RET—HAI— b A
Mometasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

1. E#R R UEHIER

tERDBTR : Mometasone Cream 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
4R ik & UME A L 4l R
HEERE D EER

2. EIRAEEOEN

{250 GHS 2%

RICHT 2EELEGE R © E22A
R %

KERRAEE RY (18 R4 2
%)

GHS SR EFK

feREAXIET VR : %|

R ML EE 25
fERAEIEER © H319 3& L BRI

HAT1 REARITRISSE S K o TREAEMICE,
FREE

REXER:

P264 IR RISE & <5 T &,

P2I3 IREBE~DHREZ#(T5Z &,

P280 {REERREE REmMETERAT HI L,

HREE:

P305 + P351 + P33B ERICA - 71-15E : KTHOBEERERE
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Mometasone Cream Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

5C¢, RZaAVEY FLUAXEZFERLTWTESIZHE SIS
BlINTE, TORILEKEREHRTAH L,
P337 + P13 ERDREMN R I5E : ERMDZR/ FUTEZIT
52 ¢,

P31 R ZEERIURT B &,

B
P501 NAEY., BRZEZARDBIN-VEERICREST S &,

GHS T EICRZL L ELWMbDEIRAEE

HMEGZL,

3. MERUHSER

EZEHME - EEMOR EEY
5%,
=22 CAS &= Z2HE (b ww) BEHRARERE
B

BHein (B 8042-47-5 >=60-<70 9-1700
2-AFI-2,4-RUBOF—)L 107-41-5 >=10-<20 2-240
“EBiEFE Y 13463-67-7 >=1-<10 1-558, 5-5225
EARVUTSUNIARUETR |83919-23-7 >=0.1-<0.25
T

4. HREBE

—fREIT7 K/NA R

RALGE

REIZFELI=GE

RIZCA--1B&

RARAATIBE

FHOBEL, BANT ChELE ERELICEEOBRE
2115,
ARSI CBE. ELAENASHEBE L. EMOETE
2115,

RWRAALZIBE. FLCERDER~BET 5,
ERLEZRIT5,

BEMLSEE, ELICREZAITALESEDKTENRT.
BERLERBE S UVHZR <.

ERLEZRITS,

BERDHIICKEBZRE S

HEFERT HRIICTERICHES,

BEMLEBE,. BELICEZEOKTAECEDL 16 REBZH®
Wiitd
BHEIZTESHEICE,. a4 FLUXERY AT,
ERLEZRITS,

RAAAEZE, BEITHENME R,

ERLEZRITS,
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REF—5y— b

Apuhlic

Mometasone Cream Formulation i ORGANON

RES WETA: BIEEE BIEIZRETA: 2020/10/10

5.0 2021,/04/09 1688401-00010 MEVERE: 2017/05/21
KTOELLTTC,

BMERRVEREERDOR

HEELGHIRER
WEEEEY 2EDRE

EERICx T SHEFRTEEEE

58 LR R

HAMBEAFELDREITEEZILL., HESINTLSE
ERZEATHI L. BREOTFRENHDHBEIE. HESD
BYGEAREEZSREOCE (BB ESR) .
XEHBREBSURMEREZERTH &,

5 KKEFDHEE

Y 75 KA

KIEE
it 7 ILa—)LasE K Hl
ZB{txZFE (C02)

BIRH XA

i S=NE AN RY DS HEREL,

BREORIKRESTE ARFIEREBAELTERRERICRIZENH D,
RIEERM~NDBRRIIREICEERETEENH D,

BERBERIEY RREIEY
ERERIEY

BEDHEXTGE BGOIRR & FDRFICIE C CGAEY)GERFERZANS,
RAHDBRBZZE AT 1=DIZKEEET 5,
RETHNEREBEI VT FERKBEEN BT
KMo RBESEDH &,

HRZEITSEBDRE KKBRIZIE, B RBFEERT 5,
REEZFERAT D,

6. RHFFDEE
AMKIZHT HEEFE. RE © RERZEAYT S

BERUVRARREE

RIEICHT HEEEE

HLRAHRVRHEDFERD

2

REBBMYZLNDT KN4 R (BB T %38) ., AARE
BO#REERICEN (IRE 8 Z23H) .

RE~AOBHZERITSZ &,

RE2EHALTHL, BAPIENZELEDH D,
BRINEZRFKEREL. L5T 5,

MHEAE L CERTELGMERIE, HABRRKIERT 5.

CEN-BDE. BELEINBBRBETRVERY ., BEYLES
1L, BET D,

ABIERE., BETHEICIE. SFEARESSVEDR
Bl >THIEBT E L, TORBICERIAF-YMEIZDOL
THREKTHD., EQORUNEREINEIHNEZHERT IHEN
H5,

ASDSDIEB 1I3HLV15IZHENT, WABBRAKRE L UVE®D
ERFIOREDHY .

3/24



RET—HAI— b A
Mometasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

1. BEEVWERVRELDOIEE

: 0674

H TRt 3R XK BERLERUREREDIEDRFERKRESHE,

BRER, 2@fBRK D RGBS TELRESIE. BRTEREEEFERALTCE
I AW

ZeREESIE D EBRKRRIZH L,
ARERALGWNI &,
RAAE LN,
AR& DEfMZERIT S,
BV RIIREZLCHES 2 &,
BISBERAEORRICE DS, EXEMHOBLELSLULZE2MED
ETHRECHEVERYIRS &
BREFALTHECI L,
RNOCEEMZEHLEL. RE~ANOBREEZR/DMEIZCT DI L5
295,

i [B] ¢ o BRI

BA XK D BEOFERTICIEEMEADIXS EDOTREMENH SHIGEIL.
TEEBOELIZTFA ISV VT VAT LA IURE D ¥
D—%FHZ/EL TS,
FERABIHRERVEEEZZILT S,
BEINERKRITBERAT DHICKET S &,
27U TADHBMBEARL—LaVICE, ToP=F7O
vhOo—)L, BUGEANBESRE. BULGKRLESKLUVF
ZBREFIE. EXEHEER. EREREEERTIOEROL
Ea—%28OCRENHYET,

REGREERY D BRI RILODVNERRICAKTE S,
BZLOAYEDS,
EEDHEICHE>TRET 5.

EMEZIEHE D ROBEBEEEVOL LITRE LG
SRERAE

REGBHAEMH DESHUVME MRGL.
8. F<ELEUVREHE

ERRRICETIHSRERR/FFRRE

CT CASEE | B (BBW | ERE HEE | R
) r;:r
Beds (AH) 8042-47-5 OEL-M (= X 3 mg/m’ BAREXRRLE
k) 28 (FER
)

HMER RAALUNDREFEEHERLE LTHERENTSH
TWSYE. 1. ENAMSBEORIXSER, RAAME, [F1
Bl FEFSHLTENARLAHD LI TELIYMETHS. =
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REF—5y— b

Mometasone Cream Formulation

R EE =
5.0

BEBES:
1688401-00010

;ETH:
2021/04/09

Apuhlic

-5 ORGANON

BIEIZRET H: 2020/10/10

#EERH: 2017/05/21

DEICHEINIZWEIL, BEERAEHSD+HHENAHD.
TWA (& AE | 5 mg/m’ ACGIH
E)
2-AFI-2,4-RoB U TH— | 107-41-5 WA (%K) 25 ppm ACGIH
L
STEL (3%%) | 50 ppm ACGIH
STEL (kA2 | 10 mg/m’ ACGIH
E, T7aYy
ILDH)
“EBitFa Y 13463-67-7 | OEL-M (R A | 1 mg/m’ BAREE£RLE
43 CA) (F2 V) 2R R
)
IR 2 BN
OEL-M (#2% | 4 mg/m° BAREXE4L
CA) (F2 V) 2R R
)
ISR 2 BYE
TWA 10 mg/m* ACGIH
(ZBtF42 )
EARYUTSUNIIKRUEE | 83919-23-7 TWA 1 pg/m3 (OEB 4) | &R
IRXTI
SRR RIS
| HEERYSIE | 10 pg/100 cm® | AIED

ChOPEFEGATLOAY EHELTNS-O, MERSIOEREDRAEICITE S,
ZEIEFR

BRECTOIHELIUVERTELRVIYTADESHOBRH %
BH<CSAT, BEDOBERICEYZINFIEMABREL LY E
T W, yA—XLRTLMSDEKS], BlEarTFH K YE
LEFTEDTESLV—IILEEF =AY F, BRATESH
Wi &),

BE. REERLIVREZRET S, 2007V
TEBIFRMBHRICEYERSA, WP EZICRVERESL
EHENBYET,

[RA|. FRABKRETIERYEHLLEWNTLIEELY,
H0—XT7AOERAATFLMIGIHEMBZFEALET .

fREAR

iRk FAGRER BULBMESEELFIATET RS, FIXIECEFTM
THREHA FSA4 O OHEEANDIEL ENREINIBEIE, F
WiFEREZFEALEL £ 5,

TA4NE—24T MAFREAEMASADESEZIAT
FOREER

#E MRt FR

e FREZETERIACLEEZRFALFEL &S,

5/24




ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021,/04/09 1688401-00010 MEVERE: 2017/05/21

RDOREER D A RU— L R{TEREREL LLIZFT—FILEBRT 5,

FEREEL LCIFEERICROZWVRE, S X+, T 70Y
W ENRET HHE(X,. BRI —JILEERT 5.
MLA. SR+, HLLLIEIT7OYVILICEAEES LSS
AR HBHBEEE. TJ2—RAL— LR LLIEFDIELID
ILITz—RBEOTOTI a3 vEBFRALELE S,
RERUVEADRER D A4 —LELCIEERERI—FEFEALELL S,
MEAABHLEVWKSIC, BEESINEI2RVICEDE, K
FBEOH— AV brEEBMLTERALELLS ., RU—T
Ly, T7RY, EFR, FLNMETR—YHE) ,
FRIN-AEEMDHHKBRER CIHEEIEET L AETIT

TS,
9. MEHRTILFEHEE
YIR IR RE o)=L
& DRI RS FTERTA b
R D T—48%1L
RLoLEWLEDE TR EL
AR BRE R T8I0

BRXSVNBRRVHEER @ T—274L
AIRATE (B, =UE) D BIRDEREE LTHESA TGN
AR GRIK) DOEERE

BRETRARVERLRE AIARR
IBRREGEDO LR /AR ERE © T—27%4L

BEGFEOTR/AIATRIE @ T—424L

CIPS © >93.3°¢C
PERE T—H2%&L
pH T—27L
ERRERE JEZY
BRARMNERE D T—R7GL
FhE

BRLE (BhRhEER) S
AR
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
&S WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021/04/09 1688401-00010 SEMERR: 2017/05/21
KB . T—AkL
S8 —L KA ERS R
(log 1)
AEEE JESZY
BERY,/ XITHENZE
HE sl
i sl
1A% 5 R B L gy
et e D JEIERME
B L L AMSIIEIEEME L LTS EES AL,
P
B4R L F—AkL
10. REHRUVRIEHE
RISt C RSBBRE LTESES AL,
[f==: 0kl D BEORETIIRE
IR E RS AT RE  RERTELERHEAMERRT S LB,
BOBILE L RIST 5 C & B3 5.
BITHAIRNEEH 31 1= gl
Bt fEIRE © BREFE
BEREELNRERY D BREEGSBERYIIM SN TUELY,
1. AEHER
RO H I RERIBOER © KIEEM
EHY
RIZA-=-%B8&
SHEH
FIF TR BRICE S (R Y ST =L,
%0
Befkih (Fil) -
apEE (E0) . D50 (S k):> 5,000 mg/ke
pEEE (BA) L LG50 (5 k):> 5 me/l
REEERFE: 4 h

7124



RET—HFV—F

Mometasone Cream Formulation

R EE = WETA: BEES:

Apuhlic

-5 ORGANON

BIEIZRET H: 2020/10/10

5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

AN

LY,

2-AFIN-2,4-RUB U TH—):
2SN (&0 ;

A

FBARVVISUANLRIBIRATIL:

RERRE/RiEtE

HERRE- MLA/Z R+
THERAAV M COMEELILESYIEAEORASELE

2MEE BR) © LD50 (2H): > 2,000 mg/ke
TERAV M COVEFLFEEYEIZHEDOREEHLITE

LD50 (5 k): > 2,000 mg/ke

SHSEE BR) : D50 (5 k): > 2,000 mg/ke
77i%: OECD HERA A K54 > 402
TERAD b COMEFEITEEVIEAMEORESELRE

LY,
—BieFa
SsEE (o) © D50 (Z v k):> 5,000 mg/kg
2ME% RA) : LC50 (S k):> 6.82 mg/l

MREERER: 4 h
HEIRE MLA/SI R+
TEAAD M COMEFLILEEYMIEAEORASETE

arsEt (E0) © D50 (5w k):> 2,000 mg/ke
LD50 (¥ R): > 2,000 mg/kg

SHEE BA) © LC50 (S k):> 3.3 mg/l
MEERER: 4 h
HERRE MLA/S X+
#E: CORETERETIFEEIATLAEL,

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

2EENE (ZOMOREER) D50 (Z v k): 300 mg/ke
RERZE: KT
FEAR: PR PR £

FIAMTREAERICEDCRY HFETELL,
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON

RES ETA: BEHES BIEZRETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EER B 2017/05/21
0%
Befim (Ril) :
(] R
faR D RERIEAGL

2-AFIJ-2 4RI SH—)L:

(= S

Bk : OECD HERHA K54 > 404
fER D RERIEAL
—BiEFE

(= S

fER D RERIEAL
EARIVISUALRUBIRATIL:

|$§ L 3

fER D RERIEAL

RIZHY 2 ERGREERRBE
58 UVER RIS

5

B&dH (Ril)

|E S

HER . IRAORIEAZ L
2-AFI-2,4-ROB O TH—]L:

(= S

HER D IRAORE. 21 BURNIZEE
“BiEFE

& R

IR D IRAOREAZ L
EARTVISUALRUEBIRATIL:

& R

IR D IRAOREAZ L
T 38 R E 4 3 (3 R 8 RS

RIER{EY

FIRARRELERICEDCRY DETELRL,
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ReF—2U—F A

Mometasone Cream Formulation # ORGANON
&S WETH: BEEXE: BIEIZRETA: 2020/10/10
5.0 2021/04,/09 1688401-00010 MEERA: 2017/05/21
PR 28 =R 1E 1
FIFETREERMICE DR Y DETEAL,
%
Befih (Fimh) :
RERA A T . Ea—5—&%
EEAoES 23 D HEEM
& D OEILEY R
R DM
2-AFI-2,4-R2BOF— )
HBRs AT L REUIAE—LIVHBR
REDO TR D HEEM
2 D EILEY R
Hik . OECD #E&H 4 FS1 > 406
R Do
“EBiEFE2
RERA A T BT vNEEEEEE (LLNA)
EAOER 233 D B
& DNIR
fER DoEM
FBARVVISUANLRIUBIRATIL:
N ) O RFIRAE—T a3 VR
EREDIRE . 5
& CEILEY R
TEAAD R D EEFBBIESERL,
R Do
e © guinea pigs ZRAW-HERIZEK Y., AYEILBLVEE RN
METHAENTENS,
SEMRERRY
FIATTREERICE DR Y DETEAHLY,
%0
BEgkiH (FH)
in vitro TOEEEM C HERA A T in vitro BELEYMEE LT ERSR
R e
in vivo TOEEEHE D RERA 4 T HEEYHRMBR/MEERER (in vivo HIRAEMR
E&)
TR
RERK: BREERGEST
F5k: OECD HERAH A K51 > 474
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021,/04/09 1688401-00010 MEVERE: 2017/05/21

R e

HE BT MENTONT—RIZEDL

2-AFI-2,4-RIB VA —IL:
in vitro TOBEEEM D HEBA A T MEMERAVSERERE RS (AMES)
R fEt

HERZ A T in vitro BHEBYHRECTFERRR
7% OECD EABRA A K51 > 476
R

HERA2 A Tin vitro 2BHRERHER
R =

“BiEFa
in vitro TOEIEEMN D REAA T MEMERNSEIRERLEESER AVES)
R a

in vivo COEEEEMN . HERA A T in vivo /IMEERER
B voX
R 2

FARY VIS UAILRIEBEBIRATIL:
in vitro TOEESM D BERAA T MEMERANSERERE RS (AMES)
R fEt

HEgA 4 7 LBEKEE
FRAMRTFL: Fro4 Z—X/NLRE—[H{EE
R fE

HEgA 4 7 LBEEE
FRMUVRTFL: Fr4 =—XNLRE—EEHRE
R B

REBEA T TR VNE
R fE

in vivo TO&EEEM D RERA 4 TR ER
BV OR
BERK #0
R pa

HERA A T 2B REERE
B Sy bk

MR B8
R

HERY 14 T FEH DNA S REER
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ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021/04/09 1688401-00010 MEVERE: 2017/05/21
Eovbk
{HRaEY: RFHARS
R 2
ETEMREREN - TER A ¢ RIAE ARMNERATREEL LTHET A LIETER
>k Ly,
A AN
FIRARAERICES CRY SETEAL,
5%
BH&fkh (Fil)
2 Iy b
REEHK D BRAAATEEE
R & R . 24 5 R
FER D et
—BEFa
2 Iy b
BEZIK D RAHE LA/ R NIE)
P2 2= R 2%
ik . OECD HERAA K54 > 453
{5 R C B
i . ERBEIEE FTREEATNEEL BN,
TAAM - FERA Dk L BMERICH D TRAILE 2HAAMORE AT D S

FARY VIS UAILRIEBEBIRATIL:

& AN

b aE ) YN

(3 D 2%

®’E5= : 0.067mg/kg AE
R =

[ DWYYR

BEZ% D RA

3| 19 4R

®’E=E : 0.160 mg/kg AE
fER Do e

HESY

FIATTRELIBRICE DB YDETERLY,

B4

BedhH (7)) :

12 /24



ReF—2U—F A

Mometasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021,/04/09 168840100010 MEVERE: 2017/05/21
e Y 2 L REA A T — TSN
Eovbk
WERK: RIEEA
R 2t
BEDEE~DEE L REAA T RN EURERS
Eov bk
I ELREE SR AA IS A
SR e
2-AFI-2,4-RB A —)L:
RIS T B L ORERA A T AR/ REBMR S ) —= U RE

B oy bk
BERE: RAHRAATESE
Fi%: OECD HERH A K54 > 421

R fE
BIRODEBE~DEZE D BB T ZRMNELUVBRERES
B oy bk

REREE: RAFAATZIEE
7% OECD EXBRA A K51 > 414
R

FBARVVISUANLRIUBIRATIL:

HRICx 9 558 C HERAq T ENEA
B oy bk
BER® KT

S 5B H3: NOAEL: 0. 015 mg/kg AE
EIK: SRINAEERER, BALLEBREOAKE,
R ZHEEICEEEL, , £ERRA~NDEE,

HREDEBE~DEE D BB T RS L VRERE
TR
BRERK: KT

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

HER44 T 2B L UHRRER
oy bk

BEREK BR

i - BBIREM, : LOAEL: 0. 3mg/kg KE
R E - BRIRSH,

HER44 T 2B L UBRRER

& oyx

BRER®K BK

BE - BBIRE=1%, : LOAEL: 0. 15 mg/kg {AE
R - BRREN.  FELAROHLNT,
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RET—HAI— b A
Mometasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

HEB44 T 2B L UVBRERER

B oyhk

BEEREK BT

It - BRIR&EM, : LOAEL: 0. 15 mg/kg AE
R FERADFEE,

HEBA4 T BN LURRET

fE Oy x

BEREK #0

It - BBIRE1E, : LOAEL: 0. 7mg/kg AE
R - REEM, . TEMIRBDHLNT,

ETEEHE - TEAA DR . IMRRBRICKBERENDEZEHNRHEICHD, . DIYER
I2&BEHNBESIUVBBEANDEEZENH D Z EN—E
SIEEh TS,

FERMRAEE (BEEET<E)
FIRARIRELERICEDCRY DETELL,

5%
EARYYUISUALRUBIRATIV:
|li&= L AFTEELRT—4I&hE. B Er S

FERMEREE (RESCR)
FIATRGERICED(RYDETERL,

B4

EARIISUALRUBIRATIL:

RED TR D RAF LA/ R NIE)
IZ R 2 D RER R BRE EE
TEAAD K D REIChH=5. RIIREFCEBEIZLIEROBEEZEDS ENh,
RELRESH

5

Bedfkis (B :

& D Zv bk

LOAEL . 160 mg/kg

52K D ERBRAATEEE

3| : 90 Days

& AN

LOAEL o>=1 mg/|

BEZK DA LCA/I R NIE)
3| 4 58
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REF—5y— b

Mometasone Cream Formulation

Apuhlic

-5 ORGANON

&S ETA: BEHES BIEZRETH: 2020/10/10
5.0 2021/04/09 1688401-00010 MEER A 2017/05/21
lI5:% 0ECD HERHA K54 > 412

2-AFI-2,4-R2%

2

NOAEL
RE R
iR 55 Fr Pl
ik

“BEFE

2

NOAEL
bR i
iR 55 e ]

2

NOAEL
RE R
iR 55 e ]

i

NOAEL
LOAEL
bR
R 55 e ]
)

R 55 e ]
OIS

2

NOAEL
bR )
R & B
1R AR ER

2

NOAEL
bR )
R & B
TZ RO AR

i
LOAEL
bR i

EARIUISUALRUET

oOF—I:

AT

Zvk

>= 450 mg/kg
RIAAATEEE

90 Days

OECD ERE& S A K54 > 408

vk

24,000 mg/kg
RAAATEEE
28 Days

vk

10 mg/m®

WA #LCA/S R N/E)
2 &£

vk

0.005 mg/kg

0.3 mg/kg

#0o

30 d

1) 2/\E, BFiE, B

9
bl
i

X

0.5 mg/kg
#0o

30 d

) oNEh, BYEE, BIE, K&,

AR

0.00013 mg/|

WA # LA/ R M/E)

9 d

BIE, Bh, U /\El, BREE,

X

0. 0005 mg/|
A #H LA/ R N/E)
90 d

BIE, Bfi, ') /\Ef,

. FORR

FaRR

felE, ERE

B, B R iR

B MR, BTEE
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L A T A
Mometasone Cream Formulation i ORGANON
&S WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021/04/09 1688401-00010 SEMERR: 2017/05/21

BIAEEHR

FIAAERERIZES CRY SETEAL,

0%

FABRYVISUALRIUBIRATIL:

|EEE
AMEIZH T B REBAER
5

2-AFI-2,4-ROBTF—)L:

RBICA-=5&

A

R B

5%/

RA9fisas: IR
FEIK: R4

EARIVISUALRUBIRATIL:

R T LR —ER K, A WEAX LRERRE &
ek, OEADOHE, BEHRDREH, BHERE RERAD
#E, HIEFR

R B5, &RE

FARY VIS UAILRIEBEBIRATIL:

lli#=

R B R UR FTRE

12. REEERE

SREEM
5%

BRdkn (Fid) :
aEN

(s e aY=—3 3

SOVIAFEQKEERHSY ¢

R KEEYICHT HEN

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
77i%: OECD FRERA A FS 4 > 202

BRAESZEEE (Pseudokirchneriella subcapitata (%:%)):
100 mg/|
BRERFE: 72 h

16/ 24



REF—5y— b

Mometasone Cream Formulation

Apuhlic

-5 ORGANON

&S HETH: BEHES BIERET H: 2020/10/10
2021/04/09 1688401-00010 #EER B 2017/05/21
7#i%: OECD HERAH A K541 > 201
AEH (IBEMH) EAEZEIRE (Oncorhynchus mykiss (=< X)): 1,000

SOVAFEOKEERHY ¢

x93 5 &M (BHEET)

2-AFN-2,4-RVBTF—)b:

RSN

SOVIFEQKEERHEY ¢

[Tx9 EME

B KEEYICHT HEM

WA T HEN

“BiEtFa
aEMN

SOVOFEQKEERHEY ¢

[xd BF M

R KEEYICHT HEN

WA T HEN

mg/ |
RREREERE: 28 d

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

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

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

ErC50 (Pseudokirchneriella subcapitata (#)): > 429
mg/ |

BREEEFRE: 72 h

7% OECD FRERA A K54 > 201

EC10 (Pseudokirchneriella subcapitata (#k%)):> 429 mg/|
RREERFRE: 72 h
7#i%: OECD #HE&H A K54 > 201

RREZERE: 200 mg/|
BREERFME: 10 d

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
BREERFRA: 96 h
A% OECD ER A K54 > 203

EC50 (Daphnia magna (F#4 =< >3)):> 100 mg/|
RREERFR: 48 h

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

EC50: > 1,000 mg/|
RREEEERE: 3 h
Hi%: OECD RHEEHA K54 > 209

FABRYVISUAILRIEBEBIRATIL;

BEN

LG50 (Menidia beryllina
BREERFME: 96 h
5% ARERREICSITHEMEL

(SILR—HA K) ):0.11 mg/|
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R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

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

RRERHERE: 7 d

% BARERFEICH T EMHEL

SOVIOEOKEEEMEY © EC50 (Daphnia magna (A4 32 >3)):> 5 mg/l
IZxt9 55 BREERFRE: 48 h

ik OECD FRE&A A K54 > 202

5% AERERMEICETLIEHEL

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

Bk 7 IHEAMSHHRER

B%E ARERFEICH T EMHEL

S KEEWICHT HEM © EC50 (Pseudokirchneriel la subcapitata (#3)):> 3.2 mg/|
BREERFRA: 72 h
ik OECD ERE&H A K54 > 201
#E BAEERFECSTLIEHEL

BEM (IRHESH) . RAEEZERE (Pimephales promelas (7 7y Ay FZ/
r2)): 0.00014 mg/|
RREERFR: 32 d
Hi%: OECD HEEHA K54 > 210

SOVIOFEQKEREEHEY | RKEZZERE (Daphnia magna (A4 =2>0)):0.34 mg/l
[Zxtg B &M (BHESM) RREERERT: 21 d

A% OECD HERH A K54 > 211

5 BRERFECSTIEMHEL

M-275 45— (OKEREFE : 100
T RE (181 )
MEWICxt T HE M : EC50:> 1,000 mg/|
BREERFM: 3 h
HER R 4 7 FEORINA
A% OECD SRER A A K54 > 209
% REERRBEICES TIEHEL

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

SHRERAR A T FEOR N

7% OECD HE&H A K54 > 209
% ARERFEICH T EMHEL

REH - SR
B4
BEfks (Fil) :
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Mometasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EMER B: 2017/05/21
AR D KR BORMETEEL,

E0fE 31 %
IREERER: 28 d

2-AFI-2,4-RUBITH—)L:
E RN D ER B,

EofE: 81 %

IREERFR: 28 d

7% OECD :RE&RH A K54 > 301F

EARIVISUALRUBIRATIL:
o DR So@EETIEAL,
HE40f2: 50 %
REEERERS: 28 d
7% OECD HERHA FS 4 > 314

KPP THOREM D Ak S R 50 %(12 d)
7% OECD HRERAA K54 > 111

EURERNE
0%

2-AFI-2,4-RBTH—)L:
I-#4%/— kHEZE : log Pow: 0
(log 1) w5 5tE

AR UISUVALRUBIRTIL:

HERERME . #&:Lepomis macrochirus (FJL—F)IL)
£WiEfERF (BCF) :107.1
A% OECD HER KA A K54 > 305

n-#449%/ =)L/ KPEERE : log Pow: 4.68
(log fiE)

TiED BRI
%

FABRYVISUAILRIEBEBIRATIL;
"ﬁﬁmwﬁﬁ : log Koc: 4.02

TV UBAOEES
ey
hoaERE
F—/IL
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Mometasone Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZRETA: 2020/10/10
5.0 2021,/04/09 1688401-00010 MEVERE: 2017/05/21
13. BELOIE
BRESE
BREEY L EAKOBEIHLMLS T B,
ERRER Uk L EOBRBIE. UHA I LEREREQEDIZ. BRAES

REEVULEXREICRTRT 5,
RICEENEMES. REARELTEET .

14, WX LDERE

E R
e _E #a5% (UNRTDG)
E&EZ&E S (UN number) : UN 3077
E&E#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)

(Mometasone)
E:E5 48 (Class) 9
B B/ZE#R (Packing group) o111
Z ~)L (Labels) 9
fii 22%6;% (IATA-DGR)
UN/ID &% (UN/ID number) : UN 3077
E&E#ix4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.
name)

(Mometasone)
E:E 5 #8 (Class) 9
BB/ (Packing group) o111
Z ~)L (Labels) . Miscellaneous
WafEr (B (Pack- @ 956
Iing instruction (cargo air-
craft))
WafE R (REH) (Pack- @ 956
|ing instruction (passenger
aircraft))
REREMH D ERE
g L #i;% (IMDG-Code)
EEZES (UN number) : UN 3077
E&E#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (Mometasone)
E&E 5 48 (Class) ©9
BEZ M (Packing group) o111
ZRJL (Labels) 9
EmS 21— K (EmS Code) : FASF

BIEEEYME &S - EEZH) 0 EB

(Marine pollutant)

MARPOL 73/78 Mi@& Il RV IBC O— FICK B ESWAME I HEYHE (B2 - EZN)
RSN KB RICIEIEZS,
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Mometasone Cream Formulation i ORGANON

RE= WETA: BEES: BIEIZRET H: 2020/10/10
5.0 2021/04/09 1688401-00010 #EMER B: 2017/05/21
E3]ysth ]
EoREDERFIE. BB 15 258I 5.
FRADOREXE

CCICRBEA TV DEES I, BHROBMETOLOHT, KRET—2— FOFRTHEHS
NEESICHABESNE-MBOBREDHITE IV TWET, WEHEE. REFHR. Nv7r—2H
A XEMBO/ADRUDERIZLY, EESNDHAREMENHY FT,

15, BRZES

B A

HRBhE

EERRY, FIRMEEIRE, (3000 ¥ AT S L)

E&&

BELEVE. BERECFNE. BEFMIEEVEICZILEL,
FBERE/LEE

WEENFLSIIAEY

L

HEDHAZRITEHIREEEY

JEER S

EREEHLESARYME

JEER

ERFREDEH oh-LEWE (RELFEVE)
JEER

ZEEREORBH oh-LEWE (HFHREHEFEHER)
JEER

BAREZENTREBRVRVEEY
EE ST ED 2 (BITHRARE 9

x4 = EHE (%)
R 168 >=60 - <70
2—AFI—2, 4—RUASA—)L 593 >=10 - <20
[BitFrs> (1V) 191 >=1-<10

BREFERTIRECRVRVEAEY

EE ST & (BITHE 18 %)

=z £
81k 368 168
2—AFIL—2, 4—RUEATA—)L 593
[BieF4> (IV) 191

e EEE T HRA

JEH Y
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Mometasone Cream Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
2021/04/09 1688401-00010 #EERH: 2017/05/21

5.0

e P RIRRAI

JEERL

7 ILEILthhEFRIRA

JEERL

FHBRIPEFHRR

JEERY

HEBREBMEEBITR - ARE— (EBED)
JEELY

SR URIMEFE

JEELY

LM EHHILEEERER

JEELY

BEHRARRE

JEERY

V& 35108073

JERRY

fafiR &%

fERAIE 2, 3 XAERYMETRIRE 1: AEUEYE
fZes

FEATIRAISE 194 £EBRYMERAIRE 1 TOMOEEY
WEFLEERVBLEXEORILICET 51

(X5 B A HhE ; ERAYE )
& S EnE D BEFLEYME

BRI B U1 ¥ p SE AN

FREMFEMERE (@ - @A)

JEZY

BERFERBEERM (E@L - @A)

JEZY

BEEVONEBER VERICET 5%1E

EEXREY
COHBOBESIZDODVWTEELS RV ) —~DEREIFR :
AICS > N

DSL N

IECSC > N

22 /24
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Mometasone Cream Formulation " ORGANON
WES  %ETHE: BEES. STEBETE: 2020/10/10
5.0 2021,/04/09 168840100010 MEER B 2017/05/21
16. ZOHOIER
SEiTE R
2| Ak BT —4 . EMESDS IZES ¢ F—4.  OECD eChem
R—RILBE LI UMIEEMER http://echa. europa. eu/ D&
BRER

LRIN—Da v o EBSN-EHBRFAXETE 2 X R THRARTINATHET,

BftZ7+—<v b+ . #/A/H

ZTDHDREEED £

ACGIH © KE, ACGIHPRFEIME (TLV)

BAEX(FGAERS (FFE | BAEXEF4ERS HREEZ0HE -1 tE2VEOHBEE
)

ACGIH / TWA o 8 EME. BEREMETY

ACGIH / STEL D EEERERR

BAEEXFGERSE (FERE | HBRERE

FE) /OEL-M

ALIC - A—R FSUTDIELFERASA AV RY; ANTT - TS DILEREEME . ASTM - K
EMHHRGS bw - KE; R - EH UM, TERRME. EEEULH D ESNHME; DIN -
FaURBIHEELE DSL - ERYMEY R~ (3F4); Eix - FED XWORIEERIEFT EEZ
BNBHRE, Elx - FED XWOREERIFT EZEAONDIER/EE, InS - REFKOR TP
—JL; ENCS - L BEADBEFILEME )R b ErCx - FED XWOREZERIFTEEZONDHL
RE RG - REMICOF5IE; GHS - HFRHAMI AT L GLP - HERE kM, [ARC - ER
DATRZTHEE, [ATA - EEMZEERHS, IBC - BRIEFRDESHEELXD-HDOMMOIEE
RUEICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMEMZEME. ECSC - hEIR
FtEMELR INDG - BB LERYRRE. IN0 - EFEBSEHRE, ISHL - 3EBREEEE
(BF): IS0 - EFZECHME. KECl - REBRFLFEMERE: L0550 - 50%HIRE, LDSO0 -
50%EEE (FHEILE) | MARPOL - MMAIC L 5 DD -HDERSEN, no.s. - #I
MBADNARESN TS LD ZERERC Neh - FURAL NOWEC - BEEZMHRZERE, NOAEL -
BEZMHZEL AL, NOER - BEAEHZEARTEIS. NOM - A X2 a2XRA NTP - RKEE
REMTOT S L NZIoC - —a—2—5 > FMEZME AR, O0ECD - 23X HBARKME, OPPTS
- LEMEZEMN - 8FHIER, PBT - oMM - AREBRNE - AFHEWE) © PICCS - 2
1 VELEMEA RV ) —; (QSAR - (EEH) BEFMHERY. REACH - {LEHMEDE
$x. ETMfi. 3B WIH KL UEE (REACH) ICB¥ H#RAI (EC) No 1907/2006: SADT - B CinEs,#Z
BE: SDS - RE&ET—4— b TCSI - BEBLEYMEASA R M) —: TG - ERYEE:
TSCA - AEWMEMGE CRE) : UN - EE; UNRTDG - EffESERMEE#S,. vPvB - FEREIC
HOMRUFEICEERN, WIS - EXRGSERETEVERR AT L

CORET—RI—FUUAT TSDS) &0V5) TRIET HFM AT TRFEH &0V I) K. FEH
BERIZENT., BHOKEDOME. FHR. RUCESDLETEETHLEHMLIZEDTY,
AEHRIT. BROTEGEEVL. A, LB, RE. @f. BEERVFRRICETISIHIF R E
LTOAERSNTEY . WHRSRIERIIAREREZLTHLOTEHY TEA, KERIE.

SDS DEEEICRENTVARESNERKICHTIIOTHY . AFAELAORT EBAE
HET, XETOERAPTHERASNDEE. AXFRITERAGVRY .. HRICEE B VATREMS
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R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1688401-00010 #EERH: 2017/05/21

NHYFET, FEAFOFEABLMHICEVNTIE, AERRUVHREEZERT 55512, FHER
MORBREARIZE T2 LOBFNLFMEZEEH T, FABSMOERT HAHEZTOEHEDIRR
I2HETHARER[OEIFKL, FH, LB, RUREICDONT, BEBEWLET,

JP/JA
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