TR SeT 2t Lo

Betamethasone (0.05%) Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017

1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ . Betamethasone (0.05%) Ointment Formulation
fafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
NI IAG] : 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt
2. @R ® ugaH

foafor, vesRUr 3R & SMITd WaRTe 9T fFraaTaeil, 1989

Cica
SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

ot Tu.¥- e

S fauTeRddn : fqym gat

A3 deg-of g fawaaar  : faum ¢ (digw AfY, uferefht @3, 1o, ursww S, Y94, siftgas
- TRIGd 3REUT Y (TSHd W)

Aderfere (ofivh) S @ar ¢ faumT g

oil.T9.0Y. d9d

SR &1 face : ‘% %

BETIRICH ORI

BT el e © H360D 3foTd I &I g1 Ugal ¥ehdi g

H372 <1 HTeH a1 TRIg TaareR Uiy 3, nforeft o=,
HY, UIFHY TS, e, 3ifgaed U (TSel ois)) 3 i
JoRI U B |
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& Ser e

Betamethasone (0.05%) Ointment Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
H410 SIereR Sitad TR I It UHTg 3R 1Y g1 i fasan|
wefourd/gdfau™ saM N
P201 UIRT ¥ Ugd a1V =1 UTed R o |

P202 & b aTe A1 ®3 ofd ddb &M & gl gafur ue 8k
REEASER ]

P260 Y/ YU/ TR/ TR/ HTG/TY B T gRT TG0 A1 B3 |

P264 TTTA & d1G @dl DI 3! g Ui

P270 39 I1GA D! YA HRd TG W, UIHT AT YHUH T B |
P273 TTATRUN § BT ¥ URER &1 |

P280 I&TEH T/ I 3R 37 T/ &0 U |

[CASE¥

P308 + P313 3[R 3Rl 81 3T foraT g1 FRIadita Iare/ &A= < |
P391 SADI UHAd B |

HSIRUT:
P405 HSR drdl H|
fAarur:
P501 & &1 FUeRT Wiepd die SRuvd dREH o
|
3=y gifaat Rt ufYoms ey aeffesvor =7t grar|
S{IATd
3. 3AqYAl BT HUCA/SITHBRI
Terd/frsior . Ty
3fagq
IS T F U (F9) - TR | TS (FIATH) (%
wiw)
Saiferag 8009-03-8 >=70-<90
OOl TSI HIMRERE 1323-39-3 >=1-<5
|Betamethasone 378-44-9 >=0.025-<0.1

4. yyfye Rifesr & Surg

HHIY ddle

3R TG GRT Y80I §1 9y
3R @ A U gl AT

© 3R CHel 8l T deiud did 1 & dl Afghd T J IadTg B

T AT T 8 1 Vepl 1 &R fRUfq A Rifeadia gare o

D gfe I gR YUl R fordn o, o drelt el ga1 | o §|

fafe it Tgan ol

g B IR, XA @ B Wi 3R SgdTd U ¥ I B |

T avd Td S IAR
fafeoita wgarm o
YANT § Ugd a¥d e
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

3{TT) T3 & ARy aieh

BT T=Me o1 fafd: Y. 31.09. AR SHfoH TR IR &3 &I aRIE: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
_ QAT & B d 9§ Sd 1 3=t @Re il
3R 3G J U g AT : gam (TR & o sifet &t a9 ey
gie ST I 8 3R SIRY IR, af Fafecdia weam |
3R e feran smg : gfe FAETa oY, 98 OiRd Jd &1
fafrdta ggan |
U & Y Hg 3! de ool HRd|
BERE R PURG RN D 3ol RI] BT BT Uga Il
TG, G ot SR 8t a"rzfmqgmﬂm&rm@%quzﬂ@r(&hvm)ﬁw
i fafdre & TReur : mwmﬁrmmmﬁmaﬁ&nmﬁ?&nwwﬁﬁm%u T
ST Bt JUTGT B TR YT TN FAfFIS YREHTD ITHR0T
BT IYGIT BT A1RT (TS 8 37 )|
ffrcae® & ford g L qreifore IR WEalT ¥ SUER &R
5. JAFU=THA SUTT
I M= Hifsan ST
Tdmeia-UfoRIeR
BT SIZAHTHIAZS
ISR RE RIS
SR (3T H G AEH ¢ 3Fd
IR & ERA RARIT @R HIY gaT Ifgd faxwhiess forgor s 31
T8 ITG! BT YU WA & foT Ueh Wl &) ol g
GRATD &g 3G . BRE AR SY

L g RS T YA B3 o R aRfRUfT SR Smg-ury

JIATERUT & 3IHd Bl |

§a f&sdl D1 38T PR & oIl FTA-BER b1 YA DY |

SR U1 A1 YRI& § Al 3T & & I &ifage dbeR Hara o
EURCARCINIERE I

M & U ARV Sad W 1 OH WR, W9d-Maf3d 419 Suaor ugH |
UG STt Y&TEP JUBRT TN He |
6. 3T AT® el Ut

Jufdaeds qEyT, WeTAS  © Aol eTeTd IS YA HY |

JUHRU TUT SATATTBTA PRI g WRf 3R HfadTd YRE&T IUHN & gl Bt

fehaTy SUFT Y |

ygiaRofta graenar : iRl § faue 9§ 99l
Ife BRI, SR T K19 a1 ST Bl A |
Hgftd Ul T O B @1 Td T
gfe AE@yul SAHId U AT 81 Udb, 1 RITT UAHTRET B
SECERY

THTS A MR B AJFT  ©  TADIA B! Bhp & o0, THE B AT dgH gRT 3o foss o

& yard vd Wi LGRERERY

R a1 WsT fafam 39 uerd &t fasftd oik FeH A &
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Apuhlic

-5 ORGANON

& Ser e

Betamethasone (0.05%) Ointment Formulation

LB TemeE ot fafd:
4.0 23.03.2020

3ifdH IR SR} HA B dRIG: 13.09.2019
U IR SIRT &R &I dRIG: 18.05.2017

Y310y, |
1681979-00007

fore @] 8 wehd €, Ty &) 31 TeRigay iR Sigehyq W o ot
gy ®Y) Relisl & IwTE § IuaT 3 71 o1 d g1 319 B
fufa &= g1 5 R foriaw g g €1

39 THSITH & SIHTT 13 3R 15 PO RIFT A1 IPH Reprgr<
& IR & THSHR! TeH Hd ¢ |

7. TATA 3R USRI

qH-1p! SU™ ;AU (URIURR) ¥ 9 & =0/ ol 9919 3 HM & d8d
Soifafe Sumg 39|
R / 1 dfeavHE © 3R Al dfeawM sruas ], d wirHg ey dfeas@ &
1Y ST He |
R gTye & forg IO BUS! R A1 fRA )
grayt=an el 7@
i@l & Ty Td I uRER S
33t SN Wl SR GREM TSl & AR T, S
PRIV TRIGIGR 3THAT TR 3T B
f&od B Y B ¢ IR W |
w@g&h@ﬁ@ﬂﬁﬁww@,eﬁimﬁwﬁ
®H |
Wi HeRu o gRfRufdar  : 318 ARg U dad foht gu fSaal 1 3|
HSR drdl |
B PR G HRb T4 |
fa=Iv ¥ta fafoel & SAR SR &1 |
g Ui ¥ & : Fgfafed TeR & Uiede & 91y | -
g shRfieofig woleq
8. Siifaw frdmror / fAeit gRem
FTRIT 01 & AFS! & I1Y 3/agd
3ayd I T T (B¥) | 9 DR g U / YR
- TR (3RETUT BT Rt
UHR) HITCIA
TaleraH 8009-03-8 TWA (WR) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
A TRg 3iw)
e oS AHRERE 1323-39-3 TWA (@19 10 mg/m3 ACGIH
BRI
TWA (§5-1g | 3 mg/m3 ACGIH
33N
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) 3alke
ST STHBHRT:
| oie &t 4 | 10 pg/100 cm? | sffdi®
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017

et forgam O W R A SR AT el (SR, SuH-Th AU
fEarsH) # Affie! BT RUMIRU A & oL Iuger AU
YrRNffhal sRes! & I[ART! 1 FRifad s & fae Sugaa
AP U™ Wenfifear T W =0 B9 & forg ok iffd &=t
¥ forg aRER & TamH Y A & o 3maws § (99, ¢
Ren ¥ 9ogH ST, RR HeR W Fam-arg Hd & Iy
U 3HTST 58, TIGR TR |
it Zoifafe gz o) oReR feus gr1 erffad 8
BT 3R ITa!, BT, 3R Tafarvr &Y e & folw GMP &
Rigidl & SR Harferd foar ST @zl
3ifrard =u I forft elt TuTer Bt Srgufa el B
s TR Rew a1 Ay UeNfifeal o1 swad B3

oot e @t IrEh
g Taeh saTa L R YT R e dfeeie Suas g § a1 TauoR
3o SRR faen-Fde & sTe” Teuivr UeRid ol g,
Al 4T TR&MT BT SUIANT B |
flhecy UBR . HRU UER
HURELICEIR]

garef A gE

fewuft ;S T R faER B

i@l daeft gama L 1S ieS 1 e & 1Y Y& I=AT UgH |
3R HTH & AR a1 afafy & @ o1 fRufaat, o a1 wRie
TP g, < Sferd ThTed Ug |
SR YT, oI, I TR & AE-T A1 Hudh ST Furam g, dl
Treiics a1 @ AR BT 3= TRE0T U |

91 Td IRR aeht s . odf a1 ganTRITa die | HE B
IR &9 &1 Y] F Fa1d & 18 B} off g1 H1 & 3MYR TR
feeed 4e) |
IYTfad giid ®us MdTaq & forg Sfad Snfoi dadb-ie! &1
AT B |

Wl e U © 3R MR YA & GRIF XU & U & 3T B WHGT g,
@ BT B S WM S BT 3G 4 Pt yoferar iR Jrem
QMR YGH B |
TENT & SR, BT, YT a1 (5 7d HY |
Tgd HUSI B G & 91¢ gl R I SXaHTd B |
gfayT o guTdt darad 8 Soitt-aie fa=or o wiier, Ifad
fGaTd QRET IUHRT, Iferd S ek ulk=nes ufsrarsi,
N s AR, fafdren AR oiR srawiTas T
= &1 SXdaTa a8 ARl

9. Hiforw Ta Taraf~® Tur
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
a7 . %G W Bl Uhg
Tiey : 3T IUAs et
e Bt gl D el Uy el
diwg D ST Uy ol
fOga/ds &1 argaE © ST IUAs g
RIS Ige H1 fdg/Saad @ SeT Suasy gl
kit
Wi faig : >933°C
grefienul B & g el
ST (314, T4 ) D SARNEdT & Wk & T H Fifferd el
SAARITeTAT (ARE garf) S
I fawpie T/ ST gl Iudas et
AR T (30
THodfafere! formie)
oA fawpie dimr/ el © ST IUAs TR
SAARITEdT T (TSR
THodfafere! formie)

GILS T ST IUds g
U T g . UaNg T8l
o8] O D gl IuAs g
T ST IUds g

NP

gt A facar D ST Uy gl
QU TUTie: (T D Uy gl
gAY
3eIsRrRM &1 aruHH ;o1 Iudsy et
3Uge &I dIHHA Sl IudAs el
g (iR

RNl R o i o
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& Ser e

Betamethasone (0.05%) Ointment Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
faepics oRaYE . fowpies gt
HTRABRUT & TORGHTIT : g uerd a1 iyl &t sfafieRe aiffed T8t fvar mar g
10. fR=ar Ty wfafraar
PIEIN : ffforamRitadr & WaR & U H arfidd el |
T fRRar D I ifRufa # RR B
IRwmeny ufafsparsit : 9Ty g1 A fawpie fysyor s 9ot g
Aol SHRNBRS Toic & Ty ufferar B v g
3 uRfRufaa @ o 3T
ST AT D SiRfieruiy Teleq
3ge yardf  sifey . B3 TR dId (goRSY) 3Tged uerd rd et
11. fawmasnfoa g
TG SREUN (THIUIGR) H IR © &l 4 JUd
H DRI frer
3@ ¥ Iudh
GIEACLIESEI
JUAK] BRI R aFfiepd gl
3dYd:
ﬁgﬁﬁnm:
IEREULEED . LD50 (JgT (X€)): > 5,000 mg/kg
WIBT: OECD URTEfUT fe=mAd=r 401
femoht: we SR IR & SeT IR 3neTid
SIEASEIRACLIESGII : D50 (IgT (}T)): > 2,000 mg/kg
TRIBT: OECD URIefuT fE=mAgsr 402
3ffeerT: uaref o fireiur ) P e feRge fauTadar T8t §
fewoht: we SRf IR & Ser IR 3neTiRd
MU= g eTa AHRERe:
SIERIECEACRIESEI] . LD50 ({§ (H139)): > 5,000 mg/kg
Betamethasone:
SIERIECEACRIESEI] LD50 (IET (}<)): > 5,000 mg/kg
LD50 (AN& (AT3H)): > 4,500 mg/kg
GIEENENELICSGI! © LC50 (IET (RT)): 0.4 mg/!

7116



& Ser e

Betamethasone (0.05%) Ointment Formulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
" fora THg & o Yudh (TaUIoR) §3MT: 4 h
1 & fore ergerRYSaT
IUAS TAGR W T ipd Tal|
AdYUd:
ﬁaﬁnm:
EEIIGI GRS o)
GNEa! :  OECD Usiefur femnfader 404
CIEIE] G kA NE |
femquft L T o grERE & e W uTiRd
M g eid AR RT:
| fafom DT A e el
Betamethasone:
EEIIGI GRSl
[IEuIE . gAd! Il G Bl oaH
iR A7 afasdes
JUAS THGRI W Ngd Tal|
3dad:
a@ﬁmﬂ:
CEIIGI G RR )|
Wl :  OECD Tigfur fa=md=r 405
oy © 3IE H @ T8l
feuoft D U o grEiEl B ST W SuiRa
Betamethasone:
ERIG] R RUIN|
aRomH ;3| B Sa T8t
YT qT UG GUT BRI
1 B AT
JUAS] SHHRI W aFffpd gl
YTI-UYTH D GITSTdT
JUAS TAGRI W A Ngpd Tal|
3HdUd:
“ﬁﬁm
&1 1 fre . SR T
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
U (TaIUTER) & IR A Y D
CEIIGI e o
qRomH D BUTHS
feuoft © TH oI JHARET & ST WR 3meTiRd
Betamethasone:
U (TaIUTER) & IR i)
OSTTTa e o
IEYIE] . HHAR JRCgoR
SHaTy] 99 WereHRidt
JUA] SHHRT R aFfiepd gl
AdYUd:
ﬂaﬁnm:
SR 3 fael L TRIET B e PIFeIY TERRH oXe 8 fagl
gikomy: Bond®
fewuft: uer St IrEREY & T W snuTid
fSAICIh R 3 faar L ORigT B T TRl o TS T GEaa 1 Ui
(Shfad gTof # ArscioiHfcd IRW)
wﬁr:w(um_) .
TRIIHRA & I: SeURead SolaRH
TBT: OECD Uteur fezmfAcer 474
gRkomy: Funds
fewoft: e St It & e W anutia
Betamethasone:
[EREERIREESIEE] Ul ot fhw: dadifear e faudta ufvads @t S (AMES)
TR HUTEHS
Tef01 Bt fhed: IRR & F18R WUTRAT BT BRSBTS BT S
IaRad= ueor
TR HUmEHS
TRI&UT B fheT: BN TR ¢ 3 fagl
LRI ACIESIEED
[ERIEERISEESIEE L TRIET B o TR & TIRINITSE e 1T URT&ur
(Shfad 9o # ArgcioiHicd IRd)
TS Oy (H139)
TEH A & I AIfGH
gfoms: ifAfda
STTaTu] I TgeToRIe! - L &Y DT Jol- INTTY] HITRAHT IARATH & TG H qIIHR0T B
Sican| T T8 FRar gl
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017

|

RSB

JuA] BRI W a¥ifpd el

3dd:

a@ﬁﬂm:

BN L gRI (T)

UGB &b I R E O GG

fhds THg & o) Tus © 29

(TEHUISR) B3

IEYIE] BUTHD

3 faurear

31T ] Y g1 Ugen Tebal B

AdUd:

ﬂaﬁnm:

3[R B UHTT . TRl B fee: U/ fas TS fanTaddr whifeiT udieor
golTar: <81 (<)
TEAIHTE & I a1
giumH: HuTHS

fewguft: uer St IEfEY & e W snuid

MR RR & e muyal e &t o yor-mier g fawm|
golTar: <81 (<) .

T RH & I @l o §udh

Ruma: BUMTED

fewuft: ue it It & e wR snerfka

Betamethasone:

miw RIY & e muvEl @ gelfa: @RI
TG & I FigufRey o
fomraTe® fauTadar: LOAEL: 0.05 ffrm/fa T IRiNe HR
gfvoms: T RIg) fawreddn|, faeudrei d&t wi |

gelTer: 8T (RT)

TAIHRA & I @ & J1d

fomraTd® fauTadar: LOAEL: 0.42 ffrm/fem IRiNe HR
gRum: faeuarel it mit

TSI gu (H139)

Ul?ﬁ%—‘ﬂﬁl%ﬂ@f umﬁﬁm‘ffr

fomrare® fauradar: LOAEL: 1 firm/fe ImiRe uR
o faeuarsi awdt mit

ST forSTeRTd - Sfida D O WR ford TR TR & STYR WR fahT WR Ufddd UHTd &1 0y
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017

" e A §1

STOT - Ushd SifaH

IUAS TAGR W T ipd Tal|

STOT - SIg3T SfaH

ﬁﬁmmwm@q&ﬁﬂuﬁwﬁﬂw,w@aw,mﬁmmﬂa

i) 3T 1 T g eTel &

AdYUd:

Betamethasone:

& 3agd L Uiy U, ufoRel o, 09d, UIsHY WS, Yo, sifigad U

ERERESE)
Sfihar odiga SREUT B TR ST (IR B JHaH
ug”%n?n%

U G fauraaar

3dad:

ﬁgﬁﬁmw:

Iw% LR (XQ)

NOAEL © 5,000 mg/kg

UGB R &b I . fa e

fpam THg & ford Tues Do2yr

|(CRTOR) ga

Betamethasone:

IclTrlT% TR

LOAEL © 0.05%

U h R & I G ) e v

frdd THg & ford Tud © 10-30d

(TRITTSR) gl

|?v&uer|aua Uiy Uiy, ufrelt 3, waa

IW? L 98T (RQ)

LOAEL © 0.05%

[LSIE B AN GGl e o

EREREEPEANEEIED 8 Weeks

(TEUISR) gafm ‘

NSRS ERE] L YIRHY TS

Icmﬁ L I (ATSY)

LOAEL © 01%

[SIE B AN T Y 9uH

EREREEPEANEEIED 8 Weeks

(TRITTSR) gl
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& Ser e

Betamethasone (0.05%) Ointment Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
|Iesa sraaa L YA S
|FIG| d Lo
LOAEL : 0.05 mg/kg
U Th R & IR D Oife®
fram THg & ford Tuds : 28d
(THIUTGR) gl
1&g 3/agd L XEd, 4TSHY s, Uged Y (TedHd WE)
AT GeRT
U THSHRI TR FHiepd gl
U9 S| & 91y 3gya
3dYd:
Betamethasone:
1 GRT T80T Bl d&d 3qgd; HfUgas U (TSI i)
@ § Judh R: arat, gRicw, St
12. uTifRufaaTa @
urfefRufae faumamar
3dYd:
a@ﬁmﬂ:
CENICIRCLESKII : LL50 (Pimephales promelas (%cas fial): > 100 mg/l
- Ima o ford WU (TaIUIoR) §31T: 96 h
e fopar o a1l verd: Sra wHmEifod 3w
TRIBT: OECD URIefur fe=mfgsr 203
femoht: Te SR IR & SeT IR 3neTid
SHATT Td 3 Je-Xfgd :  EC50 (Daphnia magna (dTcR l)): > 10,000 mg/l
ERERELIESEI fpa Ima & ford WU (TaIUIoR) g3 48 h
X fopar o a1l verd: Srd wHmEaifod Sfw
fewoht: ue SRf IR & Ser IR 3neTid
aTa/STed el o) fawrgdar T4 3 T Ud ( Pseudokirchneriella subcapitata (Bﬂ Qard
(Tsih)): >= 100 mg/l
P gmy & ford WU (TaUIoR) g3 72 h
e fopar o a1l verd: Sra wHmaifoa S
Tt 3 3. . e fdwr 201
feuoft: v St IRt & Ser W enenfia
ST Ug 3 de-fed : NOEC: 10 mg/l
ENEMELIESCIRELSAINGD o Tg & o Hudh (TauioR) gofl: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil
e fopar o a1l verd: Sra wHmEifod 3w
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

B0 R Pt A Y. 3109, AR 3ifdH IR SR a3 &1 dRNG: 13.09.2019
4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
feoqoft: we Sft It & Ser wR sneria
Betamethasone:
SHAT Td 3= e-3fed :  EC50 (Americamysis (ST ISTTfdh)): > 50 mgll
EREMCLIESEI] o T & o) Hudh (TaUIoR) §3iT: 96 h
RaTa/STad Uil @) faugdar ¢ EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (T\f@ﬂ)): >
34 mgl/l
P Iy & ford WU (TaUIoR) g3 72 h
T ot 3.3 2w fAdwr 201
fewoft: factadr &t a1 W 15 fqTadar et
NOEC ( Pseudokirchneriella subcapitata (Eﬁ PG| (Qﬁﬁ)): 34
mg/l
™ Tma & ford Judh (TaITIeR) g3 72 h
T o 3.3 €. 2w fAdw 201
fewoft: facradr &t a1 W S fauTadar T8t
HSal &I fauradar (RR&1fae : NOEC: 0.052 mg/|
[EEIESED) P Iy & ford WU (TaUToR) ge: 32 d
USId: Pimephales promelas (W%‘s’ &Eﬁ)
T 3 2.3 . e fdwr 210
NOEC: 0.07 pg/l
P Iuy & ford Tudh (TaTUeR) g3 219 d
SIS Oryzias latipes (GlTCﬂ_vﬂ ﬁm)
TIBT: OECD TRIETT feRIGRT 229
ST Ug 3 de-fed . NOEC: 8 mg/l
EREMCLIESSIREICAINED P amy & ford WU (TaUioR) g3 21 d
[ERIESED) USTId: Daphnia magna (3Tex Uil
T ot 3.3 . 2w fAdwr 211
UH-Bdexy (RRPIA® sfaar @ 1,000
[ELIESKED)
TR SR Sraspuforma
Sdd:
a@ﬁ‘mﬁ:
Gifdeh SEhHUIAI B &HAT ¢ TRUTH: JHAT S A1Y WP dlieh J SasbHUBRI

CRIEPSENEEEEIS!

SAHHUET: 31 %
P gmy & ford WU (TaUToR) g3 28 d
T OECD Ulterur femmfAdwr 301F
fewolt: wes St AR & ST IR SUTRd
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
Tyifaa Sfae J=aua
3d4d:
Betamethasone:
HISH TUT: (T . log Pow: 2.11
3facIa/ar)
gt o wfa=fteran
3T IUA el
3= yfded yuE
3T IUTs gl
13. FRger ifgard
freR & e
/N I 51 7Y (Tere) ;WY fafamt sy s |
afa ofdh D T fSSal Bl AR B IS d B arat haTaie! § g ar
T & ford o Se|
IR 3= fafafcy &t fopan T srogad Sare & 9 d
fAueH &1
14. gf¥ag g
Siaeigty faferan
UNRTDG
UN dsR : UN 3077
Ardeq &1 e 9| :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
a1 : 9
OfeT g Sl
KEK 9
315 T & T-3t ot 3R
TH/3M18 S TR © UN 3077
CARRGIE : Environmentally hazardous substance, solid, n.o.s.
(betamethasone)
aif © 9
e Sl
REN] . Miscellaneous,
fSearecl @1 fgarad (@RM @ 956
[EEREE)
fEsaed @1 fgarad @t gars © 956
EHE)
qgfavul & ford WIS gf
(@sY)
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017

3ME TN S sh-@wls

UN F&R : UN 3077

g T et 9 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)

Tif :9

S a1 HETad SiigH : ENVIRONM.

O [l

qAd 9 (ENVIRONM.)

EmS dfgar : F-A,S-F

BEERRAEY Log

IMO JUFBRUN & AR Uid A gRkagd &

MYfe fpe U Mrsae & fore amg =gt

IyURTERdt & fore faRiv grawfaar

TgT 3 e uRae arfferor dad Y= & vaie! & fod §, 3iR U U § sFterss It &
0T IR 37T § o b 39 gRar s1et ¥iie & HieR 391 qui fosan ma 1 uRag &t fafy, Toe
BRI, 3R &g a1 e & e & fafdedrell & 3ER uRkag arffe<or fire-fim 8 goa g1

15. fafrarae Jan

gerd a1 fgyor & g qrem, W@y, 3R vafavor & faframfaus

39 ITeA ¥ 3aud fAmferfad gHa= v ¥ gfua §:

AICS o fuffa =
DSL o fRuffea Y
IECSC o fRuffea Y
16. 3T AT
Sffafvad SHsRY
3T Y & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe d&Id! gel, SeT
TART fohdl 4 axaras TIéd Wit aRumm aut RIg IEmfAe Tei,

http://echa.europa.eu/

g@%ﬁaﬁﬂwﬁqﬁaﬁmw%ﬁmﬁﬁ%a@mﬁﬂ@@%@nﬁmw
TR

fei® ey : fqmead

3 A=A & quf are

ACGIH © guHU| ACGIH HHRET JH (TLV)

IN OEL D YRA| S ORI H $ IS GTif Bt AR & W
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TR SeT 2t Lar

Betamethasone (0.05%) Ointment Formulation

= ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.0 23.03.2020 1681979-00007 Ugell IR ORI H Bl dRIG: 18.05.2017
ACGIH / TWA : g-de, guy- 9o igd
IN OEL / TWA D gug ard ehgd
IN OEL / STEL . 3[UPBITcId 3REUT IIHT

AICS - JE® YTl 1 ieferdrs g-dedl; ANTT - Siforet 1 91 YA uRag Toldll; ASTM -
AT Tt uierr FRIRIET; bw - SIS BT Fo; CMR - BRI, Jeol-d IT Uoi-+ favar; DIN -
THT AFS IR0 GRIM & T AF®; DSL - TR Uard gl (@1ST); ECx - x% Ufafehdr I T
TahaT; ELx - x% Uidiohdr I TSt ST &; EmS - TUTdhTei Aege; ENCS - ﬁ@aﬁ??q
NS gerd (STAH); ErCx - x% e &X Uidforar & &1 Ydbhad; ERG - TATddIe ufafdar
MEE; GHS - dfY® TR R T7Td Ried; GLP - a3t TRNTRITET UT; IARC - WW@@?{W%W
fﬁ@ﬂ@?ﬁ IATA - RIS a1g uRae THIRIGRI, 1BC - YN A H WeReiey I ardt
'?ﬁﬁﬂfwaﬁ?mé?ﬁﬂz TfT; 1C50 - 3f1erm SHfRpan ﬁ?’fﬂld—lch Tdha; ICAO -
R AR I W6; IECSC - IH # Hival I™¥rfe el 1 g4ed); IMDG - smﬁgﬁu
& WaRAS J1; IMO - aﬂﬁgﬁnﬂaﬁ’rw ISHL - 3NN JREM 3R WG HT (SITAT);
ISO - IR & fo SaRiSId W13, KECI - ﬁﬁmﬁa@wsﬂeﬂ LC50 - TRt SHTaTet
B 50% P Ulddh Hdbg; LD50 - UH&UT HEIEl BT 50% HI Oldcs TRID (HIH °ldd ERID);
MARPOL - STgTell ¥ UGNUI &1 AbUH & oY SeRiSia wa; n.o.s. - 31 Sy F8T; Neh - feredt
708, NO(A)EC - 3adid- 7 fohar mar (ufddd) wua ddbs; NO(A)EL - 3fadie- = febar
(H%W)mﬂaw NOELR - TR-3{qale-a1g UG TEH &X; NOM - TSRS AfRyes fam;
NTP - P10 fu-fas S1iH; NZIoC - T8R! &t ol o $desl; OECD - SR TEaNT SR
faeT™ TS, OPPTS - IS JRET 3R UGN AHUH HHATA; PBT - RITH, Jd-THAH0N 3R
fawred yeref; PICCS - Wﬁwwﬁﬁwﬁﬁﬁﬁ«ﬂmﬂsﬁeﬂ (Q)SAR - (AHTEHS) T
Tfafaf Yey; REACH - RIUTT T4 3R GG USRI, edid, MASGR iR ufasy aRkug &
fafaw= (EC) 7. 1907/2006; SADT - W-ttadl 3{Udc dludH; SDS - YR&T Sl /iie; TCSI - agd™
ITafe uerd gdedt; TDG - WakATe HId &1 ulkag; TSCA - faurad uer fasur siftifem (wgea
A 3ARET); UN - Gg,aa?rg UNRTDG - BIM®RS IHM & URdeT IR Ygad Y HI RGN,
VPVB - Sgd R 3R 9gd SI9-UHAHRUN AT; WHMIS - HT-RId WeR-Te Qe Ja-1 yomett

U & ST T A SUS THIRM H1 dRG &1 ¢ TR THSRT §AR IH, THHRT SR faym &
TR T § | STHBRY B QRIAA &1 T JUTAA, TIRT A, UichdT 63, Yo B, URagd o3,
e o3 9UT Bisa & ol Fad Arfex@ & w0 § fewmm forar mar § aur faf ueR &t ared o
T[UTGT T fAfERT 161 [T SITE | Juas Sl it SHeR! 59 SDS & XY R ugart Tt »ad

WW@W%HmSDSWWWWW$WﬁmWWWﬁ S
6 UTad H T IdT9T 7T &Y, TRNT - R 94 et 8 Taball ¢ | It viiaansdi &1 arg 811 W, Uaied
¥ ifaw IadTe o SDS-T & JuGHIdT HT 3BT B Ted 28T B, YANT B, Uishar d
TUT I B B MU 3y &1 & ARy Toof & STHeRY 3R Rieia ot Tten & =nfau |

IN / HI
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