ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #E VR B: 2019/05/30
1. {e2RERUSHHIESR
EFRDEF . Betamethasone (0.05%) Lotion Formulation

HficEORLAH. FRRUEEES

HBEEBEBOSHET . 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
HELE & D EER
FHLDOHIE COIEERE

2. BRAELEOEY

{2 R D GHS 5%7

EIPS 327N DRy 2
RICxTZ2EELESE R : XH2A
FliE

EhEEM D B9 1B

BERMESZEE ERES @ B93

=)

BERMRESRZEE (REE< © B9 1 (RTER RER HR, B, LE 8T

=)

KERBEHRENE RH (18 EaT
%)

GHS SRILESR
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #EER B 2019/05/30
BRREXIED VR : : ‘% : %‘
FEMEEEE D fakg
ERAEE % ER o H225 BIREDELVEARUVER.
H319 2 | BRI,

H336 R X [EHFELDEE N,

H360D R lR~DEHZED EE 1,

H372 REAICH =5, RIIRERZICLIEH BRTER %
&%, A, MR MR 2T ORE.

HA10 REIMFGHIRZEIC L o TKEEYIZFEREIZR BN,

TENE:

P201 = FRTICEIRERBAE X AFTH I &,

P202 £ THREFEEHAHEMRT HFETMYHEbHRENI &,
P210 2. SEDEHLD. KTE. BARUMDFXEN SRS (T
&, BiE,

P233 AR EFEHALTHLL I L,

P241 THIREL D [EXEESR KK E HAKE ] &
AddZ&,

P242 KTEH#HESEHWIEZFERT S &,

P243 BESMEIIN T HHEBEFHET 5 &,

P260 S X h/EKERALLGEINZ &,

P264 BNtk WMRISEEHE K CHES 2 &,

P2I0 CHBE R ZEFERTHELEEIC, REXIFEEZ LA

&
P21 B RIIBRDB WG TREITERT 52 &,

P2T3 IRIE~ADMHE ZEETHZ &,

P280 REFR REKR RERE REmEERAIT S &,

ICEREE:

P303 + P361 + P353 F& (XIFE) IZHELI=BE  EHIC
BERINEKEZLETHCZE, BREEK [RIEFPvyT7—] T
wO L,

P304 + P340 + P312 IRA L1=15E : ZROHFHELIBATICH

L, MIELPTVWEBTHREIEDZE, [IONEBENEEE
EERICERTDH L,

P305 + P351 + P38 ERICA - T-15H : KTHOBEEELE
52¢, RZavB I FPLUAREZFERALTWTEZIZHE S5
BlINT L, TDRIEZGEERITH L,

P308 + P313 [EK BRIFIFK BDBENHDBE  EENDZE
SFETEZITSHI L

P337 + PI3ERDRIHEMNE < I5E : EFDZR/ FLUTEZIT
52 &,
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04/06 4371830-00013 HE/ER B 2019/05/30
P30T IR EEINT 5= &,
RrRE:
P403 + P235 A D BB CRET S &, mLWNEC BIS
B E,
P405 fige L TIRET B &,
B

P501 AEY) . BHRERBDIN-NERRICEET 5 &,

GHS T EICRZL L ELWMbDEIRAEE
EEGBIERRVEBESNGFE | ZRJFEREBERUEREVMERRT I ENH S,
BEEREOHE

3. MERUHSER

EEME - EEHORA . REY

B5

[4=oE4 CAS B S A= (% w/w BRATRER

&S

A4V 7RELTILI—L 67-63-0 >=30-<40 2-207

RUT 9 IVEE 9003-01-4 >=0.1-<1 6-898

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

4. REE

—HREIT RNA R D BHBOBEY. [SNT ChEBVWEEFELICEEDSEE
215,
ERNRSICIBE. FLERHELHDERIT. EEDETE
2IlT5,

WA L=5E D BRLRATEGE. FIRTEIOGRABET 5,
ERLEZERZIT S,

KREIZHELIz5E D EMLIZBE. BELICKEESEDKTEVNRT .
BERLERBREFVHZR <.
ERLEZZIT5.
BEAORIKRERE S
HEBERT DRICERICHE S,

BRICA-1=15E D EMLEES. BELICEEOKTALGCED 16 HHEBEZR

Wit
BEICTESHEICE. a3 FLUXZERY N,
ERLEZRITS,

RARAATZIHE D BRARAAGE., BEICHMELRL,
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation ## ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 4371830-00013 #MEERLA: 2019/05/30

BMERRVEREERDOR

HLERLTRHIRER

BREEZY 2EDRE

EER IS T SHEFRGEEEE

ERLEZRITS,

KTAZELCTT

58 LR R

RXXEHFENDEEN,

BREADEBEZEDE TN,
REIH=5. REREFZ BT SEBHOES,
HOMBAERFTBELDOREIERZLL. HESA TV SRR
ERZHEATHI L. BROTFRENHDSBEIE. HESD
BYGEAREEZSREOCE (BB E5H)
XEHBREBSUMEREZERITH &,

5 KKEFDHEE

Y 75 KA

o TIEAE DR LVEAKHE
BREORIKRESTE

HERERIEY
BHDHEKAE

HRETSBEDRE

JKIE$E

it 7 L3 — L sE ke

bk (C02)

2R H A E

REEIRD K

BRKIZK B MIE, KENBLLL oY RV A LIZY T
H5DT, ToTIEEBELY,
NIYDERICHhEYBINEZOND,
RRIEKRERAELTEREICHEDIZELDH D,
BRIRERM~NDBEBIIBEICELZRIITEENH D,

RERERILY

RGOIRR & FDRKRICIE C CGEYGEKFERZANS,
RAHDBREAAT H=DITKEEET S
TETHNIERBEI T TFERKEEL BT

R o RBESEDH &,

KKBFIZIE, BIeXMRBEERT 5,
REEZHERAT 5.

6. RHUFFOHEE
AKIZH T HERFEER. RE

BERUVRAREE

REICHYHEIEEHE

HEDHEKRFEELDLDERYKRL,

AEZH®IYT 5.

REEZHERAT 5.

REGWMYKZLDT FNRNA X (THBTZE2SR) ©. BARE
Bo#RERICEYN (EE 8 E3H) .

REBE~OHREZRITEH L,

REFHRALTHLE, INPIEFEIhZELEDS,
LERICLEDIDEHC FHLRADELIEAAIN)THE
I2& %),

FBRINFREKEREL. UNT 5,

TRHEMNE L EURTERVES(E, A BRERICERT 5,
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f é 7-‘_ 9 :/_ F Apllhlin
Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04/06 4371830-00013 HE/ER B 2019/05/30
HURADRUBEOFERY : BHREATEEERLEFAEELE,
KA FEELZRIRM TRIREE S,

HRA/ZER/ SAMEKRTL—Szy bTHIZS (BRET
%) ,

ZEICZEN-BE. HREZECFOHEYLH LAOFE
#EL T, LBABHEWEDICTEHIE, BHRIEICERALEE
MERDTTRVWEFBZENTEEIBAICIE, BULE=Y
BHEEYLRBANICRET S,
REYMEZEYLRINEITHRET S &,

AMREHRE. BEITDHEICIK. SHFEEEREIUVEDR
B> TMETZ &, ZORBICERSINE=HMEIZDON
THRTH D, EDOBANBERSNEINEHERT H2LEN
Hbd,

ASDSNDEBE 13ELVI52HNT. HABARKRELUVE®D
ERFIOREDHY

1. BEVWERVRELOIEE
ks

BitTrx R
PR, £FfK

ZERFIEEIR

ffih ] 8
BAEXE

FEBLERUVREREDEDRFEXKRESHE,
THHEBENTERNGEEE. BRIREEZFEFRAL T
AN

HIRE D [EX#R. BREE. BAKRLLEOKR] =&
H¥dZ &,

REOKRIZH T,

SAMBRRERALGBLNI E,

BRAAFELY,

REDFEfZERIT S,

kW RIIREZLCHES 2 &,
BiISBERAEORRICE DT, EXEMHOBLELSLUZE2ED
ETREICHVORYIES &
BRAIEZFERALBETNIEGE ST,
BREFRALTECIE,

B SRODLO. KE, BRRUHMDBENENSESITSHZ
&, BiE,

HESHEICH L TCPFHULEFEE LD L,
COEMFEFERATHEEFIC. RBEXITEEZ LGN &
BNOREMEZHILEL, RE~NOBEER/NMBRIZCTSH LS5
B9 5,

[
BEOERAPIZIEEMEADIEI EOTEREENH DBEIE.
EEBRROELICTA IV VT VRTLELIUVREV Y
D—%ZHREBELTLESLY,
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ReF—8L— A
Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04/06 4371830-00013 HE/ER B 2019/05/30
FERAPEHERVEEEZEZILT S,
ER AN RREBERT 2R ET 5 &,
T7) T4 DMBHALGARL—2a3VZEk, To9=7a
vhkO—)L, BT EAFERE, BULKEBRLES XVE
IIREFIE. EXEHLEER. EXFEHREEERAHOFEROL
Ea—%280CREAHYET,
®E
ZEHREEE BULESRILODWVEREBIZANLTE
BRLTRET S &,
BEL-MYEDD.,
FELL, BROBRWEFRCTRE T %,
LEDHREIZH-TRET 5,
HOFMNENDEST D,
ERNE e ROBEFTEHELE VS L LIZEE LA
ER b T EA
BE AL 1 1A
RELRBOEMH BEIHLWMHE: R4 L,
8. FI<EHILEVREEE

ERBRRICETIHSARBRR/FFRRE

5 CAS &5 R (BRER | EEHERE/RAER | HA
&) EIHBRE
A4y 7oE)L7)ILa—iL 67-63-0 ACL 200 ppm Z@E (B8
=)
OEL-C 400 ppm BAREXREE
980 mg/m* = FBR
)
TWA 200 ppm AGGIH
STEL 400 ppm ACGIH
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER
AR KE
| =ERY SR | 10 pg/100 cm* | AIED
EMENBERERE
5 CASES |XERME AYER | EABERER | ERRE H B
A gt
A4y 7oE)L7)La— |67-63-0 Tk 73 BED®E (40 mg/| ACGIH BEI
L DYEFHE
TH

B {3

B, KRXEKFIVRREZRESTHH. 21007
TEBEIRBRFICL YRS, GIPBERICHVRERESH
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #EER B 2019/05/30

PWENHYZFET,

[RAl. BABCKETIXERY HEHOBNTLLESLY,

Y/ a—XTAE R LR T LA IGIEMZEERLET .
ERETRYKSIGEEF, T7OVILIET HAREMEZDOIL
TWa=®H, BRIZHELENMAE—TT1FvERY k.
BIIT—FELVZOEIOIGE T NS R EBEFERALE
¥, CORBEENZLMES, SA LM BLIERYFH
v TETRYKRWET

o [Exs. MIEE. BARSKRLTEOHE] 2&

Ad5Z¢&.
RER
IR FARER D BEYLEFBEREENFRATELMES. FHE < ETM
THRAA FSA4 VDHEENDIXL ENREINEGESIE, T
WRERELZFERALEL LS,
T4INWE—247F D AMRSAY214 7
FORER
e D EREFR
= D FREFCETERTACEFRFLELLS, HBRIEITEHA
HT., FOREEDEIRICEEEZRITIAIEELHY T,
IRORER D YA RU—L R EREREL LCIFTI—VILEERT 5,

FEBEL LIXEEPRICTROZWVKEE, S X b, T70Y
W ERRLET BRI, BULI—VILEERT S,

MLA. SR, LI 7OYVILICEAEESLSIND
AEEMEN HDBEEE. FJ2—RA—ILEE LLIEZFDELID
L7 z—RBEOTOTFI a3 vEBRALELL S,

EERUVEAXDRER D AZ 74 —LE LK EERBERO—-EFALEL LS,

MEREABEHLEWVWESIZ, EEINDIFIRVICEIE, K
EBOSH—AUbEEMLTHERALELLES B, RY—T
Ly, 7Ry, EFR, FOMETR—YHE) ,

BEREINAREEOHIKRRELE CIEEIXEY L AETIT

TLESEL,

9. MEMERTILFEHEE
PRI RE D B—Y3y
& o T—8%L
R D T—A%L
RoLEWLEDE L T—RAL
Bhe R S L T—RAL




REF—5y— b

Betamethasone (0.05%) Lotion Formulation

R ZE =

8.0

;ETH:
2024/04/06

BBES
4371830-00013

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2019/05/30

BRAXITNE R KR VSRR
ARt (ER. KK
AR GRIK)

JEEZH

F—a#iL

BRETRARVERELRE FIARR

BEFEAD LR/ ATALR

B

BREEHEOTR / AIHATR

&

BAENEE

I
BREE (Ehih1ER)

AR
KiztE

n-#4%4 %/ —IL/ KD ERIFZRH
(log {iE)

£

Rt
X

BERV/RITHENEE
LL=E

B HREE
BERT

BRb it

F—a1L

F—a1L

F—a1L

JEER

F—aHL

F—H81L
F—H1L
F—H1L

FEEHEM

AEMEIBHREEMEE LTRERIBESAEGL,
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #EER B 2019/05/30
578 L F—snL
FLF4EE
RHFHA4 X T JEEZY

10. REMRUREHE

Rt D RISHERE L TRIES G,
LR EN D BEEOKRETIEIRE,
B ERG AT RE D BIRMOBVRAERUVES.

ARIEREBRREMESYERAT S EH D,
BOBRILERIERIET S ENDH D

BTN EEH DB L NTE,
RERYE D ERMEH
BREELNEERY D BRAELSBERMTM ST,
1. EEHE8H
AEEED H L5 RERBOER © |RA
RS &R
£
IRICA-T-1B&
SNEH
FATTRELIBRICE DR YDETERLY,
5%
4y FabE)IL7ZILa—):
aMsEd @®n) : LD50 (5 k):> 5,000 mg/kg
2nEE (|]RA) : LC50 (T k):> 25 mg/|
REEEREME: 6 h
HERIRES: BRR
2MEEE (BR) : LD50 (o). > 5,000 mg/kg

RYTO)ILEE:
aMEN (Bo) © D50 (5 k): > 2,000 mg/ke
e BT IME, SBONTF—2IZES<

Betamethasone:
llase @o) : LD50 (5w k): > 5,000 mg/ke
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REF—5y— b

Betamethasone (0.05%) Lotion Formulation

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
2024/04/06 4371830-00013 #MEERLA: 2019/05/30

8.0

LD50 (=™ R): > 4,500 mg/ke

SHESEE ]A) : LG50 (T v k): 0.4 mg/l
BRFERFR:4 h

RERBEYE. /3T

FIFRETREAIERMICE DR Y DETEAL,
5%

A4y 7aE)L7ILa—);

& Ry =

R D RIERIEAL

RYTOUIEE:

2 oYX

fER C RIERIEGZL

e D T AMEINSELONET—RIZE DL
Betamethasone:

(] Lo

fER D BEORERIEK

RIZHY 5 ERTREGE/RRIHE
SR UVAR R

5%

4y FabE)IL7ZILa—):

& R

fER C BRAOFH. 21 BURWIZEE

RUTHJIVEE:

[ oYX

fER . BR~OFEAEL

= LT AMEMSBLON-T—2IZE DL
Betamethasone:

iz e

fER . BR~OFEAEL
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation " ORGANON
&S HETH: BIARE BTEIZETH: 2023/09/30
8.0 2024/04/06 4371830-00013 #EERL A 2019/05/30
NeFE F% 28 % R 44 3 (3 B2 1 R
BREREY
FIAAEEAIERICE DK RYDMETELLY,
0% AR R VR 1
FIFETREAIERMICE DR Y DT EAHLY,
B5:
4y FaEiL7ZILa—):
HER R A T . Fa—35—
KED TR D RISEM
[ D EILEY R
Wab: : OECD HE&HA K> 4 > 406
HER DO EM
Betamethasone:
SREDTI R DORBRE
& D EILEY R
HER D BULRMEMEYE
LB EREREY
FIFARTEELIBRICE DB Y DEETERLY,
B4
4y FabE)IL7ZILa—):
in vitro TOEESM D BERAA T MEMERANSERERE RS (AMES)
R fE
HERR A 7 in vitro BE BB EGFEESER
R e
in vivo TOEGEM D B2 A T MIAEMMRMER/NMRELER (in vivo MEREEER
E&)
E:.<THX
B 520 EREREST
R e
Betamethasone:
invitro TOBEEM D BERA4 T MEMERAVSEIRERE R (AMES)
R e
HERR A 7 in vitro BE BB EGFETESER
R e
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R ZE =

REF—HL— b

Betamethasone (0.05%) Lotion Formulation

;ETH:
2024/04/06

BBES
4371830-00013

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2019/05/30

in vivo TOEES4

ATEMIRRERRME - TR A

vk

RMAM

HERZ A T in vitro REKREEHR
BER B

HERA A 7 IHELERMER/MZEER (in vivo RS MHR
E%)

& TR

BREZK £0

R TR

REAE C ETEMREERERRE L THET S LETER
LY,

FIRARIRELERICEDCRY DETELL,

A%

4y 7ab)iL7ZILa—);

2
bR )
R & B
ik
fER

HIEEM
BER~ADEEZEDE TN,
5

4y 7ab)iL7ZILa—);
HIRICX 3 B E

i
S
S
o
R
2
S
&
m [

Betamethasone:

BROEBE~DEE

vk

UINES)

104 38

OECD EXBRATA K54 > 451
P14

RS 4 7 HREBEMHR

B Svk

BERR SR AATEEE

R fE

HERA A T ZRMNE L UBREE
B oy bk

BRERE AP AATEEE

R fE

B oy x

BERE: AN
FH4E M LOAEL: 0. 05 mg/kg A E
R BREM,  FELABOONT,
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation ## ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 4371830-00013 #MEERLA: 2019/05/30

B oy bk

BEEREK BT

FAEFEM: LOAEL: 0. 42 mg/kg (AE
BR FENBHLNT-,

B YOR

BER®: BHRA

FEZM: LOAEL: 1 mg/kg AE
R FENBOLNT-,

ETEEHE - TEAA VR D EMIEBRICKDERBFTADOEEZENRAEICH S,

FERMESESTE (HEIETCR)

REXEHENDEZEN.
5%
4y 7abEIL7ILa—I:
lI7t2x 42k . REREHENDEZA.

FERMEREE (RESCR)
RHIcH=5. RERERBICLHEF RTEAF RER BA KWK 0LE 8T OEE.

%

Betamethasone:

HZ RO AR D NTEA, RER A WR 0% BT
TEAAD R D REICH-5. XIIREFCEIZEIBHRDOESE,
REERSSH

B

A4V 7RELT7IILa—):

[ D Zv bk

NOAEL : 12.5 mg/|

BEZ% D RAGER)

IR EER ;104 ;&

Betamethasone:

2 oYX

LOAEL o 0.05 %

BE5ZK D HEREM

A 55 B R : 10 -30d

IZRO 25 D RRTER RER A
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REF—5y— b

Betamethasone (0.05%) Lotion Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEES: RIEIZRET A: 2023/09/30
8.0 2024/04/06 4371830-00013 #EERLB: 2019/05/30

2 AV

LOAEL 0.05 %

BRERZR R I i

A = B 8 &

(R A ffg i

2 TR

LOAEL 0.1 %

BEZK R RS HEfi

IRERRE 8 &

(R A ffg i

2 X

LOAEL 0.05 mg/kg

BEZK Erqm|

IR ERRE 28 d

(YA mi%x, iR EIE

RAAEEN

FATRESBERICE DR YNETEHLY,

AEITH T 5 REAEER

%

Betamethasone:

Rk A EZEiERR: 8T

RS HEfi fEIK: IR, B, RIEMH
12. REFCEFER

RSN

5%

A4y 7abE)iL7IILa—);
y: k-

(s e aY=—3 3

WEMISHT HEMN

SOVIAFEQKEERHSY ¢

LC50 (Pimephales promelas (Z 7w kAw K2/ )): 9,640

mg/ |
RREEEERE: 96 h

BREERFE: 24 h

EC50 (Daphnia magna (F#4 =< > 1)):> 10,000 mg/|

EC50 (Pseudomonas putida (¥2—FEF+ X - TFH)):>

14 /21



ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #EER B 2019/05/30

1,050 mg/|

BREERFE: 16 h

RUTOJIVEE:

asn . LC50 (Brachydanio rerio (€757« v 2)):> 100 mg/l
BREERFRA: 96 h
7% OECD RERA A K54 > 203
&% BT EMEIL/FON-T—RICEDL

SOUIEOKEESHSY © EC50 (Daphnia magna (AA I 3)):> 100 mg/|
IZxtd &M% BREERSRN: 48 h

A% OECD RERH A K54 > 202

BE BT IMEILEONET—RIZEDL

AHEN (BESY) C RREZERE (Pimephales promelas (77 Ay K/
)):> 1 mg/l

RREERER: 32 d
BE: BT spanroFont=7—42C&ED3<

MEMIZT 55N : EC50 GET4:5iE): > 100 mg/|
RREERFRE: 3 h
A% OECD SRER KA A K54 > 209
BE AUTIYEIEONET—2IZE DL

Betamethasone:
SOUAKEOKEESHEY © EC50 (Americamysis (ZAYH I R)):> 50 mg/l
IZxtd 5&EMH RREERER: 96 h

. KEEYIZT 5F M ¢ EC50 (Pseudokirchneriel la subcapitata (#3%)): > 34 mg/|
RREERER: 72 h
#i%: OECD HEEH A K54 > 201
& REERREICHT25HEL

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

RREERFRE: 72 h

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

% BARERFEICE T HMHEL

AEN (BHSY) D BRKEFZEREE Pimephales promelas (77w Ay K3/
2)): 0. 052 mg/|
IREERFRE: 32 d
7% OECD E&RH A K54 > 210

RRESERRE Oryzias latipes (F1A % 5)):0.07 ug/l
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RET—HFV—F

Betamethasone (0.05%) Lotion Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: AiIEIZRET H: 2023/09/30
8.0 2024/04/06 4371830-00013 #EER H: 2019/05/30
BREERFE: 219 d
7% OECD EABRA A K51 > 229
TUVIAFOKEREHBY - RAEZLERE (Daphnia magna (F422210)):8 mg/l
239 5 =4 (BHEST) BREERFA: 21 d
7% OECD HRERAA K54 > 211

-7 45— (KERREE
tt RE (B )

REH - HEYE

5

4y 7abE)IL7ILa—)L:
E R

|BOD/COD

RYTOVILEE:
SR

EHERN
0%
4y FabE)IL7ZILa—):

(log &)

Betamethasone:

|m¢99/—»/mﬁm%ﬂ:

|m¢79/—»/mﬁm%ﬂ:

(log {&)
TRPOBEE
T—AR7%L

TV UB~DOBEHE
FEZL
toEEXE
T—ARL

1,000

HR: RESFETRE

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

HR: ZORETEEL,
#E: BLUTSMEILFOoN-T—2IZHEDIL

log Pow: 0.05

log Pow: 2. 11
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation ## ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 4371830-00013 #MEERLA: 2019/05/30

13. BRELOEE

BEAE

RREEY A BBRAORFIZRWNLDT B,
BEME TARABEE L TIEGE 5L,

EFERBRUEE EORBIE. VIS O ILFLIBREDOL-OHIZ, BAEZ(T-
BREVWEBEEEIZRFTET S,
BREBYIOEAIEDREFIIBREAREENHY FT.
COEIBBRBIZEAZNFY, YIoF=-Y ., IFAEFFETFL
=Y. OoffiFLEY., FYILTRZHITLY., BITF=Y.,
BAOK, KEELLIFZFDIZHODABREYMEIZES S5 EHELNT
KISV, BROEEERFS ISR OTAIEELAHY £,
BFICEENEWNES., REARELTEET S,

14, BELDEE
B PR #R i)
B _E &% (UNRTDG)

EEES (UN number)
[EE#ix & (Proper shipping
name)

EE 5 $8 (Class)

B EMR (Packing group)

Z X)L (Labels)

REREH

finZe®m;= (IATA-DGR)

UN/ID &5 (UN/ID number)
[EE#ix & (Proper shipping
name)

E&E 45 48 (Class)

B E MR (Packing group)

Z X)L (Labels)

HwatkEr (EYH) (Pack-
ing instruction (cargo air-
craft))

HWaEfER (REH) (Pack-
ing instruction (passenger
aircraft))

7 L #i% (IMDG-Code)
EEZES (UN number)
E&#i%E 4 (Proper shipping
name)

E&E 448 (Class)

B#E#R (Packing group)

UN 1219
ISOPROPANOL SOLUTION

3
I1

3
#ZH

UN 1219
[sopropanol solution

3

I

Flammable Liquids
364

353

UN 1219

ISOPROPANOL SOLUTION
(betamethasone)

3

I1
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #E VR B: 2019/05/30

S RJL (Labels) : 3

EmS 23— F (EmS Code) . FE,S-D

WEHRME (4% - kL) By

(Marine pollutant)

MARPOL 73/78 Hi/®E I1 RV IBC I— FIC& (L oBEAMEShIEAEME (B - EHY)
S n-KEBOERBITIEIZH,

&l PR il
EoRHEDERFL. BB 15228 I 5.
A DR EHE

CCICRBEA TV DEES I, BHROBMETOLHT, KRET—2 2 — FOHRTHRHS
NEESICHABESNE-MBOBFEDHITE IV TWET, BESEE. REFHR. Nvr—2H
A XEMBCMAORAUDEEICLY, EEENDAARERLHYET,

REFLHERHES D129

15, BRZES

BEE AR
A
EPOEE, 7)La—ILEE, (400 1w bIL), fERRER 1]

L&EX
BEl{LFEYME

[ e%4% =

A4y 7aE)L7ILa—)L 102

TOVILBEEY 234

FBRE/LEE

BEFNRLSILIAED

JEER

BEDHTERITHINEZHED

JEER

BEEENLEHARYME

JEER

ERFEDEH oM=L EWE (BRFLEYR)
EH

ZEREORBH oh-LEWE (HFREHEFHE)
EH
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
8.0 2024,/04/06 4371830-00013 HE/ER B 2019/05/30
BAMELBAITREREVRUVUEEY
EEDLSTEMD 2 FEITHAMRE9
x4 EHE (%) 5
l|Z7oeErzra—n >=30 - <40 -

AHEERTIRELRVRVEEY
EHEOT & (HITHE 18 %)

=23 5%
I7eEr7ra—n -

BRARENE (BRSNS 577 0 2)
B2

RECEMERETHHRA

JERRY

S EFRARAI

R

7 ILEILsehEFRIRA

S

ARBFIPEFEHRAI

E_EERARIE

FERE/MELETS - WRE— (BEY)

5l REDY

SR URIMEFE

JEERY

LM EEHIBEEERE

JEERY

BEHRARRE

JEELL

UE 500805

JEELL

iR €%

BB 2, 3 £AERMETAIRE 1° SINERESE
22 %

FEATHRAIEE 194 KAERMERARE 1 5LERE

BESTRERVELKEORHILICET 5%

(5 iE A 8% . AERAMEC )

18 S ik L EEEEYE
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #EER B 2019/05/30

i E PAONLELEUE 33803
RRERBHERS @ - @A
e

FEMRERBHRERY @ - @A)
JEER=

BEERVMOLER VERICET HE#
BHEEEXRREYD

COHBOBRSIZDODVWTEEAS ORY M) —~DEBEIFR :

AICS N

DSL L R E

IECSC L FE
16. TDHOER

ASDS [CHENWTHBLREHEZDBHNMRNEDRENMERTOERIL. EXMETHIEEE
BHEYT

5| Rk D HMEMIT—4. BEME SIS (CEDILF—4. O0ECD eChem
R—2IILEIVERMILEYMER http://echa. europa. eu/ D&
RIER

URIN—2a U o EBESNERBREAXETE 2 AR THRFARTIATLET,

Bfft7+—<v bk . %/A/H

TOHDEBEDEX

ACGIH © KE, ACGIHFEFRRBAME (TLV)

ACGIH BEI © ACGIH - £¥MFHRFTIEZ ( BEl )
ZEE (BEEEE) D EERBIMEE. BEESHILIES
BAEEXEFEFS FRE | HAEREGLEZR HBRREZ0HE -1 LEZVEOHBTREE
)

ACGIH / TWA o 8 EEfEl. FRREINEFY

ACGIH / STEL D EEERERR

REE (EEHEE) /ACL . BHEHRE. £2ERE
BAEXEEFER IR E | RAHBREE

) /0EL-C

AlIC - A—R FSUTDIERFERASA AR ANTT - TS DILEREEME, ASTM - K
EMHSRGS bw - KE R - EH M, TERRME. £EEEULH D ESNHIME: DIN -
FAURBHEELE DSL - ERYMEY R~ (BF4%); Ex - FED XWORIEERET EEZ
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ReF—2U—F A

Betamethasone (0.05%) Lotion Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 4371830-00013 #EER B 2019/05/30

bNBEE: ELx - FED XYDORIGZERIFT EEZONDATEA, EnS - BEABORS D
—J)L; ENCS - {tBEDEFILFEWE) X k; ErCx - 8D XOREERIFT EEZONDK
F#, ERG - BEXEOF5IE; GHS - tHFRAMI X T4 GLP - HEREMEFRE, [ARC - EHE
MATRZEHEES; TATA - ERHMZTEERS: IBC - BRIEFROESEELDO-OOMMOIEE
RURIEICET 2ERREA; 1650 - 50%fEERE, ICA0 - EERMMZTHES, IECSC - hEIR
HitEHE 4% INDG - ERELEKRYIRIE, IN0 - EBEME; ISHL - $BXLEEE
(BAR); 1S0 - ERZEEL#ME. KECl - REBIFILFEME R, LC50 - 50%EFEEE . LD50 -
50% 3t E (EHEIEE) ; MARPOL - MARAICK BB DHILED=HDEKEF; n.o.s. - I
MBDBTRENTWDEDZERRC; Nech - FURE] NOAEC - BMEEMHFEERE, NOWEL -
BEEMFZELANIL, NOELR - EEEUZEEREE, NOM - A X a2KRA; NTP - KEE
REME IO 5L NZloC - Z2—C—5 2 FItEWE SR, 0ECD - #EFiH HEIFMME . OPPTS
- LEMELREM - AERLR, PBT - #ofEMEN - £AEREM - 5% (WE) © PICCS - 7
A VEVIEEMEA RN F)—; (QSAR - (EEM) #:&EEMEHES: REACH - LEHE D&
$%. FTME. 3R WHLUEE (REACH) B9 53#RAI (EC) No 1907/2006; SADT - B2 hNE5fig
BE, SIS - BT —4— bk, TECI - A IZBREFEOEEMEDA oAV Y, TCSI - &1k
HMBEA R M) —; TDG - fEfiEgi%; TSCA - AEWMERFE CEE); UN - E5&E; UNRTDG
- B ESERYEXES, VPB - ERICHIBRUIERICEEREME, WHNIS - kEB5ERE
EUYMERRRAT L

CORET—RI—FUUAT TSDS) &0V5) TRIET HHFMUT TRFEHI &0V K. FEH
BEFRICENT., BHOKEOMNH. BFHR. RPMERDLETERTHLHEHIHLEZLDTY,
AERIT. HREOZTEGEEL., FH, LB, RE. Bif. EERVERICETSHI TR E
LTOAERSNTEY . WA BSRIIRIIREREEZLTHLOTEHY FHA. KIFHIE.
SDS DEEEZICRESN TV AIRESNEHAICEHTIIOTHY .. FZAHGAMORG EBAE
HET, XETO0EAPTHEASNBIBE. AXHRITERNGZVRY .. BRICEE S G OETEEMS
BAHYFET, AEROEREFSMICEV TR, FERRVHERZTEZERY S5HRIC. FRES
MORBRERBICETHAHEMOBEY LT HEZEH T, FRESMUDOERT 2HETOREDKR
[CETHARBOEFEL. A, LE, ROREICOWNT, #HRBEWET,

JP/JA
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