ReF—2U—F A

Mometasone Lotion Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/10/05
4.0 2021/04/09 1288476-00012 #EER A 2017/02/15

1. E#R R UEHIER

tERDBTR :  Mometasone Lotion Formulation

HicE O AH. FRRUEEES

HBEBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor

Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
HRARREUERLOHIR
HEERE D EER

2. EIRAEEOEN

{250 GHS 2%
1PN E TN D RBa2

RICHT OIEELEGE R © EH2A
R %

BERMWRESFZSEE EREC @ K93

=)
KERERENE RH (18 D RBa2
%)

GHS SRIILER

BRREXIE VR : %I

R EE D fElR

fERAEEMHER o H225 Bl kDB WNEARUES,
H319 3% L BRIl
H336 RS X(XHEL\DEZ 1,
HAT1 REAMEERISSEIZ & > TKREEYIZS M,
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Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 SEVERE: 2017/02/15
IRES REHE:
P210 8. BEDOLD. Kit. BARUHOEIGEN >E X
&, EIE,

P233 BREB|EFHL THL &,

P241 IHIREL D (B MKEE TRARIES R =&
Bd5Z¢&,

P242 KTEZHRESELWIEAXFRAT S L,

P243 BESMEIIX T HHEZXHET 52 &,

P261 S R h/ZETKDRAZEITHZ &,

P264 iR MEIIREZFZ K <ES 2 &,

P271 B RIIBK DB WS TR IFTERT 52 &,

P2T3 IRIE~ADRHE ZEITHZ &,

P280 REFR REKR RERE RE@mEZERAI L&,

[CREE:

P303 + P361 + P353 /& (XRIIE) ITfABELI-EHEE EbLIC
BRINEKEEZLTHCZE, BREEK [RIEFPvyT7—] T
‘S &,

P304 + P340 + P312 RA L1=15E : ZROFHEBLIGATICHE
L, MIRLPTVERBTHRESIESIZE, [ONBVEEE
ERICEKRT D &,

P305 + P351 + P338 BRICA 071=15& : KTHOBEEER %
S5C¢, RzZavE I PLUAEFRALTWTEZIZHE DS
BlENT L, TOREEEEHRTDH L,

P337 + P ERDRIHL K< I5E - ERIDZR FHUTEZIT

5 &,

P391 R ZEEURT B &,

RrE:

P403 + P25 KD R WG TRET H &, ImMLWLWEZAIC
B I E,

PA05 fEfE L TRET H &,

B

P01 REY . BHREARBSIN-DNEBRICERET S5 &,

GHS FEIEE L E LM DERB S
EEGHIERVEBESNDGE | BZIRFEREBREREVMERRT I ENH D,
BEEREOHE

3. MERUHSER

EZEHE - BEEMOR EEY
R4
(=22 CAS &S BHE (% w/w) BHRATEE
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Mometasone Lotion Formulation i ORGANON
RES WETA: BRES: HIESET B: 2020/10/05
4.0 2021/04/09 1288476-00012 #EVERL B 2017/02/15
4y FOELTILIA—IL 67-63-0 >=30 - < 40 2-207
JoEL> s ya—n 57-55-6 >=20-< 30 2-234
EARUTSUANRIBETR | 83919-23-7 >=0.1-<0.25
FL
4, HREE

—fRET FNA R

RAL-GE

REIZFELI=GE

RICA-=5B4&

RARAATIBE

AMEREVERMEERDOR
HERGHIREIR
WREEZY 2EDRE

EEICH T DHFFRTTERE ¢

FHOBEL, RHNT ChENE SEELCEEORRE
2115,
EROESI BB, FLERMABHIBEE. EFOETE
2113,

WLAATZISE. BT ESDGEIAZET 5,
ERELEEZITS,

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

EELEEZ(T5,

BEADRICKREXS,

HEBERT DHAICERITES.

EALE-EE, EBICZEDKTLHECED 15 SEIB %%
LR,
HEICTERHEICIE. a4 FLUXZERY ST,
EELEEZI(T5,

MARAATZEZE . BEBICHAELL,

EELEEZI(T5,

KO &L<LTT L,

58 UVER R

REXIEHELDEZEN,
HHBMAREEIELDREITEEFILL., HEINTULSLRER
EHEKREZFERITLHILE, BEOTRMENHDHIGESIE. HEHSD
YR EAREEEXZSEO_L (B8 %#SHE) .
IEBBEEBLIUOMEREEZZTHI L,

5. KKFFDIEE

Y75 H K F

0 TIEAR B 7R LVHKH
HHEORIKRAEN

KIEE

fit 7 JLa—)LEH kil

bRz (C02)

3K H A F

REFHIK DK

BIRKIZCK BB RIE, KEABLLL G YRVALIZY T
BDT, 7o TIIELEL,
NEYDIEBICHh-YBEKNAREZ 5D,
RRTEREEEGELTEBREMICHELIZENDH D,
RIEERYD~DBRBIIBEICEZRIZTEELH D,
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Mometasone Lotion Formulation

RE= WETH:
4.0 2021/04/09

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/10/05
1288476-00012 #EER A 2017/02/15

HERGERIEY
BEDHXEE

HRZEITSEDRE

RFREIEY

BUGORR & BDRKEICIE C CGEYIAHAFERZALS,
KAHDBREAAT H=DIZKEEET S,
RETHNIEREBEI VT FERKBEIN ST,
RN RBESEDZ &,

KKBFIZIE, BIXMRBFEERT 5,
REEZFERAT 5.

6. IRHFDHEE

AKIZT 5 EEHRH, RiE

BERUVRAREE

REICHNYT HEEEE

HLRAHRVRHEDFERD

2

HEDHEKNFRELGDHLDERYRRS,

RAEZH8IT 5.

REEZERAT 5.

REGWMYFZLDT FNA R (HB T ES]R) O, BARE
BO#RERICEN (IRE 8 Z23H) .

REBE~OHREEZRITEH L,
REFZHRALTHLE, NPT EFEIhZELEDS,
LEHICEEDIDEHSC FHLRAOFELIEA AN THE
12& %),

FBRINFRSEKEREL. UHT 5,

TRHEMNE L EURTERWMGE(EX, A BARKICERT 5,

HERIEZFER L TAIELZS AL,
FEERRIM TR EE S,

HRA/BR/ SALEKRTL—Czy bTHIZS (BRET
%) .

ZEICZENT-BE. HREZECFOHEYLH LAOFE
ZELT, BALHEWVWKSICT S L, BHRIRICHERALIZE
MERVITRWVEIFRIENTEZEEIZIEK, BURLEY
BEBEUERBRRNIZRET S,

REME B GRINFITRET S &,

AESEHRE. BRETHEICIE. EAEARSIUVEDR
AlIZfE->THIEBT Z ¢, TORBICERIA-MEIZDOUL
THREKTHD., EORUNEREINEIHNEHERT IHEN
H5,

AKSDSDIERB 13HELVLI5IZHENT, MABAARSEIUVED
EHRFIOREDHY

1. BEVWERUVRELOIEE

ks
BitTrg o R
BFrEER, £FBRK

FLEHLERVRERBEDENDRENRESHE,
THRHBRENTETHRWNGEIE. BAAEKEEXFERLTLE
=LY,

HiRE D [EX#R. BRREE. BOARSRLLEOME] =F
Ad3Z¢&,.
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Mometasone Lotion Formulation

RE= WETH:
4.0 2021/04/09

BEBES:
1288476-00012

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/05
#EER A 2017/02/15

ZENEEEIR

RIBORMRIZFFITFEL,

e i [ ¢
BAEXE

EMEZIEHE

RERRROVEMH

SAMBROBRAZETDHI L,

BRAAFELY,

ARE DEfMZERT S,

BkWRIIREZLCHES 2 &,
BISBREREDHKRICE DS, EXEHOHERLUREHED
FITHEICHVVERYKES &
HRAIEZFERLEFAIERE S,
BREFRALTECIE,

B EBREODLEOD., KE. BARUHOBEXNENSES TS
E. BIE,

HESHMEICH LTFHREFEE LS L,
FNOEEMEHILEL, BE~AOKHBEER/NMRICTEL5E
295,

E& L&
BEOFEADICIEEDE~DIXL EOFARESELH HIHEI.
EEBRROELICTA TSIV VT VRTLBEIUVRE D Y
D—%#HREL TS,
FRABIRERUVEEZZILT 5,
BRINF-KRIEIBERT HRIISEET S &,
T7o)TAOMBMEARL—LavIZk, To9=F7a
vhkao—)L, BUGEANERE. BULGKRLES LUVE
EBREFIE. EXFAER. EXERLEERFOFERDL
Ea—%28OCRENHYET,

BHESRILODW=BH/IZANTH <,
EiELTHRET S L,
BELONYED S,

FELL, MRORWEFITRET 5,
BFEOREIZH->TRET S,
BOEMNENSRESITS,
ROBIEHE V- L LIZTREELLGL
ER1E T4 B A

FRAE TR A

BSRVWHE: FMRAGL,

8.

X< BHLERUVREBIEE

EERRBICETIRABRERR/HFRRE

D%y CAS &S 1R (BB | EERE /AR | H#
) £
AV 7RELTILa—IL 67-63-0 ACL 200 ppm RfE (B
=)
0EL-C 400 ppm BAEXERLE
980 mg/m’ & GFaR
E)

5/23




ié;—’_a :/_ F A’uhlic
Mometasone Lotion Formulation i ORGANON
RES %I BEES. STEET A 2020/10/05
4.0 2021/04/09 1288476-00012 DEERB: 2017/02/15
TWA 200 ppm ACGIH
STEL 200 ppm ACGIH
EARUU IS5 oA RUE | 83919-23-7 | THA 1 ug/m3 (OEB 4) | AR
IXTIL
HimER: KIS
| {EEY SR | 10 pg/100 cm* | AIED
S PNBERERE
e (SEZ |[HEME |LDEN |RRENR |BEEE 4R
S RFEA
AU IOELTILa— |67-630 |7er> |® EOEE |40 mg/| | ACGIH BEI
L DIEEHR
THE

REER
M FARER

TANE—84T
FORER

HME

"5

RORER

RERUVEAEDRER

Hin, REEBSLVRELZRETHD. £2T00=F7) Y
JEBIHRMBHRFICEVERSN., WP ESICHVERESH
BHENBHYET,

[RAI. FABIKE TIXERY FEHENTLEEE,
HA—XTAERX AT LIMIGIRMEZFEALET .
EBRETHMYRSIHEEEF. T7OYVILELT BAEEEEZDO L
TWai=H, BRI LN FE—TT1FvEFRY k.
BEI7— FBLEUZFDEIDIMEI TN, REBEYIFERALE
T, COAEEENGEWNMEE. AV L1 BLLERUF R
v TETRYFEWLNET .,

HIRE D [EX#R. BRREE. BOARSILLEOMKR] =F
BT3¢,

BYGBAHSEENFATERWNGS, FXEEFHE
THENA FSA D OHEANDE L BARSNIZHEIL, P
RFREREZHERALEL &S,
WHFREAREAIAOES 1T

M mEFR

FREZETERTHALEERFLEL LS, ERIIARA
HT., FOREEDBRICEEZRITIAEELHY 9.
Y4 Fo—IL RFEREREDL LLIEZT—IILEEFRT S,
FEREL L IIHEERICROZVMRE, S X+, T 70Y
W ENRET HIHEF. BRIV ILEERT 5,
MLA. SRk, 3LCIEFI7OYVILICEAEEZESLOEINS
AR HBBERIE. FJ—AL—ILFEL LLIZZFDEHID
L7z —RBOTOTIavEFRBLELLS,

A= TA4A—LH LLIEIEBRERAI—FEBEHALEL LS,
MEREAZBHLEWESIZ, REESNDIFZIRVICEITE, (K
EBOSH—AUbEEMLTHERALELLS B, RY—T
Lywy, T70Y, RFR, FMETR—YHE) ,
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Mometasone Lotion Formulation

R EE =

4.0

;ETH:
2021/04/09

BEBES:
1288476-00012

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/05
#EER A 2017/02/15

BRINEAREDOHIKRRER CERIXBEYEHFETITO

TLHESL,
9. MEHR EFHINEE
IR A n—vay
= ®me, BY, ET, $BY
o F—8hL
2LOLEL @B F—aiL
A RER F—auL
BRARSNEARCHEEE © FsuL
At (B, S e

AR GRIK)

AN BIKRSHR)

BRETRARVERELRR AIARR

BAEFHE D LR / AT LIRIE
BREEFEO TR / A TIRIE

EIPC

BAENERE

R
BHaE (ENGTEER)

BERE
KB

n-#449 4%/ —IL/KoEEi&RE
(log {iE)

Rt

F

7

A

ﬁ
BERV/ X(THEMBE
k

>

F—a1L
F—a1L

18.4° C

ik BRARX SR AR

F—a1L

F—aHL

F—aHL

7123



REF—5y— b

Mometasone Lotion Formulation

Apuhlic

-5 ORGANON

wES  3uTA: BIBES: #UIEIRET B: 2020/10/05
4.0 2021/04/09 1288476-00012 MEERLR: 2017/02/15
HE F—87L
HAXH R F—8hL
IRRHHE FIRFE
BALHHE AUREHILENE L LTESBEABL,
TR e
T
HFHA X e
10. REMRCRGYE
RIS RIGHBRE L TEABEAEL,
LR EHORETIERE.

fElRAE RIS AT REME

SINMEDFWVEERVESR.
ARIEREBRREMESYERAT S EDH D,
BOBRILERIERIET S ENDH D

BT HNEEN B, K. KTE

EfERME ERAE

fERAE G RRERY BRAZELGOBERMIEH SN TR,
1. FEHEHER

AREMEDHLRERBOER

AEEL

%A

B2 IS HEfi

B
RICA-T=15&

FIFATTRE G BRMICE DR Y AFETEHLY,

%

4y 7o )L7ZILa—)L:
AafsEr #@o)

2EEE (RA)

2EEE BR)

JoEvrySy)a—):

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

HERIRE: AR

LD50 (*4%): > 5,000 mg/ke
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Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 SEVERE: 2017/02/15
apsl (E0) . LD50 (5 k): > 5,000 mg/ke
2HE% (RA) : LC50 (). > 159 mg/|
IRERM:4 h
SERIEIE MLA/I X b
apEl (ER) . LD50 (94%): > 2,000 mg/ke
FHRAL b COMEEEESYIEEIED R ES L E
Ly,

EBEARIOIZGUVANRUBIRATIL
SME% #E0) : LD50 (5 v k):> 2,000 mg/kg

LD50 (%2 X): > 2,000 mg/kg

2ME% RA) © LC50 (T k): > 3.3 mg/l
BREERFME: 4 h
HERRE MLA/SX b
HEEZ: CORETEHRTIIERINTLVEL,

LC50 (R R):> 3.2 mg/l
RREERFRE: 4 h
HEBRERE MLA/S X+

2EE (FOMmORK) D50 (5 v k): 300 mg/ke
BERE KT
FEJR: PR PR &
REBEEYE. /Rt
FATTRELIBRICE DR YNDETERLY,
5%
4y FabE)IL7ZILa—):
| i L =S
fER D REREAL
JoEvrySya—):
& A =
A& : OECD :RERH A K54 > 404
IR D O REREAL
EARIUISUALRUBIRATIV
| & YA =
fER D REREAL
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§ é 7-’_ a :/_ F Apllhlic
Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05

2021/04/09 1288476-00012 SEVERE: 2017/02/15

RIZHT S ERGRENE RRIBE
58 OBRRE

%
A4y 7aE)L7ZILa—);
| i L
HER D IRAORE., 21 BURNIZEE
JoELvySya—i:
(Ed Lo
fER D IRAOREAZ L
Hik : OECD :RE&RH A K54 > 405

EARIVISUALRUBIRATIL:

|E L

R D BRAOREAE L
PRI 28 B VR S I3 B2 1 R4 1
REREH
FIATRE T ERICE DR YNFETERLY,
0% AR R VR 1
FATRESERICE DR YNETELHLY,
5%
4y FabE)IL7ZILa—):
HERA A T . Ea—5—%
REODTHEK D RIS
& CEILEY R
& : OECD =HE&HA K51 > 406
fER Do e

JoELrySya—)i:

SHER R A T D REFIURAE—Ta VAR
REDTRE D RIEYEA

[ D EILEY R

tER DR

FABRYVISUAILRIEBEBIRATIL;

HERA A T D RFIURAE—Y 3 VERER
RED TR CBR

2 D EILEY R

TFTERAAD D EEEBBIEIEEL,
tER Do e

10/ 23



ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021/04/09 1288476-00012 DEERB: 2017/02/15
e : guinea pigs ZRAWEHERIZEL Y. KYBIXFULEERMESE
MBETHAZENTEIND,
SEMmERRYE
FIE AR A SRIC S IR Y ST =400,
0%
4y 7aE)IL7ILa—):
in vitro TOBEEM L HERA A T BAEME R B BRI R EER (AES)
R 2
SREESZ A 7 in vitro HELEIMRAEIEFEERE
4. [ats
in vivo TOEEEM L HERA A T BLBMARMEMERER (in vivo MIBEHR
E%)
FEBTHX
SR BERNES
R 2
JovELrygya—):
in vitro TOREEM L HERA A T BAEME R B EREAT R (AES)
R 2
in vivo TOEEEN L RERA 4 T BWILBMRMBRMERER (in vivo MRS
BR)
vy
$ 5 4R PR MR SE S
R 2

FBARVISUANLRUBIRATIL:
in vitro TOEESME D BEBRA A T MEMERANSERERE RS (AVES)
R fEt

HEgs 4 7 LBEEE
FTAMRT L FroA4 Z—RNLRZ—[MfHE
R E

HER2 A T R BRERE
FAMVRTFL: FrA4 Z—XNLRE—IRERE
R B

REBEA T TR VNE
R E

in vivo TOEEEM D BB 4 T ER
B YR

11/23
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Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 MEER B 2017/02/15
SRR 4R
R
HER A AT REKRE
oy bk
AR B8
R e
SER S A T R H DNA AR
Eov bk
{HRaEY: RFHARS
R 2
AT RER - TERAA © BUAE EBMRERATREL L THET Ao LIETER
2k L,
ENAE
FIFRTTEEAERICE S <CBY SETEAL,
5%
4y 7aE/IL7ILa—):
& . Zvk
AR S DORA GER)
A 5 B ;104 58
ik . OECD SAERH A K54 > 451
FER =1 i

JoELvySya—)i:

& o Iw bk

B E5RE% D BFAIAATEEE
IRERRE 2%

fER DR

FABRYVISUAILRIEBEBIRATIL;

2 D Zw b

B 5% N

| e 2%

BEE : 0.067mg/kg KRE
tER CoEt

2 DX HRA

B E5E% N

| EiE 194 A

B’E= : 0.160 mg/kg A=
tER DR
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Mometasone Lotion Formulation i ORGANON

&S ETA: BEBERS: BTEIZRETA: 2020/10/05
4.0 2021/04,/09 1288476-00012 FEERA: 2017/02/15
HESEY
FIATREGERICE DR Y NETEALY,
%
A=l =
HRIC I B8 D HRERAq T CHRAESEHER
oy
BERIE SR AATEIEE
R fE
RERODFEE~DEE D BB T ZRMNELUBERE
Eov bk
BEREK AP AATEEE
R fE

JoELvySya—i:

FIRICK 3 588 D BB 4 T ZHARAEES R
B9 X
BERE A AATEEE
R et

REDRE~DZE HEAA T BN L UBRRER
YR
BERE: RAHAATEEE
R et

%}97z75>ﬁ»tzmeT»

FIRIZR T B 8% D HEBRAqA T EREN
B oy bk
BER® BT

S 5B H3: NOAEL: 0. 015 mg/kg AE
EIK: SRINAEERER, BALLEBREOAKE,
!f‘t% Xﬁilhg:%n o EEyE jj/\o)gﬁg'g‘o

BEROFEE~DEE D RERAA T ZBEINEXUVUBRES
B YvOR
BEREK KT

B - BB &1, : LOAEL: 0. 06 mg/kg AE
HR EEtosE,  HEFVHELRESN

HER44 T 2B L UVBRRER

B ovhk

BERER B

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

HEBRYA T ZREMNE L URRERE
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 SEVERE: 2017/02/15

B ooyx

BREEK &R

Bt - BR'R &M, : LOAEL: 0. 15 mg/kg AE
R T - RREEM, . TEISABHLNT,

HEBA4 T BN L URREE

B oyhk

BERER KT

Bt - BRIR =1, : LOAEL: 0. 15mg/kg AE
R FERANDEE,

HERAA4 T BN L UHRRER

FE ¥

BE5F% &0

IE - BRIRE=1, : LOAEL: 0. 7 mg/kg AE
R E-BREEN.  FELRDOLNT,

AESE-TEXAVE D BYMERRICEDERBAOEBELENAEICHDS, . BYER
[C& D EMMBRE S UVEBANDEZENH S - EN—H
SMFEEESN TS,

FERMRBSTE (HEIT <R

EAXEHEVNDE TN,

%

A4V 7RELT7IILa—)L:

lI72zx 2>+ L BEXEHEVLDEZEN.

FARYIOISUANLRUBEBIRTIL:
|liE= L AFAEET—2I2ENE. BRONERD

FERMRBSTE (REFI R
FIRARREGERICEDCRY DETELRL,

5%

EARTVISUALRUEBIRATIL:

REDTRE D IRAF LA/ R N/TE)

IZRONE RS D RER HE BE OEE

TERAAD D RHEIIChES, RIFREFCEICLIBEOEZTDE Fh,
RiEREEN

%0

4y 7o )L7ZILa—)L:
|l L Fy bk
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Mometasone Lotion Formulation

Apuhlic

-5 ORGANON

&S HETH: RIARE HIEIRET B 2020/10/05
4.0 2021/04/09 1288476-00012 WEMERLH: 2017/02/15

NOAEL 12.5 mg/|

BRERZB wA GER)

RS 104 5@

JoEL>Sya—i:

& Sy kAR

NOAEL 1,700 mg/ke

BRER® MAAATEBE

R 2 &

2
NOAEL
LOAEL
5K
i 5= B R
IZ RO AR

i 5 B
(LA

2

NOAEL

R EREH
R 55 e ]
OIS

i

NOAEL
RE R
R 55 e ]
RN 2R

2
LOAEL
B 5RRE

RAAREN

EARIVISUALRUBIRATIL:

vk

0. 005 mg/kg
0.3 mg/kg

#0

30 d

1) /\Ef, BFhE,

E=m
m
¥
Bl

PN

0.5 mg/kg

#0o

30 d

1) /\E, BFhE,

E‘=I:II
m
¥
T8

vk

0.00013 mg/|

WA # LA/ R /IE)
90 d

. PR

. PR

BT, W, U oNE B BRE BR TR MR

X

0. 0005 mg/|

WA #LCA/S R N/IE)

90 d

BIE, B, U /\E, BEEE,

FIRARRELERICEDCRY DETELRL,

%

FABRYVISUAILRIEBEBIRATIL

|EEE

B, B MR, AT
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REF—5y— b

Mometasone Lotion Formulation

Apuhlic

-5 ORGANON

&S ETA: BEBERS: BTEIZRETA: 2020/10/05
2021/04/09 1288476-00012 FEERA: 2017/02/15
AEIZH T HREBEHER
5
EARIVISUALRUBIRATIL:
®A DOEK T UILX—MEK, HEE WEX LERERPEE, B2
e, OEAVOAE, BEH0REA HEHERE SERAND
& HIEFRR
R S HEfi IR BT, BE
By

FARY VIS UAILRIEBIRATIL:

lli#=

R BRI RE

12. RIGELEHER

EREEN
%

4y FabE)IL7ZILa—):
y: &k

SUOVIAFEOKEERHEY ¢

(s e aY=—3 3
WMAEMIZHT HEN

JoEvrySya—):
y:E-1kd

TUVIFOKEEEHDY

IZxtd 5&EMH

R KEEYICHT HEN

SUOVIAFEQKEERHY ¢

LC50 (Pimephales promelas (Z 7w kAw K2/ 1)) 9,640
mg/ |
RREERER: 96 h

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

EC50 (Pseudomonas putida (¥2—FEF+ X - TFH)):>
1,050 mg/|
BREERFMAE: 16 h

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

EC50 (Ceriodaphnia dubia (2 <> 3)): 18,340 mg/|
RREERFRE: 48 h

ErC50 (Skeletonema costatum (E;¥EEEE) ): 19,300 mg/|
BREERFR: 72 h
ik OECD ER S A K54 > 201

RAEZERE (Ceriodaphnia dubia (22> 3)): 13,020
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 MEER B 2017/02/15
%9 &M (IBHESMH) mg/ |
MRS 7 d
MEMICHT HFM D BRKEFZEREE (Pseudomonas putida (Ya—KEFR - FTF

A)):> 20,000 mg/|
BREERF: 18 h

EARIVISUANKRUBIRTIV

y: b= : LC50 (Menidia beryllina (JL/S—H4 F) ):0.11 mg/|
RREERERE: 96 h
BE REERRBEICEITI5HEL

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

RREERERE: 7 d

% BARERFEICH T EMHEL

SOVIOEOKEEEMEY © EC50 (Daphnia magna (A4 32 >3)):> 5 mg/l
[Ixd &M BREEEFRE: 48 h

7% OECD ERB&RA A K54 > 202

5% ABERFEICETLEEHEL

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

ik 7 IESUSHRR

&% AMERFBICETLIEHEL

EEEKEEYIIxT 5EM ¢ EC50 (Pseudokirchneriella subcapitata (#&#)):> 3.2 mg/|
REEERERE: 72 h
Hi%: OECD HERH A FS5 4 > 201
BE AHEEBRBREIZHITS2HEL

AEMN (BHESH) D RREZERE (Pimephales promelas (77 v Ay KX/
r2)): 0.00014 mg/|
RREERFR: 32 d
Ji%: OECD RE&AA K54 > 210

SUOVIOFEQOKEEEHEY . RKEEZERE (Daphnia magna (A 2> 0)):0.34 mg/l
IZxtd &M (IBHHEM) RREERERT: 21 d

A% OECD HE&EH A K51 > 211

HE: BREERFECSTLIEMEEL

M-27494—(k&EREBEEE : 100
" RE (M) )
MEMICXT DEMN : EC50: > 1,000 mg/|
BREERFM: 3 h
SRER AR A T FEOR N
7% OECD HE&H A K54 > 209
% ARERFEICH T EMHEL
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 MEER B 2017/02/15
BAMEERE 1,000 ng/|
RREERERE: 3 h
SHER R A T IR TG
J53%: OECD SAERHA K54 > 209
B RRERREICH T HEMEL
BEY - ofEY
5%
4y 7aE/IL7ILa—):
Rt R AR
|Bob/cob . BOD:1.19 (BOD5 (5 HUANIZHALZMEEFREK) )COD:

2.23BOD/COD: 53 %

JoELvySya—i:
RN L R SofEE,
H£9E: 98.3 %
AREEREE: 28 d
7% OECD :HE&AH A FS 4 > 301F

FBARVVISUANLRUBIRATIL:
R D RBR So@EETIEAL,
HofE: 50 %
REEERER: 28 d
7i%: OECD RERH A K54 > 314

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

ERERKE
%

A4V FRELTILa—)L:

|n—7J"J 5 —IL/ KBRS log Pow: 0.05
(log {#)

JoeErydya—n:

|n—7J"J 52—/ KSEFEE : log Pow: —1.07

(log &)
EARIVITUANKRUBIRTIL
ERERMN . F&: Lepomis macrochirus (FJ)L—=)L)

EWiRMEEF (BCF) :107.1
75i%: OECD HBRAA K54 > 305
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES %I BIMES- STEET A 2020/10/05
4.0 2021,/04/09 1288476-00012 SEVERE: 2017/02/15
n-F49%/—JL/KDE%RE : log Pow: 4.68
(log {iE)
TiEDOBEYE
0%
BABRYVISUAILRIUBIRATIL
"I%iﬁﬂl:@h\?ﬁ : log Koc: 4.02
TV UBADEEY
ey
thnBEEFLE
F—shL
13. BELDIE
BREESE
BREEY LM EAKOBREIHLMLS T B,
ERRER Uk L EOBRBE. UHA I LEREREQEDIZ. BAES -

BREYWIBEEIZRFTET 5,
HRBRYMDEAITEORF[IIERLZAREELAHY £
CODEHIBBEBICEAZLTY., YIoF-Y., [FAFEFMFFL
=Y, AoftIFLizY., FULTRZHITHY., #lF=Y,
BO%, KEDLLLIZZDEFLIDABREMEICSSSIHINT
CEEL, BROREGESEHEZSITREIITAEELADY ET,
BICIEENEWVGES., REAMELTEET S,

14 WX LOEE

I A5 1

R L #% (UNRTDG)

E:EES (UN number) : UN 1219

EE#ix4 (Proper shipping : ISOPROPANOL SOLUTION
name)

E&E 548 (Class) : 3

B2 M, (Packing group) b

ZRJL (Labels) : 3

fii22%;% (IATA-DGR)

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

E&@#i% 4 (Proper shipping : Isopropanol solution
name)

E&E 548 (Class) : 3

2R (Packing group) o1l

Z AL (Labels) : Flammable Liquids
WaEr (EYH) (Pack- : 364
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES HETH: BRES: AiIE2RET B: 2020/10/05
4.0 2021/04/09 1288476-00012 #E{ERKR: 2017/02/15

ing instruction (cargo air-

craft))

WEiET® (REH) (Pack- : 353

ing instruction (passenger

aircraft))

& L &)% (IMDG-Code)

E#EZS (UN number) : UN 1219

EE#*E 4 (Proper shipping @ ISOPROPANOL SOLUTION

name) (Mometasone)

E&E 45 %8 (Class) : 3

R (Packing group) c 11

Z ~)L (Labels) :3

EmS 33— K (EmS Code) . F-E,S-D

BEERME Y - FRY) %Y
(Marine pollutant)

MARPOL 73/78 Hif®E I1 RV IBC I— FIT& (L oEAMEShIEAEME (B - EHKY)
s S KEBORRITITIZRL,

&l PR il
EoRHEDERFX. BB 15E228I 5.
R DOREXE

CCICRBEA TV DEES . BHMOBMETOROHT, AZET -2 — FOHTHEHRS
NEESITHABESNE-MBOBFEDHITEINTWET, WEHEE. REFER. Nvr—2H
A XEMFBOMADHRBDOERICEY ., EREINSAREELIHY FT,

15, BRAZES

BEER

HRhE

548, F—HIME, FKBERIE, (200 ) v bL), BRFR I
L&EX

BEfILFEYME

x4 =

A4V 7aE)LFILa—)L 102

Jany—1, 2—CFH—) 106

HBRE/EE
BEFNRLSILIAED
JEER
BEDHTERITENEZHED
JEER
BEEENLEHARYME
JEER
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RET—HAI— b A
Mometasone Lotion Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/10/05
4.0 2021/04/09 1288476-00012 #EER A 2017/02/15

ZERREORBH oh-LFYE (BREFELEHE)
JEER

ZERREORBHoN-LFYE FHRELEFHE)
JEEZ

BAMFZENTRERRVRUVEEY

EE ST &N 2 FEITFHRE 9

[ L4 5 EHE (%)

lZoerzia—n 494 >=30 - <40

AHEERTIRELRVRVEEY
EE S &K (FBITHE 185%)

Rz =

IZeErzra—n 494

BHELFYEEETFRRA

S

S EFRARAI

S

M7 ILEILSRhETIHRA

S

AWEXIFEFERA

E_BARERE

FEBREMEEETE - ARE— (EEY)
5l REDY

=R URIMEFE

IR

EEMEHHITEEERREE

S

BEHRABRRE

JEEL Y

X300 b S

JEEL Y

fnfR £k

EHRAIE 2, 3 ZERMERAKRE 11 51 RALE
225k

FEATHRAISE 194 £ERMERAKE 11 5LAMERIE
BEFLERVBLELEORILICET 5%

(5 FEAHE D BERIEMECH)
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ReF—2U—F A

Mometasone Lotion Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/05
4.0 2021,/04/09 1288476-00012 MEER B 2017/02/15
& & danaE L BEELEYME
FER U RFE IR &
MREMBMERE EE - #AZT)
Y
HEMRERMBEERY (@Y - #AZR)
iy
BEEVOLER VERICEAT 5%
BAESEEEREY
COHBORSICDODVWTEEAS VRY M) —~DERHIFR :
AICS LR E
DSL S
IECSC R
16. ZDMOMHEE
e g
5| FA 3Tk D BHEfTT—42 . EMESDS [TE I F—4 . 0ECD eChem
R—2ILEIVERMILEYMER http://echa. europa. eu/ D&
RRER

URIN—2a U o EBSNERBREAXETE 2 AR THRARTIATLET,

Bfft7+—<v bk . %/R/H

TOHDEBEDEX

ACGIH © KE, ACGIHPRSFBEIME (TLV)

ACGIH BEI © ACGIH - £ MRZEIEZ ( BEl )
ZEE (BEEEE) D EERBIMEE. BEESHILIES
BAEE(/4ETE (FFE | BAEER4ERE HREEZOHE -l tEVEOHBTRE
E)

ACGIH / TWA o B M. FERIMEEH

ACGIH / STEL D EREMRERA

REE (EEEE) /ACL . BHEHRE. £2ERE
BAEXEEFER FRE | RAHBREE

&) /0EL-C

ALIC - =R FZUTDIFRLELZERAOAD MY ANTT - TS DILEREEHE, ASTM - XK
EMHHRGS b - KE R - EH M, TERRE. EEEUELH L ESNHME: DIN -
FAUMRBHEELE DSL - BERYMEI R~ (BF4%); Ex - FED XWORIEERET EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRBRRKOR TP
—JL; ENCS - L BEDBEFILEME) R b ErCx - FED XWORIEEZRIFTEEZONDH
K&, ERG - RERLOFEIE; GHS - HRFM T L GLP - HEREREMRE: [ARC - EFF

22/ 23



RET—HAI— b A
Mometasone Lotion Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/10/05
4.0 2021/04/09 1288476-00012 #EER A 2017/02/15

MATRZEHEES; IATA - ERHMTEEHSY; IBC - BRIEFRDOIESHEEZD-HDOMMDIEE
RURIEICET 2ERREA; 1650 - 50%EERE; ICA0 - EERRBMZTHES, IECSC - hEIR
HtEME L% INDG - ERELEKRYIRIE, IN0 - ERBEME, ISHL - 3 EBX2EEE
(BXK); 1S0 - EFZE4{eHE, KECI - BEBIFILEME LR, LG50 - 50%HIEEE ., LD50 -
50% 5t E (FHEIEE) ; MARPOL - MAFAIC K BB DHIED=HDEREF; n.o.s. - I
MBDBRENTWLDEDZERRC; Nech - FUEE] NOAEC - BMEEMHFEEE, NOWEL -
BEEMFZELANIL, NOELR - BEEUFEER/EIE, NOM - A x> a2KRA; NTP - KEE
REME IO 5L NZloC - Z2—P—5 2 FItEWE SR, 0ECD - &FZHEIFMME . OPPTS
- EEMELREM - AERLR, PBT - #ofMEMEN - £AEREM - 5% (WE) . PICCS - 7
A VEVIEEMEAS AN F)—; (QSAR - (EEM) #H:&EEMHES: REACH - L EDE
$%. FTME. 3R WHLUEE (REACH) (B9 53#RA| (EC) No 1907/2006; SADT - B2 hNE7fi#
BE, SDS - BRET—A2— b, TCS] - BEILEMEA R ) —; TG - EIRYE@E;
TSCA - BEEWMERSIE CLE); UN - EE; UNRTDG - ERSES B EE1S; vPvB - JEEIC
$HOMEVIEBICEETEN, WHNIS - FEBERESUHDERBRRC AT L

CORET—RI—FUUAT TSDS) &0V3) TRET HFMUT TRFEHI &0V D) K xEH
BERICENT., BHOKEOMNH. FHR. RPESDLETERTHLHEHIHLEZLDTY,
AEHRIT. BROTEGEEL. A, LB, RE. @E. RERVFRRICETISAMF R E
LTOHAERSNTE Y. WA BLIRARIIHRERIEZELTHLDOTEDHY TEA. RIFHIL.
SDS DEEZICRSN TV AIRESNHAICEHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETORPTHEASNDEE. AXFRITERNGVRY . BRICEAESEOATREMS
BAHYFES, AEGBOEREFEMICEV TR, AERRVHERZTEZERY S5/, TRES
MORBRBERBICETHERHEMOBEY LT ZEH T, FRESMUDOERT 2HETORENKR
LHITHARHBOEKL., FA. LE, RUOREIZOWNT, #EEWET,

JP/JA
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