIEFR

R B85, &E

FARY VIS UAILRIEBEBIRATIL:

|li&=

R ERAR AT RE

12. REEERE

SREEM
5

BedkH (7)) :
aEN

SOVIAFEQKEERHY ¢

IZxtd 5&EMH

R KEEYICHT HEN

RSN (BHESM)

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREEEERE: 96 h
7#i%: OECD HERH A K54 > 203

EC50 (Daphnia magna (F#A =< >3)):> 100 mg/l
BREERFME: 48 h
77i%: OECD FRERA A FS 4 > 202

BRAESEEE (Pseudokirchneriel la subcapitata (#:%)):
100 mg/|

RREEEERE: 72 h

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

RAELERE (Oncorhynchus mykiss (=< X)): 1,000
mg/|
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REF—5y— b

Mometasone Cream Formulation

R ZE = WETA:

10.0

2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
1688401-00017 YEYERR: 2017/05/21

SOVAFEOKEERHTY ¢

X9 BFE (BEEN)

2-AFN-2,4-RVBTF—)b:

RSN

SUVIAFEOKEETHEY ¢

X9 HEME

B KEEYICHT HEM

SUOVIAFEQKEERHEY ¢

[Tx9 BEME (BIEEN)

WA T HEM

“BiEtFa
aEMN

SOVIAFEQKEERHSY ¢

(s e aY=—3 3

B KEEMIIXT HENE

WEMIHT HEM

BREEHFE: 28 d

RAREZERE (Daphnia magna (A4 32>20)): 1,000 mg/|
IREERFRE: 21 d

LC50 (Gambusia affinis (A& <)): 8,510 mg/|
BREERFE: 96 h

EC50 (Ceriodaphnia dubia (2 < >3)):2,800 mg/l
RREERER: 48 h

ErC50 (Raphidocelis subcapitata (G#/KME#EEE) ): > 429
mg/ |

BREERFR: 72 h

7#i%: OECD HERH A K51 > 201

EC10 (Raphidocelis subcapitata CGR/KMERKE) ):> 429
mg/ |

RREERER: 72 h

Hi%: OECD HEEH A K54 > 201

RAEEERE (Daphnia magna (A4 3 2>3)): 25 mg/|
MR 21 d
Hi%: OECD HERAH A K51 > 211

BRESERE N9 T 1) F): 200 mg/|
RREERER: 10 d

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERFRE: 96 h
7% OECD HE&H A K54 > 203

EC50 (Daphnia magna (F#A =< >3)):> 100 mg/l
BREERFME: 48 h

EC50 (Skeletonema costatum CEi¥EEE) ):> 10,000 mg/|
BREERFRE: 72 h

EC50: > 1,000 mg/|
RREERFRE: 3 h
7#i%: OECD HE&H A K54 > 209

FARYVISUAILRIUEBIRATIL;
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 #EERE: 2017/05/21

asEn . LC50 (Menidia beryllina (JL/N—HA K) ):0.11 mg/|

BREERFE: 96 h
& AEERFEICS THEMEL

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

MREERFR: 7 d

% BARERFEICH T EMHEL

SOVIAEOKEEEWEY © EC50 (Daphnia magna (A4 3 >3)):> 5 mg/l
[Txd &M BREEEFRE: 48 h

ik OECD ERE&A A K54 > 202

5% ABERMEICETLEEHEL

EC50 (Americamysis (A AHA I R)):> 5 mg/l
BREERFR: 96 h

Bk 7 IHEAMSHHRER

% BARERFEICH T EMHEL

EEEKEEYIIxT 5EM ¢ EC50 (Pseudokirchneriella subcapitata (#&#)):> 3.2 mg/|
RREERER: 72 h
#i%: OECD HERH A FS5 4 > 201
BE AHEEBRBREIZSIT2HEL

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

TUOVIAFOKEREBHBY ¢ RKXEZERE Daphnia magna (#7422 >1)):0.34 mg/|
(x93 5 =M (BHEST) BREERFME: 21 d

7% OECD HBRAA K54 > 211

#E: AEERFEICSITHIEMHEL

M-27494—(k&EREBEEE : 100
% RE (M) )
MEMIZxtT 5EMH : EC50: > 1,000 mg/|
BREERFM: 3 h
HER A A 7 FEIRINH
A% OECD REEHA K54 > 209
% ARERFEICH T EMHEL

RAEZERE: 1,000 mg/l
RREERFRE: 3 h

SRERA A T FEOR N

A% OECD SRER A A K54 > 209
E%E ARERFEICS T EMHEL
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 #E VR B: 2017/05/21
1|

BEY - ofEY

5%

Bedilh (Fil) -

HE R R ZOEETIEALL,

R 31 %
RREERER: 28 d

2-AF V-2, 4-ROB I TH—)L:
Eh\ﬁglli . ﬁ;ﬁ% %ﬁj\ﬁgllio
R 81 %
RREERER: 28 d
Fi%: OECD HBRA A K51 > 301F

FARY VIS UANLRIEBIRTIL:
R O RBR So@EETIEAL,
HofE: 50 %
RREERER: 28 d
7i%: OECD RERH A K54 > 314

Kb THOREM K5 AR 50 %(12 d)
#i%: OECD EBRA A KT 1> 111

2-AFI-2,4-R2BTF—):
-4 %/ — kpEZE#% : log Pow:< 4
(log {E) wE: &

EABIUISVANLKRVBIRTIL:

HEREEN . #&: Lepomis macrochirus (FJ)L—FJL)
£¥EHEEF (BCF) :107.1
7% OECD HE&RH A K54 > 305

n-A494%/—IL/ KnB%E : log Pow: 4.68
(log &)

TP OBEHE
B

EARI VIS UALRUBIRATIV
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 HEAER B 2017/05/21
"I%rﬁchomﬁ ' log Koc: 4.02

TV UBADEEY

JEZY

thnFELE

Fa%L
13. BELDIE

BREESE

RREEY O HABBRAORAIZENMLLST S,

BEME T KAEEH L TIE G S AL,
FELRBR VDL L QBB YHA I LEEEEOEDIC. BRAES

REMILEEEICRTT S
FICHEENMEWNMES, RERAGRELTEET 5.

14 BEELDEE

B FRER
& £ 5% (UNRTDG)
EEZES (UN number) : UN 3077
[E&E#X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)

(Mometasone)
E&E 5 #8 (Class) 9
BB %R (Packing group) o111
S AL (Labels) 9
REREEMN .
fi 228455 (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3077
[E&E#X 4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.
name)

(Mometasone)
E&E 548 (Class) )
BB %R (Packing group) o111
Z~NJL (Labels) :  Miscellaneous
WaiEr (EY#) (Pack- : 956
ing instruction (cargo air-
craft))
WalEr (REH) (Pack- : 956
ing instruction (passenger
aircraft))
REFEH -
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
&S HETH: BEES: ATEIZRETB: 2023/09/30
10.0 2024/04/06 1688401-00017 #EERLB: 2017/05/21
& _E¥0% (IMDG-Code)
EEES (UN number) : UN 3077
E&E#ix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (Mometasone)
E:E5 48 (Class) 9
BB/ ZEHR (Packing group) o111
)L (Labels) 9
EmS 31— K (EmS Code) : F-A,S-F

EEFEYE S - EERY) - BE

(Marine pollutant)

MARPOL 73/78 MIEE Il RV IBC a— FIZ K3 EIoBAMEIh I EEYYHE By - EEZL)
B INn-REOEMAIZITIEZS.

Bl PR
EoREDERGIX. ]HE 15258 I 5.
A DR EHE

CCICRBEATLAEES . BROBMETOLOT, KRRET -2 — FOFRTHRHS
NEESICHABESNEMBOREDHIZE OV TWET, BELHEE. RBFR., Nv7r—DH
A XEMFOMADHRBDEEIZLY . EESIHAREELAHY ET,

REFLAHERHES DM

15. BRZES

BEER

HRBAE

YRR AT, RIS EASE, (3000 ¥ BT S L)
L&EX

BELEME. BERECFVE. BEFMIEEVEICZILEL,
FEREMEE

BEFNRLSILIAED

JEER

WEDHRAIZRITEIRERED

JEER

BEEENLEHARYME

EH

ERFEDEH oN-LEWR (BRFLEYR)
EH
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1688401-00017 HEAER B 2017/05/21
ZEREOROONT-EYHE FTHEHIEEDH)
JESZY
BAMELEBEANITREREVMRUVEEY
EEDLSTEMD 2 JEITHARE9
=z EHE (%) %
o >=60 - <70 i
2 AFI—2. 4—RUBESSA—IL 5210 - <20
@iz~ (1v) 50-<10
‘ RMEERTIRECEVMRUVUEEY
FEESTE (HEITHE 18 &)
23 5%
S5 -
2—AFI—2, 4—RIBZITH—)
|BieF2> (V)

RAFENE (FBRLEERAE 57T £02)
B2

HELEMEEETHRE

JES% Y

$hEFRARAI

JES% Y

m7IILEIénhEFREA

JES% Y

AWEEIPETFHHHRAI

e Y

FRREHEEZBITS - IRE— (EERY)
JES% Y

EVE URIYMEIESE

JES% Y

LY EHHINEEEEEE

JEE% Y

BEHAGRRE

JEE% Y

P& £ 21080 S

JEE% Y

AL g ey

EIRAIE 2, IERBEMETRIRE 1 AEEYE
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REF—5y— b

Mometasone Cream Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
10.0 2024/04/06 1688401-00017 #MEERA: 2017/05/21
ik

FEITHRAIEE 194 FRIRMETIRE 11 TOMODAEY
BESRFRUBLEEOMILICEY 5EE

ERY RN peS
18 f i
e PAONLELEUE 3385 )3

ERAMEICFTZE LG
BEBEYE

FRE R AERN (G - WAFFAD

JES% Y
BEREMBAERE @dE - @A)
e Y
EXDONEBE VERICET 5%
EXREY
COHBOBSITDODVWTEEAS ORY M) —~DEBEIFR :
AICS IE
DSL P
IECSC IE
16. FOHD1EH
AKDS ICHEVNWTHBLRLEEHELZDRINTNERYMEDEENERTDSEAE. BEWETHIEEE
EBHET
5| A3k B#EMT—42. BE#MESDS (CE TSI F—4., OECD eChem

R—R2ILE I VERMIEEYMER http://echa. europa. eu/ D&
RIEE

URIN—=2a UL ERSNEBEBRFANETE 2 AR THRARTIATLES,

BftZ7+—=<v b

Z DL DEEEED £
ACGIH

BAEXGEZR FRER
E)

ACGIH / TWA

ACGIH / STEL
BAEXEEZR (FRE
FE) /OEL-M

#/A/8

KE, ACGIHRFRE (TLV)
BAEXRBLEZR FEREFOHE -1 LEVEDOHBTRE

8 BRI, BRIMETL
AR ERR
R
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ReF—2U—F A

Mometasone Cream Formulation

-5 ORGANON

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

10.0

2024/04/06 1688401-00017 #MEERA: 2017/05/21

ALIC - A—R FSUTDIELFERASA AV RY; NTT - TS5 D)ILEREEME, ASTM - K
E# RGBS bw - (KE; R - AU, ZEFREHE. £ESEENHLESNLIME: DIN -
FAURBHEELE DSL - BERYMEIR L (BF4%); Ex - FED XWORIEERET EEZ
SNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BREKOR TP
—JL; ENCS - L FTZEDEEFLEME ) X b ErCx - FED XUORIGERIFTEZEZLNDK
RHE; ERG - RERWOFEE; GHS - HRBM AT L GLP - HEREEHRE: [ARC - EFF
NATZTEE . TATA - EEMZEEERS, IBC - BRIEFZFHOESKREXD-HDMAMDIEE
BRURKICET 5EFRRMRA; 1050 - 50%fEFRE: 1CA0 - EFREREMZEME: [ECSC - hER
FtEMELR, INDG - BB LERYRRE. IN0 - EFBSEHE, ISHL - FEBREEEE
(BAX); 180 - EfRZR# L#4E, KECI - RERFLFEYME R LC50 - 50%EHIEIRE LDSO -
50%HEE (FHHEE) | MARPOL - MK BFRDMHLD-HDEMRER: no.s. - #I
MBAMNARSN TS LD ZERRC Neh - FURAL NOWEC - EBEEZMHRZERE, NOAEL -
BAESMRZEL AL NER - BEEEZEEFES NOM - A £ 2KEA NTP - XEE
REMTOT 5L NZIoC - Za—D—5 v MEEME AR, O0ECD - BFH HEASMEME, OPPTS
- LEZMEZREMN - 8FHIER, PBT - MMM - ARERENE - AEHEWE) © PICCS - 2
1 VEVLEYEA AV Y — (OSAR - (EEH) HBEEMEE. REACH - LEMEDE
$x. EFffi. 3B WA KL UEE (REACH) IZBI¥ H#RAI (EC) No 1907/2006; SADT - B imEsfZ
BE; SIS - RET—H2Y— b TECl - 2 A [CEAFEQILEMED A VR M TCSI - &E1(E
EMEA R M) — TDG - EEYE®E, TSCA - HEWMERSIECRE) ; UN - E&; UNRTDG
- BRESEIRYEEES. VB - FEICHABRUFEICEERL WHNIS - ERGRIKE
EEMERBRI AT A

ZORET—AI—FWT TDS] EWLWVS) TRETHHEHRUT TRFER &0V 5)1E. KEE
BERICEVWT, B OZEOME. FHR. RUESNDLLETERTHIEHHLIZBIDTT,
AiERIE, HRORETEIRL., FH,. LB, RE. @E. BEERVRRICET I IHAIFURE
LTOAHER SN TEY . WA LI RIEXIIGEREELTEDTEHY FHA. NIERE.
SDS MEBEICRINTWAIHESIN-ARICEATIEDOTHY . YZAEGLAMOES EHAE
HET, RIFTOELRAFTHEASINSEE. AXFIZERLSBVLRY . EMICIEE S UVATEENSE
NHYET, FEGOFEABRMAICEVTIE, AEFRERVUHERBEZERT 515481, FRESL
MOERKRARBIZH THERYAGOBEYLIHEEZESH T, FRERMDERT 2HETOHEDKR
I2HETHAREM[OEFKL., FH, LB, RUREICDONT, BEBEWLET,

JP/JA
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