ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04,/09 1841131-00012 FIEERLA: 2017/08/21
1. EERRUEHITER
R DEF :  Betamethasone / Salicylic Acid Ointment Formulation

HficEORMLAET. FFRUVEEES

HEEFEOEHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
BEES . 551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREEES © 215-631-6999
4R ik & UME A L 4l BR
HER AR . EER

2. BRAELEOEY

{250 GHS 2%

RIcHT 2EELCEEGE R © Eo1

RlztE

AhEEM © X5 1B

BREFRMRBSRSE (REFC © B2 1 WRTERK &R HR BIR 0% &%)
=)

KERRAEE RY (18 DR

%)

GHS SRIILER

BRREXIEVRIL :

R EE D fElR

EREEHER . H318 EELZERDIERE,
H360D BRIR~DEZED S F N,
H372 RH#AICH -5, RIIRERZ|IC L SEF RTERK &
E% A BE ng AT OEE,
HA10 REAMEGRAIESE (C & > TKEEWIZIER IR IEM,
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04/09 1841131-00012 PE{ERE: 2017/08/21
TEES ' mes

P201 {F AATICEURERBAZEZAFT S &,

P202 £ THREFIEFHAHEREIT HZ2ETMYHEbHENI &,
P260 } CANE HR/ ISR /"ER /" ATL—FRALL
Lo &,

P264 ERik WMRISEEHE K CHES 2 &,

P270 CHORZEFRIT I EEIC, RRENITEEZ LA
&
P23 IREBE~ADBMEE®ITHZ &,

P280 IREFR REKR RERE FEE@ETERTHE,
EREE:

P305 + P351 + P338 + P10 BRICA o714 : KTHLEEE
FECHES T E, RIzavsy rLUXEBERALTWTAESIZH
BEEHEEEINT L, TORLEEEHRTELE, ELICERM
[CEHKRT D &,

P308 + P313 [EK BEXIFIEK ENBENHDIEE | EEDZE
SEREHTERZITBRE,

P391 R ZEIINT 52 &

RrRE:

P405 fEfE L CTRET D &

B

P501 NEBY.  BRERZBIN-VNEHERICEET S L,

GHS FEIZEZE L E WML DERB ST
HEREL,

3. MERUHSER

tEHE - BEEHORA . REY
R4
LF % CAS BH EHE (b w/w) BN REE
£S5
RrhAS4 L 8009-03-8 86. 93
"5 74 Vil 8012-95-1 10
Salicylic Acid 69-72-7 3 3-1640
| Betamethasone 378-44-9 0. 064
4. HEHEE

— BT KA R

EHDHEL. [NV T BV EERFELICEEDZEE

2/22




REIZtELI=5E

RBICA-=5&

RAAATIIHE

AMEREVERMEERDOR

HEELTRHIRER

WREEZY 2EDRE

EEICH T HEFRTETEERE ¢

fé;—‘_g :/_ F A’uhlin
Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
2021/04/09 1841131-00012 PE VR E: 2017/08/21
S5,
ERARSICHEE. FHIEEMAHIEEL. EMDIETRZE
S5,
BA LT-15a BORAAESE. FRARSOBFABET 5.

ERNEZXZ(T 5,

EMLIZIGE,. BEBICREEZEENDKTEVRT,
BRLEKRE X UVHER <,

ERELEEZ(T5,

BERAORICKREEXS.

HEFBFERT HENELRITES,

BML-5E. EBICZENKTLHAELCEL 15 BB %%
LR
BHEIZTEHBEICIE. aVE9 FLUXERYSNT,
BELICEMOFLTERZITS,
MAAATEIHE . BEBCHEAEALY,

EBRNEZXZ(T 5,

AKTcOELLTIT,

EELIRDERS.

BEADEZEDE TN,

EHlchH=5. RIIREIECBIZLZEHRDESE,
HOAMAEEIBELNDREITTIEZILL., HEIATLSR
EREFERTHE, BEOWHRMENHZHEIE. BB 8D
WYL EANREEESEOC- L (JEE 8 23MH) .
IEHBEEBLIUEREERZTH L,

5 KKEFDIEE

B 75 K F

0 TIEAR B 7R LVHKH]
BHEORIKRAEEM

HERERIEY

KIEE

fit 7 JLa—)LEH k|

bR *R (C02)

R H A F

MEGTL,
RIREBRYM~DBREIRBEICEEZRIZTIEELH D,

RFREIEY

RAEDHKAE RISORN & BDIREICIE C THUGERKFERZRNS,
RAHDBRHZERENT =DIZKEEEZET 5,
TETHNIERBEI VT FERKEEL ST,
KMo RBESEDH &,

HRETSEBEDORE KKBFIZIE, B RFEERT 5,
REEZHERAT 5.

6. IRHFFDIEE
AMRICHT HEEEHE, RE © REEZERT D,

BERUVRAREE

ZEGMYFZLDT FNA R (HBE TSR . BARE
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REF—5v— b

Betamethasone / Salicylic Acid QOintment
Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
6.0 2021/04/09 1841131-00012 #EER A 2017/08/21

BO#EFHEICEN (HE 8 ZZR) .
REBEICHT HEEFE D REANOBHEZEETSH I &,

ZEZEZHRELTHL., IAPIEFERZLED D,

BRINEZRSFKEREL. LHT 5,

MHAE L CERTERWMERIE, ABBKISERT 5.

HLAORPREDHFZRY @ CENEIOE., FELEDINMERETROERY , BULESHR

2 2B L. BEY S,

ARG ERE., BRETHEICE. EABEAES IUVEDR
B> TMEBT L&, TOMBIZCERSIA-HPEIZDL
THRABKTHD, EFORMANBHINENEFHERT ZHEN

Hd.

AKSDSDHEB 13 HLUL 15 ITHWT, HABBRE L UVED

ERHEOEESDY

1. BEVWRUVRELDOEE

i E7 A

BitTrx R D BKEMLERVREREDRORBEARESR,
PR, £FifK D TRBBMIATERVMGSE. BAEREEZEALTE

LY,
REMFKIEER D REBORRIZHE TR,

MLA. E, AR, SR+, ZBEHLLEFRTL—ZH|AL

HNC &,
BRAAE LY,
iR & DiEfimZE BT 5,

BFWREREZ L CHED D&

BEBREAEORRICEDE, EXUHOFLELLVREMD

ETHREICHOERYIES Z &
BREFHALTHLC I E,

CHERZFERTHEEIT, RERIFEEZLLZWN &,
RNOREEMZEHILL, REAOBRHER/DIRIZTSHEL S

9%
ffih ] 8 D ERIEH|

BEXE D BEOFERAPICEENE~DECEDOTREMENH HIBEL.
EEBFHDELIZTA ISV VT VARTLELURE Y v

T—EREL TS,
FERATIRERVEEZZEIEY S,

FEINERKRITBERAT DHIKET S &,

T7o)T4OMBMEARL—2 3 VICE, To9=F7a
vha—)L, BEUIGEASESRE, BULGKRLES LVFE
FBREFIE. EXEHEER. EREREEERIIOEROL

Ei—28TCRENHYET,

422



ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04/09 1841131-00012 PE VR E: 2017/08/21
RenREEY C EIES ALOONEERCARTE
HiIELTRET S &,
8% LoMYED S,
LZEDOREICHK>TRET %,
EARE I E D OROBBFEIBEE LSO L LITRELALY
S EL AL I
REHBBOEHE A BOME MREL,
8. XK EBHLERVRERE
EXBRRICE TS IREBBR/HFRRE
537 CAS &= B2 (B2 | EHEE/IBRE | H®
&) i3
I-ET-YN 8009-03-8 | OELM(S 2 |3 me/m’ AAEERE
) $2 (HEE
)

HMER: BEVALUNDOREZEZERE LTHBRRENTSL
TW3HE. 1. BPARSEOMXSR, ENAYME 51
Bl FEMIHLTESAELA DD EHHTEDIMETHS.
DEICHBESINDIVERE, EFHRARILD+DLTENAHD.

TWA (IR AR 5 mg/m’ ACGIH
)
NZ T4 Uil 8012-95-1 OEL-M (= R 3 mg/m* AAREERGE
k) 22 (HER
®)

HEER: EOVAME, TE1E] FE MIHLTESAELH
LY TEHMETHS. COBICHESINIMER, EEH

ENLD+REEENLHS.
TWA (| AR 5 mg/m° ACGIH
)
Salicylic Acid 69-72-7 TWA 100 pg/m3 (OEB RER

2)

sl E#R: DSEN

HERY HIBR | 100 pg/100 cm2 RER

Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER

SRR RS

| HZERYHIE [ 10 yg/100 cm* | FIEB

R {3 D RRTOMHESLIVEETELGVI ) TADEENDEEZ
<O AT, BAYVOERISHEUGMERTALELGY E
3 Bl. Y- RTLMSORE], #HEaCTFEYE
BEFTLEDTEDV—IAGEE2 =AY b, MR TESHH
Wiz &),
B, KRXEFFIVRREZREST DD, 2120027
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
&S ETH: BERS: BIEIZRETA: 2020/10/10
6.0 2021/04/09 1841131-00012 FEAERE: 2017/08/21
SEBIERERIC L UEBSN, G BRIHOEREA
BUEMNBYET,
A, BRRE TR Y EhAENT R,
HR—X IOt LR T A £ L ET.
REa
IR R EEBFESEBAFATEANMES . FEE < BFHE
CHEHA FS4 L OBRENDE BRATSNEBEE, 1T
WiREREZXZFRALEL L S,
TJA4NE—2 4T M FRALEERRIADESSM T
FOREER
HH TEJALEL
e FRE-BCERTHCLERHLELLS,
[EOR#EER HA4 RO—ILEHEREREL LLLIFT—YILEFRT S,
FrEmIEY U< [SEEDITEOS VR, SX k., T7AY
NG ERRET HBEE. YR T—FLEERT .
MLA., SXAF, 3LLEI7RVILICENEESLOSNS
MEEMAH DAL, TT—RI—IL B L ZZDEND
L7 z—RBEOTOTFI a3 vEBRALELL S,
RERUVEADRESR A=-T74—LH LIFEEBRERHI—FEFALEL LS,

AREMNBHLGEWEL ST, EESNDFZRVICETE, &
EBEOA—AUbEEMLTHEALFELLS Bl RY—T
Lyy, 2700, RFR. EOMETR—YRE) .
FBRINEAREDOHSIRRER CERIXBEYEHFETITO
TLfZEl,

9. MEMETLFEHER

PRI G wE

= B, FBEH
R T—27L
RLoLEVEDE T—R7%GL
Al R R T—57%L
RN EHE R K VR T—57%L

AEAE (ER. =KD
AR GRIK)

SIKDEREEE L THESA TGN

TR L

BRETRARVERLRR FAIARR

BAEFHE O LR / AT EIRIE

T2
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Betamethasone / Salicylic Acid QOintment

ReET—2I—F
Formulation
e HETA:
6.0 2021/04/09

BEBES:
1841131-00012

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EER A 2017/08/21

BREFED TR / AIATRE T—8L
5K T—RL
DMERE T—RL
pH 4.6 - 5.3
AEFRE T—RL
BARIEE T—R4L
HE
BALE (BRhiEER) T—R%GL
BRRE
KB T—R%GL
n~-#449 4%/ —IL/ KHEFRE T—RIL
(log {B)
ERE T—87L
BERV/ X(THEAEE
tb=E T—R7%GL
mE T—R7%GL
B HREE T—R%GL
IR JEIRFEME
ERiE4FiE AERSBHREUEMELE LTEIESALEL,
DFE T—R7%GL
LT
MFHA X T—R7L
10. REMRURGY
RIS REHGRE LTIESEINGL,
LFHMREM BEODKETIILE,

fElRAE RIS AT REE
BT HNEEH

BOBRILERIERIST S ENDH D

HMEZL,

7122



ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
RES  %ETE: EEES. STEKETE: 2020/10/10
6.0 2021/04/09 1841131-00012 FEAERE: 2017/08/21
EfERME D OEBIERH
BREELNEERY D BREELSMMEERMITIE SN TN,
1. EEHER
MO H L REZROER © KHiEELH
£
RICA--1B&
SNEY
FIRTREAERIC RS CRY HETERL,
85
2EEE (#0) D AMEMHEME:: > 2,000 mg/ke
HiE EIZKBAE
2EEME (]RA) D RMEMHETEE: > 5 mg/l
MEERERE: 4 h
HERRE MLA/S R+
Bk SHEIC & B A%
AMEEE (BR) D RAMEMHEEE > 2,000 mg/ke
HiE HEIZKBAE
B
R OS5 %L
afEEM (B0) © D50 (5w k): > 5,000 mg/ke
ik OECD SERHA K54 > 401
E EUT AMEN S BN TF— 8 2R
AEEN (BR) L D50 (5w k): > 2,000 mg/ke

7% OECD SHBRAA K54 > 402

TERAVE COYEFLFESYEIZEDORESHEITE
A

#E BLUTYELSFELOAT—2IZEIL

NS T 4 U

SME%E #E0) : LD50 (5 k):> 5,000 mg/kg
SMsHE BR) : LD50 (4 F): > 2,000 mg/ke
TERAAV L COMEFLILEADEIREDRESHEILE
LY,
Salicylic Acid:
llanss @@n) : LD50 (X9 R): 480 mg/kg
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
= HETE: BIHE D FTEHET A 2020/10/10
6.0 2021/04/09 1841131-00012 WEERL B 2017/08/21
LD50 (5 v k): 891 mg/kg
LD50 (2 ): 1,300 mg/kg
atEEn (RA) © LC50 (5w k): 0.9 mg/l
RREERERE: 1 h
amElt BR) : LD50 (5w k): 2,000 mg/ke
LD50 ("4 %): 10,000 mg/kg
Betamethasone:
atEn (@ 0) : LD50 (5w k):> 5,000 mg/ke
LD50 (¥ R): > 4,500 mg/kg
atEE (BA) © LC50 (5w k): 0.4 mg/l
REEREFME: 4 h
REREEH. /3t
FIFATTREAERICE DO RY HEBTELL,
5
W= EFN
(= S
Fik © OECD XERAA RS 4 > 404
fER D REREGZ L
ez L LT AMENSBLONETF—2ITE T

NT T4 VM

& oYX
fER D RERIEGZ L
Salicylic Acid:

|G L RISHIEE
Betamethasone:

|E =
fER D BEORERIH

RIZxT S ERGTRENEBRRIBE
EELROERS,
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04/09 1841131-00012 PE{ERE: 2017/08/21
B4
NS-TLIX
(Ed LR
fER . IRBANORIEALL
ik . OECD SERHA K54 > 405
iz L BT AMEN S BENF— RIS

NT T4 VH:

| (= S

fER . BRBADOFEAEL
Salicylic Acid:

|E L e
a5 C BREORRE
Betamethasone:

|E L e
fER . BRA~OFEAEL
Do, 3% R R (3 R 8 R 1
R
FIATRE T ERICE DR YNFETERLY,
IR AR R EE
FATRESERICE DR YNETELLY,
B
RhAT 32 L
HERA A T . Ea—5—%
EAOES 23 D RIS
2 D EILEY R
fER Do et
= D T AMEMMBLONT—RIZE DL
Salicylic Acid:
SHER R A T B oNEEEERER (LLNA)
2 DX HRA
fER DoEH
Betamethasone:
EAOER 230 . 354
f2 D EILEY R
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment i ORGANON
Formulation
&S WETH: BEEXE: BIEIZRETA: 2020/10/10
6.0 2021/04/09 1841131-00012 HEVERE: 2017/08/21
| L BULREMEYE
HETEMRREREM
FIRTEE L ERICESCBYNETEARL,
%
RrASH L
in vitro TOEEEME i RERA A T in vitro ZBAEERAER
R E
BE EUTIMEILEBOINET—RIZHTC
in vivo TOEEEHE D RERA A4 T HEEYHRMBK/MEZERER (in vivo HIRAEMR
ER)
TR
B REE: RERE ST
7% OECD RERH A RS 4 > 474
R E
BE EUTIME,LEBOINET—RIZHTL
Salicylic Acid:
in vitro TOEESMH L RERA A T MM E AL D ERERETRRER AVES)
R
in vivo TOEEEHE D HERA A T HIAEY B A S A
B TYX
B EREE: RERE R ST
$ER pait
SER S A T FE IR R PO b ik S B A ST R
B TYX
BRER BEERES
R
Betamethasone:
in vitro TOEEEMN D REBRAA T MEMEARANSEIREAREZERER (AMES)
R e
HERZ A 7 in vitro WELEMEMECTFEESE
ER e
HRE&R A T in vitro ZBAEERER
R B
in vivo TOEESMY . RERA 4 T WIABWAMB/MZRER (in vivo MRIEMR
ER)
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
= HETH: BHEEE: BIE%ET B: 2020/10/10
6.0 2021/04/09 1841131-00012 WEERL B 2017/08/21
. wHx
B 20
ER. TNEARE
EREMEERENE - TER A BB EEENERERBLE LTHETSILRTEY
vk R
RHEAE
FIRTRAERICE S CRY HETELL,
5%
REOTE L
& S AV S
BREZI% D MARAATEEE
IR SR D 2F
R Do
Salicylic Acid:
iE -4y {
BREZR D B
IRERRE S =
NOAEL . 2mg/cm2
fE R DoEH
HESY
BEADEZEDS TN,
0%
W= EFN
SEIRIC X g BB e L HERA A T AERE/REEMRY ) —= U SR
Bov bk
REREK: BRAHAALTEIBE
R e
e BT 2MEILBOLNET—RIZHSL
RIRDEE~DHE L REBA4 T ZEWNBLUKRERS
Bov bk
BRI RIS
ER e
e BT A2MEILBOLNET—RIZHDL
Salicylic Acid:
BRIBDRE~DEE L REBRA4 T RREMNBLUREHE

B Sy bk
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ReF—2U—F A

Betamethasone / Salicylic Acid QOintment

-5 ORGANON

Formulation

R EE = WETA: BEES: BIEIZXET H: 2020/10/10

6.0

2021/04/09 1841131-00012 #EER A 2017/08/21

REER KT
FEA S LOAEL: 380 mg/kg AE
HR: BR84S K- RESK.

HERA A T ZREMNE L UBREE
Sy bk

BE#ZK 0

FH4 =% NOAEL: 80 mg/kg AE
BR BREORBE~ADEZETZL,

HEEM-TERAAVE D BEADEZEOEETNDEE,

Betamethasone:

BIROEE~DFZE DOFE oYX
REREK AN
FAFEM: LOAEL: 0. 05 mg/kg (AE
R BREME,  FELABOONT-,

B oy bk

BERK KT

FAEEM: LOAEL: 0. 42 mg/kg AE
R FEsrZEHLNT-,

B vOX

BER® HREA

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

AEEME - TEAA U D BYRRICLDERBENODBZENREIZH D,

FERMRBSTE (HEEIT<CHR)
FIFATTRE G BRRICE DR Y AFETEALY,

FERMRBSE (REFICR)
RHICH=5. RERERFZICLHEF RTEAX RER BA KWER 0LE 8T OESF.

B%:

Betamethasone:

IZ RO RS BT ER, RER BA WIR oK 3T
TEAAD R  REICH-5. RIEREIFCEICLDEROES,
RiEREEH

%

RbATE L
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ié 7-‘_ a :/_ F A’uhlic
Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04/09 1841131-00012 PE{ERE: 2017/08/21

2 Sw bk

NOAEL 5 000 mg/ke

B AR RABRALIBE

i 55 B 2 &£

NS 74 VH:
2

LOAEL
BEZK

A 55 B

Salicylic Acid:
2

NOAEL

B 528K

IR SR

2

LOAEL

R EREH
R 55 e ]
OIS

Betamethasone:

(i

LOAEL

B E5RE%
R & B
TZ RO AR

i

LOAEL
bR
R 55 i i
)

2

LOAEL
bR
R 55 i i
RS

2

LOAEL
bR )
R FE AR

Ty bk, AR
161 mg/kg
RAAATEEE
90 Days

vk

50 mg/kg
RAAATEEE
2 £

Zvk
500 mg/kg
#0

3d

FFF Mgk

e

0.05 %

R B

10 -30d

MTEAK RER FA

v bk

05 %
B &
8 B
FRR

Z
0.

E4FS
0.1%

R &
8 &
R

X

0.05 mg/kg
#0

28 d
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§ é 7-‘_ a :/_ F A’uhlic
Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04/09 1841131-00012 SEAERLE: 2017/08/21

|z mi%, Mg, BE

RZAEEN

FIARRELERICEDCRY DETELL,

B4

NS 74 VH:

":@%Eitﬁﬁé%ﬁkﬁ&ﬁ#é&%ﬁwﬁ@ﬁ%é:&ﬁﬂ%htuéo$EH~AE$
LB EHDBREELDIDTHIERGEIHITAIER S,

AEITHT DRBEER

B4

Salicylic Acid:

RS &R
|RIZA-=15&

RARATZHE

Betamethasone:
Rk A

R B

fEIR: B BRI
FEIR: SREE DRIB

K BREOFREE, HEE HFL, BERETHE

ZFalEss: Bl

fEIK: TR, RRE, R

12.

IZxtd 5&EMH

SOVIAFEQKEERHSY ¢

LL50 (Pimephales promelas (77w bkAw KX/ )):> 100

mg/ |
RREERFRE: 96 h

WERME: KIEE S

7i%: OECD HBRAA K54 > 203
7% LT 2MEILF

bhf-T—H2I2&D<

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

BREEFFRE: 48 h

WERME: KIEE S

"E BT LMENSE

Bhf=T—2IZ&IL
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Betamethasone / Salicylic Acid QOintment

ReET—2I—F
Formulation
e HETA:

2021/04/09

BEBES:
1841131-00012

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EER A 2017/08/21

BEKEEMICHT HENE

SUVIAFEOKEETHEY ¢

X9 BFME (BEEN)

NST74VH:
y: k=

SOVOFEQKEERHSY ¢

[Tx9 EME

L KEEYICHT HEN

Salicylic Acid:
BEMN

SOVIAFEQKEERHSY ¢

(s e aY=—3 3

B KEEMIIXT HENE

NOEL #EZZ£i2E (&) (Pseudokirchneriella subcapitata
(#%3%)): >= 100 mg/|

RREEREME: 72 h

WERE: KHEE D

A% OECD SRER A A K54 > 201

BE BT smELIEONET—2IZE DL

BRANESZEREE (Daphnia magna (X432 >2)): 10 mg/l
RREERER: 21 d

WERME: KIEE S

BE EUT2MELIELONET—2IZE DL

LL50 (Scophthalmus maximus (% —7Aw k)):> 100 mg/|
BREERFRA: 96 h

WERYVE: KIEE >

HE FELTImEIR/ONzT—2IZE DL
EL50 (Acartia tonsa): > 100 mg/|

BRFERFRA: 48 h

HERYE: KIEE

wHE: LT IMEI/ONT—RIZE DL

EL50 (Skeletonema costatum (R4 L b< - 3X% kv
£1)):> 100 mg/|
BREERFRE: 72 h

WERYE: KIEE

HE: LT IMEI/FONIT—RIZEDL
NOELR (Skeletonema costatum CGEEIEE) ):> 1 mg/l
BREERR: 72 h

WERYE: KIEE

HE FELTmEIRBONT—2IZE DL

LC50 (Pimephales promelas (77w kAw FX/™)): 1,380
mg/ |

RREERER: 96 h

BE BUTIPEILEONET—2IZE DL

EC50 (Daphnia magna (F# =< > 1)): 870 mg/|
BREERFR: 48 h

EC50 (Desmodesmus subspicatus (#)): > 100 mg/|
BRERFE: 72 h
77i%: OECD RERA A K54 > 201
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Betamethasone / Salicylic Acid QOintment

ReET—2I—F
Formulation
e HETA:

2021/04/09

BEBES:
1841131-00012

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EER A 2017/08/21

SUVIAFEOKEETHEY ¢

X9 BFE (BEEN)

Betamethasone:

SOVIFEOKEERHY ¢

X9 &M%

B KEEYICHT HEM

BEML (IgESE)

SOVOFEQKEBERHEY

[Tx9 BEME (BIEEN)

-0 79 4%— (KERERE
tt &RH (B1%) )

REM - S8R
B%:

RbOS 3 A
£

EAEZERE (Daphnia magna (24 2223)): 10 mg/|
RREERER: 21 d

EC50 (Americamysis (7 A1) A= X)):> 50 mg/l
BREERFRA: 96 h

EC50 (Pseudokirchneriella subcapitata (#%)):> 34 mg/|
RREERER: 72 h

A% OECD SRER A A K54 > 201

% BARERFEICH T EMHEL

BRARESLERRE (Pseudokirchneriel la subcapitata (#%)):
34 mg/|

BREERFR: 72 h

ik OECD ERE&H A K54 > 201

w5 BREERFECS TLIEHEL

RKREFZERE (Pimephales promelas (77 vy kAw K3/
2)): 0. 052 mg/|

RREERFR: 32 d

Hi%: OECD HEEHA K54 > 210

RAEZERE (Oryzias latipes (FAA 5 4)):0.07 ug/l
IREERERE: 219 d
7#i%: OECD HE&H A K54 > 229

RAEZLERE (Daphnia magna (XA 32 >0)): 8 mg/l
RREERFR: 21 d
A% OECD HERH A K54 > 211

1,000

BR ZoBETIEAL,

0 31 %

RREERER: 28 d

7i%: OECD RE&H A K54 > 301F

BE BUTIYEIEONET—2IZE DL
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REF—5v— b

Betamethasone / Salicylic Acid QOintment
Formulation

R EE =

6.0

ETH:
2021/04/09

BEBES:
1841131-00012

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EER A 2017/08/21

EGEEN
B

NS4 VH:

(log &)

Salicylic Acid:

(log &)

Betamethasone:

|m¢79/—w/mﬁm%ﬁ:

|m¢79/—w/mﬁm%#:

(log fE)
TEFOBEIE
T—27%L

T VB~DHEEH
Y
thoEELE
T—R1L

n-744 %/ —IL/ KHEREFEHR

log Pow: > 4
BE: 58

log Pow: 2. 25

log Pow: 2. 11

13.

BELOEE

BERE
EREEY
BRRBRRUVEE

H 5 BBARDRENZHE LD T D,

EDRHFE. VA VLVFELFTREDEDHIC, BRIZZIT1=

REMNEREICRTT S,

FICHEENEWNMES, RERARELTEET .

14.

WELDIE

[ A 1

R _E#ii% (UNRTDG)

EEZES (UN number)
EE# %4 (Proper shipping
name)

EE /%8 (Class)
BEE# (Packing group)
AL (Labels)

finZ2#iE (1ATA-DGR)
UN/ID &% (UN/ID number)

UN 3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(betamethasone)
9

I11

9

UN 3077
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation

&S ETH: BERS: BIE%ETA: 2020/10/10

6.0 2021/04/09 1841131-00012 PE{ERE: 2017/08/21

EE#iE 4 (Proper shipping :  Environmentally hazardous substance, solid, n.o.s.

name)
(betamethasone)
[E#E 5 48 (Class) 9
BEZ M (Packing group) o111
S ~RJL (Labels) . Miscellaneous
WaEr® (BY#) (Pack- 956
ing instruction (cargo air-
craft))
WafEr (REH) (Pack- : 956
ing instruction (passenger
aircraft))
REEEMN .
3#_E #3% (IMDG-Code)
E&EZ&E S (UN number) : UN 3077
EE#iE 4 (Proper shipping @ ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (betamethasone)
EE 5 %8 (Class) © 9
BB/ %R (Packing group) o111
Z~JL (Labels) 9
EmS O— K (EmS Code) : F-A, S-F

BIEEEYE %S - ERYH) 0 ZE

(Marine pollutant)

MARPOL 73/78 M{EE 11 RV IBC a— FIC & 3 X oBAME I I EEDME (&Y - EZL)
B EINn-REOERAICITIEZSY,

&l PR il
EoREDERFIL. BB 15258 I 5.
A DR ERE

CCICRBEA TV DEES I, BHROBMETORLOHT, KRET—2 2 — FOHRTHRHS
NEESITHABESNE-MBOBFEDHITEINTWET, WXL EE. REFER. Xvr—2H
A XEMFOMADHRBDEREIZLY, EESISAREELAHY ET,

15. ERES

R

EBE

Y. EETHMMICZLY LEL,

A3

|| EieemeE. BEReemE. BATMESMEIRY LEL,
S BRI EE

SEERE XN EZEED

JESK Y
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment = ORGANON

Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
6.0 2021/04/09 1841131-00012 #EER A 2017/08/21

WEDHAERITHINEZHED

JEEZ

EREE LR ARYE

JEER

ERFEDRHoN-LEME (RELFEYMR)
EE

ZRREORBH oh-LEWE (FHREHECFHE)
E

BREZBENTRERRVRUVEEY
EESTED 2 FEITFRAIRE 9

x4 = EHE (%)

| B 168 >=90 - <=100

BMFERTIRECRVRUVEEY
EHEOT & (HITRE 18 %)

=23 )

| B 168

HELEMEREE TR

JEE% Y

R EFRRAI

JEE% Y

m7IILEIenthEFREE

JEE% Y

BHEAFILEFHER

JEEL Y

FEREWMEEETE - NRE— (BRY)
JEEL Y

B R UBIMImEEE

JEZY

tEYEHHREEEREEE

JEEL Y

BEHARR®

JEEL Y

VE 32108 S

JEEL Y

R Ex

ERAIE 2, I XBRYWETRINRE 1. AEEYE
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ié;—‘_ a :/_ F A’uhlic
Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation
&S ETH: BERS: BIE%ETA: 2020/10/10
6.0 2021/04/09 1841131-00012 PE{ERE: 2017/08/21

n2eik

FEITRAIE 194 KEBRYETRIRE 11 TOMOESEY
BESRFRUBLEEOHILICEY 5EE

£ 5 FEAHEE ERAEMEN )
(ERREE RS HEFEME
BRI B U ) 5 p SE AN
FREMBHERSA L - @AZA)
JEZY
BERMERBEERM @ - @A)
JEZY
BEXEVONEBE VERICET 5%E
EEREY
COHBOBSIZDODVWTEEAS IR M) —~DEBEIFR :
AICS DAE
DSL 5E
IECSC 5E
16. T ER
5| >k BHEMT—4 . BEME SDS I2E DI F—%4 . O0ECD eChem

R—2ILE X UBINEEWMER http://echa. europa. eu/ D&
RIER

UEIN—2a U b EBEESNEEAREAXETEH 2 AR THRARTSINATVET,

BfZ7Z+—<wv bk

EDHDEEEEDEX

AGGIH

HAEXBAZR GFRR
)

ACGIH / TWA
BAEXBEZE GFAR
&) /OEL-M

%/R/8

KE, ACGIHRFREE (TLV)
BAEXBARR #HRREFOHE -1 LEVEOHFRRE

? FrfEl. FFRIINET

HRIEE

ALIC - A—R FSUTDIELFERASA AV RY; ANT - TS DILEREEME . ASTM - K
EMHSRGS b - KE R - EH M, TERRE. £EEEUELH L ESNHME: DIN -
FAURBHEELE DSL - ERYMEY R~ (BF%); Ex - FED XWORIEERET EEX
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ReF—2U—F A

Betamethasone / Salicylic Acid Ointment # ORGANON
Formulation

&S ETH: BERS: BIE%ETA: 2020/10/10

6.0 2021/04/09 1841131-00012 PE{ERE: 2017/08/21

HNDEE: ELx - FED XiOREZERIFTEEZEZONDZAREE, EnS - BEABORT D
—JL; ENCS - {tTBZDEEFILEME Y X k; ErCx - 2D X0ORGBZERIZT EEZONDR
RZE, ERG - BRXDF5IE; GHS - H#HRFAFMI X 7L GLP - HAEREMIRE, [ARC - EE
NATHEHES: [ATA - ESMEEEHS; IBC - BRIELEZDESEEZD-ODMMDIEE
RUHKGICET 2EBAEE; 1650 - 50%FEERE; ICA0 - EREMMZHRES,; IECSC - hEIR
HtEHE L% INDG - ERELEKRYIRIE, IN0 - EEBEME, ISHL - 3EBXT 26 4%
(BAR); 1S0 - EMRZELHIE. KECl - BEBRFILFEYMERL R, LC50 - 50%EIEEE ., LD50 -
50%FtE (F#HEE=) ; MARPOL - MMAIC K 2 FLEDHIED-ODEKRER: no.s. - il
MBDBTRENTWDEDZERRC, Nech - FURE] NOAEC - BMEEMHFEERE. NOWEL -
EATMHEELAN)L, NOELR - BEEEMHZEAHEIE, NOM - A X2 a2AKiRA NTP - XEE
REMTOS S L NZloC - Z2—S—F 0 F{EEWEARIR, 0ECD - &FF1 HEARHEE, OPPTS
- EEMELREM - AERLR, PBT - #ofMEMEN - £AEREM - 5% (WE) . PICCS - 7
A VEIEEMEASA RN F)—; (QSAR - (E2H) #E:E&EFMEHE. REACH - LB D E
$%. MMM, 32 WAL UZEER (REACH) B9 S3#REI (EC) No 1907/2006; SADT - B2 MNiE%HfiE
BE, SDS - BRET—A2— b, TCS] - BEILEMEA R M) —; TD6G - EIRYE@E,
TSCA - BEWMERSE CLE); UN - EE; UNRTDG - ERSES IR LEs; vPvB - EEIC
$OMEUIESICEETENE, WHNIS - FESERESHDERBRC AT L

CORET—RI—FUUAT TSDS) &0V3) TRIET HFEMUT TRFEH &0V D) K FEH
BERICENT., BHOKEOMH. FHR. RMESDLETERTHASEHIHLEZLDTY,
AIEHIE. HEOREGEREL., FA. 0E, RE, #@X. RERVRRICETIHAI TR E
LTOAERSNTEY . WA BHRIERIIREREEZLTHLOTEHY FHA. KIFHIE.
SDS DEREIZRENTVAIRESNHAICETIELDOTHY . ARAHUGA/MORA EBAT
HET, XETO0EAPTHEASNBIBE. AXHRITERNGZVRY .. BRICEE S GO ETREMS
BAHYFET, AEROEREFSMICEV TR, FERRVHERZTEZERY 55HRIC. FRES
MDORBREZICETH2AHADEY LM ZEH T, FRAESMOERT 2HETOREDIKR
[CETHARGBOEFEL. A, LE, ROREICOWNT, #REWLET,

JP/JA
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