TR SeT 2t Lo

Betamethasone Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

1. ITE Ud HHI Bl Ugd=

geref AT . Betamethasone Ointment Formulation
frafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SILAGH . 551-430-6000
SMATIHTC DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt
2. W Pt 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

ff3ra deg-of g fawaaar  : faum ¢ (digw TfY, uferefht @3, 1o, ursmw s, Y94, siftga®
- TRIGd 3REUT PIRICSHERENS)))

Aderfere (ofivh) S @ar ¢ faumT g

ofl.v9.v9. d9d ad@

SR &1 face : ‘@ ‘%‘

BETRICH LRI

g1 =it AR . H360D 3foTTd I &1 g1 ugen Jehar 3|

H372 Y STei a1 §-R1gd UaTaier (Ui Uiy, ufareft o3,
HY, YTEHY TS, e, 3ifgaed U (TSl Tai's)) 3l i
TeRI g 81
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Betamethasone Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

H410 STei<R Siiad TR ars Rl JHTd 3R 1y g) i faver|

wefourd/gdfau™ saM ' e

P203 IUART & F Uga T+t R e &) o %, U $iR
JhT UTe B |

P260 Y/ YT/ T/ TR/ HTG/AY BT T GRT TG0 1 Y|

P264 TdTd & &G a1 P 3] aRg Ul

P270 39 IU1G D! YA HRd TG WG, UIHT AT YHUH Td B |

P273 ATdTaRUT H BISH d URER B |
P280 Y& G/ T 3R 3G T/ I&f07 Ug |
3R
P318 3R 3R 81 T for=1 81, ey geire 2|
P391 FADIG TH AT B |
HSRUT:
P405 HSR drd H1
e
fﬁsm s 1 fuerT Wigd aw Sdivid sRE™ A
|
39 g~ forerT uivurme Ty auffevor 48t gianl
31T
3. 3[AUa! BT AUCASTTPRI
Terd/fargo . forspor
3qyq
g A WU () - TR | ST (HFIAH) (%
w)
Uaiferad 8009-03-8 >= 9c;N -VZ= 100
TRIfth 8012-95-1 >=5-<10
Betamethasone 378-44-9 >=0.025-<0.1
4. iy fafesr & Iurm
AT I8 . 3R gHedl 81 Il dead 3l 1 afl af Afghd ¥k T I B
Tq T&UT €6 g I1 bl &1 &R fRufa o Fafeaita warg o
AR WY GRT U8Vl &1 WY ;i I gRT U8 S foraT e, |l aTeht Gelt g1 H o S|
fafeaig ggan ol
TR &1 ¥ YU g ST . gWE g W, R 9T Bl e 3R Igard U I AT B |
T avd Td Jd IAR
fafeaig ggan ol
YA ¥ Ul 9w 41l
TN ¥ Ugd A o Bl St ave |
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

LB TemeE ot fafd:
3.5 09.04.2021

3ifdH IR SR} HA B dRIG: 10.10.2020
U IR SIRT &R &I dRIG: 19.07.2017

Y310y, |
1841081-00009

TR 3G § Tu® g Y : garm (Oere) & fo sifat &1 urt § e
g e 37 g1 3R IR g, O i Igan |
3R ATt feran smg ;i AT Y, 96 ORd Jd $
fafe it Jgan o
Ut & 1Y 4§ w1 aRg Pedl Bl |
T8 AEaquf q&ur 3R L ST RIY 1 §1F Ug e Homdl &
g, ST g SR &8 ﬁﬁmqgm&mwaﬁwm(m)ﬁﬁﬂﬁ
Ty fafde & TRemor : mumﬁrwwmaﬁ&mﬁv&nwmﬂﬁm%u qT
SRIH Pt YU B9 TR YT T i YRETHD SYHRU]
BT IUGNT HAT 98T (WS 8 W )|
Rifrede & ford g L e SR WEanT ¥ SUER HR|
5. JFRME U™
I A Hifgar SRS E:)
Tadmgia-ufeRiet S
HTe SZHHAZS
RS CINEIEE]
ST (M IH S AIH ¢ 3{Fd
AT F SRA AR @R © HIY ga1 Gfed fawhlies fsyor a4rdh 31
T8 IS 1 Yudh W & o T WeRT 81 ¥l g
GAHD &g IdTG! L BHREA RSy
3TT) T3 & a9 R : 98 PRI I TR HY o R URFRUMY SR omg-ury
qIATaRl & 3% ol |
T S o) 38T A & oIl Td-BeR &1 UaiT He |
SR U1 HA1 YRI& § Al 3T & & 9 &ifage dbeR Hara o
EURCARCIGIERE Y
MY & N RV TEE S & 9H W, Wd-FEfd 41 Iueso ugH|
JUHT STt Y& FUBRUT TRINT D1 |
6. THTeT fiedfier sur™a
Jafdad AEYT, RETAS ¢ ol &1 IS YA He |
JUHUT IUT STATTRTA IRiEra Fefeit st (WS 7 37 ) 3R fdarTa JRem Suaui
gfeharg & gTal (TS 8 ¢ ) BT fUTeH B |
yafaRui raenar . TR ¥ Be ¥ URER # |
g A1 QRIEf, SR 31 g a1 SetepTa Pl Ak |
T o T U bl @1 Td AT
gfe Heaqul SAHId UTd 1 81 Iob, a1 R wiftretial &t
SECERY
THIE XA AR B AJS | SADIA B Ghp & (o0, THE B A1 d-H gRT 3fod foss o
¥ gerdf ud i THAT B
g 1 A1 faf g 59 yard &) famft ok Rueq & &

forT A B Tobdl €, T1Y € 37 ARy 3R 3MgeHy R+t st
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& Ser e

Betamethasone Ointment Formulation

LB TemeE ot fafd:
3.5 09.04.2021

Apuhlic

= ORGANON

U349 ek SifoH TR SR #3A &I aRIE: 10.10.2020
1841081-00009 Ugd! IR SIRI A D dRIG: 19.07.2017

@9 yerd ) Relis & qwrg A TR A a8 §d g1 39 Bl
fofg F= ghm 6 IR fomftaw ar] 81§

T THEITY & U 13 3R 15 $& W 1 PN Revrgri<
F IR B TSR T B & |

7. AT 3R USRI

qPp-1p] JU™d ;AU (CUIER) ¥ 99 & (a=0n/fel S9rd Sy & dgd
ZolifafieT Jur |
R / 1 dfeaRE © 3R Al dfeawm sruas §, df wirHig ey dfeasq &
Q1Y ITANT B |
IRIEA gred & forg @I I HUS! W AT FRA
BIERIERI] Yd, YU, T, JUR, HIY, T &1 99 I a1 J |
e 7|
3@l & 1Y s J URER B
TATE & 916 T B 3BT g 4Nyl
ST SAIENFATeD Tl IR GRE TS & SIER W, i)
HTIA TIIUIGR 3Mhd- TR TR g
oo B HY TR 9¢ HIP @ |
Y IAIG I YA HRd I W1, UHT AT YU T D1 |
w?ﬁ?h@ﬁﬁﬂﬁﬁww@,eﬁ?mhwﬁwﬁ
®H |
WRIEd R & uRkfUfr 33! dRe ¥ o9 bt gl fesai & 39|
SR dral H|
Y PR TG HRb 9 |
fa=Iv iy fafoel & SAR YSRU &1 |
g Ui ¥ & : Fgfafed TeR & Uisde & 91y | -
g sheRfieofig woleq
8. Siifaw frdzror / fAeht JRem
FTIIY 701 & A & 1Y 3ragq
3qgd H T (F9) | I UHR ECELRCIENT] 3MYR
- TR (3IR&UT BT PNENICK
THR) YT
SO 8009-03-8 TWA (@R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
9 I 3
TR dd 8012-95-1 TWA (dWR) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
9 I 3
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) KIGIEGa
ST STHBRI: e
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

| | | die @ T | 10 pgi100 cm? | 3fiaRe

Softfrafy g D R A0 A SR S &1 (S, Sl AU
fEargs) Q! 1 /MR A & R Iuga Aby™
Tenfifear sl € [Tl &) fifid & & fae Sugaa
Apyr Mffeal Ta R Ao w37 & e ok sifafa e
¥ o aRER & TomA ) A & T 3mawss § (S, 5
ey § JogH H=aft, fRR HeR W Fam-a dd & 1Y
P33T 38, TAER THAoR |
it Zoffrafie gz 1 afeR fewrs gr1 srifad 89
LY 3R I, ST, 3R yafaror i 3em & fow GMP &
RSTdl & SffuR Harferd fovan S anfgu
fard =g 1 frdt et THTe B SgHfa e B
s UIARAT Red a1 Awum™ Wenfifeal o1 saard B3|

it e @t JreEht
o1 e saa L 3R yaTE R R dfeae Suds T8 § a1 TaRiTeR
TH T SRR fERM-FEeN & S18R TaUeR YefRid HRd 8,
A 4 GR&M BT IUII DY |
ek UHR . Igad FH U IR HIed ar UHR
HUIEEUICEIG)

garef D AN T E

fewuft : S9d T W fdaR &R

it dath sama L 1se RS a1 T o 1Y GR&T I=AT UgH |
3R HTH & HIEIe a1 TIfafafy & gt ot fRufaar, o a1 wRie
e |, at Ifad v ueH|
SR Yd, oI, I TR & AE-T A1 Hudh ST Furam g, dl
TrRiTee a1 IR TgR BT 37 TR&U UG |

@ Ud TRR Tadt s : gdf a1 TanTRITeT ®ie H S S
IR 91 &1 gda! ¥ a1 & fo1E &1 571 e Hrf & YR W
feaiad o) |
IYTfad giid ®us MdaH & forg Ifad Snfoi dadb-id! &l
AT BR

Wsal Gad Iurm D TR I SUANT & SR I & G H 3 Bt UG 8,
A B I S R S HUS 3 e B Junferar 3R gRem
QaR UeH HY |
TN & SR, ST, YT a1 YHu= 7d HR |
T HUS! B O & 91 51 R I ST R
a1 o gUTd! Tare § Son-ar Feaor &1 e, 3fea
fGaTd JR&T IUHRN, Ifad SIfei 3R ulk=nes uforarst,
3N Tesdar TR, fafear FREL SR awimgsy
=0T &1 3T T BT =gl

9. Wifa® Td Tt~ 1T
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
fazarae © TREH
a1 D SeI Uy e
Ty © ST JUAS g
Y P GEad : 3T IUA T
LRG| L 3 Uy gl
fraem/8s &1 aruae DS U el
RS Iga F1 fdg/ Igar e Iudsy el
@
T fig : >933°C
qrefieHRor Bt R D yET el
SISt (319, T ) D SAOFRIEdT & WAk & =0 H arifed et
ST (R Uere) D TN gl
I fawpic AT/ IAR ;8T Suasy gl
o faepie A/ et D 8T Suasy gl
SaARAAr ST (ASR
Todfafee fermie)
Y gad T K I |
T T g OISR |
T g D 8T Suasy gl
g G IR |
ot B faagdr S UIRERCE |
farHTST ot (T D TSy
SfiaeHre/ar)
SRR &1 T ST IR |
3{Uge T ATGHH L ST U !
RIEGINEREIR )
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-5 ORGANON

& Ser e

Betamethasone Ointment Formulation

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
frpifict srgARfesd . YA e
faepics oRaYE . fowpies gl
SRFHIOT & TORGHTT . zguerd a1 e ) st Re aiferd -Tet fasan man g
HUT BT A : SC1 IUAs TTg
10. FRy=ar aut ufaferaar
PIEIN : ffiforamRiiadr & WaR & U H arfidd el |
T fRRar DI fufe A RR B
IRGmeHy ufafsparsit : 9Ty g1 # fawpie fiyur 51 9ot g
A9 TRfPRS Toiel & 1Y UfAfshar & Tbal g |
g9 ufRufeal § o< . 3
ST st L SRy Teley
3Tge Uerf ¥ snfaw . PHIS R dTd (FoRSY) Sqge uerd Jd gt
11. fawrdsnfora g
TG SREUN (TRIUGR) F IR @9l 9 94U
A THBRY e
i@ ¥ ¥udh
GIERCLIESE
JUAK] BRI R aFfiepd gl
3dYd:
a@ﬁﬁm:
GIERGIIRCED © LD50 (JgT (RT)): > 5,000 mg/kg
TIHT: OECD URTefuT fa=mfAd=r 401
femoht: we SR IR & SeT IR 3neTid
GEECEIRAELIESG . LD50 (FET (}2)): > 2,000 mglkg
THT: OECD Uterur fE=mfAdsr 402
3fiera: uard a1 fireor Bt Big T e fawTadar g 8
fewoft: v St IRt & Ser W eneia
TP a4
g MR fawradar . LD50 (IT (}2)): > 5,000 mg/kg
GEECEIRAELIESG : D50 (T/RIMR): > 2,000 mg/kg
3fferT: uaref T foreiur ) P @ feRge fauTadar T8t §
Betamethasone:
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& Ser e

Betamethasone Ointment Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
g e fauTaddr LD50 (IET (}<)): > 5,000 mg/kg
LD50 (N (HT3¥)): > 4,500 mg/kg
GIEE R ERCNIESG| . LC50 (JET (RT)): 0.4 mg/!
fora THg & ol Yudh (TaUIoR) §3MT: 4 h
1 & U ermereTaT
JUAK] SHHRI W aFfipd gl
AdYUd:
a@ﬁ'ﬂ'ﬁ:
I GRS o)
GREA :  OECD Ustefur femnfder 404
gfikomy : 91 H oad ol
fewuft © T S grERE & e W myTiRd
I aa
PRI G RO
gfikomy : 91 H oad ol
Betamethasone:
Tt G RO
oy . gad! I &1 B ST
iR 97 gfasdea
JUAK] BRI R aFfiepd gl
AdYUd:
ﬁ@ﬁnm:
Tt G RO
Al . OECD Wieur fe=nd=r 405
gikomy : 3| B Sa T8t
feaoft L U oI grEiEl & Ser R SuiiRa
W d
LR BRG]
gikomy ;3| B Sa T8t
Betamethasone:
STl RG]
gikomy ;3| B Sa T8t
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
YT qT UG GUT DR
1 B U
JuA] BRI W aFifpd el
YT-UYTH D GITRTdT
JUAS TAGR W T ipd Tal|
3d4d:
ﬂaﬁnm;
T1eror Bt . §gR T
YU (TFIUIER) & I A Y dUb
I : TR fom
gfkomg L BUTHD
feuoft D U S grEiEl B ST W SuiRa
Betamethasone:
YU (TFIUIER) & I e Eiu]
I : TR fom
gfomy . HHAR JRCgoR
SHaTy] 99 WereRidt
JUAK] BRI R aFfiepd gl
3dadq:
ﬁaﬁﬁmw:
IERICCRIINEESEE L TRIET B e IFIY TaRRH oXe o4 fagl
gRkomy: Fundw
fewoft: T St It & e W anutia
ISBIEERINERESEEE]) L URIEU BT e WAl o TS YEAATY 1 URia
(Shfad 9o & ArgcioiHfcd IRd)
TSI U (A3 9) .
TRITHRA o I: SeURead SoiaRH
BT OECD Ut fezmfAcer 474
RIS D
fewuft: uer St IraRET & e W nuTid
Betamethasone:
IEBIEERIREESIEM] Tl ) few: dadifear et faudta ufvads @t o (AMES)
TR HUmEHS
Tefur B fobe: IRR & F18R WYY Bt BIFRB13M o1 i
IaRad= gdtemr
TR HUTEHS
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

UJ&r0T o1 fobe: hiHeld TaRYH ¢ 34 fagl
qfkume: ardfde

fSHcIaRe 3 faar D TRIET B o TR o TIRINITST e I URT&or
(Shfad gTof & ArgcioiHicd IRd)
TS T8 (H139)
TP IE & I AfeS
gfvomy; SifAfEd

STtaTu] I TeToRIeT - L &Y DT Fol- INTTY] HIRIHT IARATT b TG H qHIHR01 B

3B grdT T FRat gl

FITSTBT

YA STHHRI R Flfhd 8|

HdYUdq:

a@ﬁ'ﬂ'ﬁ:

EEIR . g1 Re)

UGB & T S CO G RE |

oo THg & ford U D29

(TRIUTSR) B3

qfRomd FBUTHD

3T fauTaan

31Tl I Y BT Uge Shell B

3H{dYd:

ﬁ@ﬁnm:

AT & gHTd D ORI 1 foh: IS/ AT fasTaar b+ TRIeqor
goTifar: T (X©)
TENH R & ;e o
RUMH: BUTHES

fewuft: ver St IERET & e W nuTid

MR RRYF e uuEl - gdeo ot few: yormiw Ry fdem|
gelTer: 8T (RT) ‘
TWHHRE & I @ & JUD
o FBoMTES
fewuft: uer it It & et wR snerfkd

Betamethasone:

TR RR] & AP R UG © Yollfd: TR
TEH YA & I HigulREy o
fomT T fquTaddr: LOAEL: 0.05 fom/fdm IRiRe UR
gfvom: s Ry fawreddn|, faudrel 3=t mi |
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

IolTar: 8T (<)

TAIHRA & I &@dl & A

fomraTH® fauTadar: LOAEL: 0.42 firm/fém Ikie R
o faeuarel 3t mit

TS Gud (H139)

TP P IR Higafmt &

fomraTH® fauTadar: LOAEL: 1 firm/fem Iifes R
o faeuarsi it mit

ST faNTeRTaT - Sficher D U WR U T TR & STYR R fAdb WR ufdghd gy &1 Wy
Ted i §1

STOT - T&hd SiifaH
YA TSR R i el
STOT - GgeraT Sfew

a?ﬁaﬂ?ﬂqmwww(tﬂqwﬂ gfeRel d, 79q, UTH wiE, 94, Siftigae Uiy (TedEa
S)) 3N ! T Ugardr g |

3dad:

Betamethasone:

e 3agd L Uiy Ui, uforel 7, T, ursHY WS, Yo, siftigae Uiy
(EEREREGE)

e : ﬁﬁmqgrmwm@ﬁwsﬁﬁ(mjﬁw
UgardI &l

U g fauTaar

3dqd:

a@ﬁmﬂ:

Trofifer LRI Re)

NOAEL . 5,000 mg/kg

TEABTE & I ;

oo THg & ford Tues Co2yr

(THIUIGR) gl

Waﬁ:

I . g1 (), AreT (fria)

LOAEL : 161 mg/kg

TAIHTA &b I . fa oA

oo THg & ford Tues : 90 Days

(TFIUISR) gaTl

Betamethasone:
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&M e e A

Betamethasone Ointment Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

PRI R CRR )|

LOAEL © 0.05%

THHY P I 9T YUD

P g7 & ford Iudh © 10-30d

(TFUISR) ol

e 3agd L Oy Y, uforeft o, g9

gt L gl (e

LOAEL © 0.05%

TAIBTA & I 9T YUD

frd g9 & ford Tudh 8 Weeks

(THIUTSR) g -

& 3{dTq D YIRAY e

ToTTfa . HYSD (HI3W)

LOAEL © 01%

TAIHTA & I . TET YUD

frdm g7g & ford Iudh 8 Weeks

(THIUTSR) g -

& 3{qTq D YIRAY e

RG] s il

LOAEL . 0.05 mg/kg

THHT P IR e T )

frda Ty & fod Ius . 28d

(TRITTSR) gl

&g 3{qgd L ad, UIREY W, Siitigae Ui (Tedd [de)

CIGEEGH]

JUAS THGRI W Ngd Tal|

3dad:

Waﬁ:

g1 719 & b 39 yerd a1 firyur & weg & vquReH fawreddr &1 /e gidT & a1 U81 {1 T |
3TY A9 A TIURTH fauradd &1 89S 8id 3|

TG SRaY & 1Y U

3{d9d:

Betamethasone:

Y RT TG0 BT L &Y 3faga; Jfigad Y (TSd W)
CEIRE L TR aTan, gRfew, S
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& Ser e

Betamethasone Ointment Formulation

Apuhlic

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
12. uiifRufaea Ja=m
urfefRufae faumamar
HdYUdq:
a@ﬁﬂm:
EENICIRCLIESE] : LL50 (Pimephales promelas (ﬁ??'%?s' ﬁﬁﬁ)): > 100 mg/l
™ Tma & ford Tudh (TaTUISR) g3 96 h
oXc forar 9 aTer gard: S gHifoa iRt
TIHT: OECD URTefur fe=mfdsr 203
fewoht: v SRR IR & Ser iR 3nerid
SHAT T 3= Ae-Xfed . EC50 (Daphnia magna (dTeX it)): > 10,000 mg/l
ENERACLIESEI] o Tg & o) Hudh (TaioR) g3l 48 h
oXc forar 9 aTer gard: S gHmifoa iRt
femoht: Te SR IR & SeT IR 3nenid
aTe/STelg Uil & fawTeddr T4 3 T Ud ( Pseudokirchneriella subcapitata (Eff ard
(Tsi)): >= 100 mg/l
fordm Tma & ford Tudh (TaITIeR) g3 72 h
oXc forgr oI aTer gerd: S gHmEifoTd iRt
T 3 3.4 S e fdwr 201
fewoht: v SR IR & Ser iR 3nerid
SHiAaT U 3= de-fed : NOEC: 10 mg/I
e fasradar (Rreifere P ama & ford Tue (TaUioR) g3 21 d
IELIESED) USTId: Daphnia magna (3Tex U<l
oxc forar oI aTer gerd: S gt iRt
femoht: we SR IR & SeT IR 3neTid
W da:
EENIEARELIESEI] : LL50 (Scophthalmus maximus (€8e)): > 100 mg/l
P gmy & ford WU (TaIUIoR) g3 96 h
T fpar 9 a1 yer: o gHEf Sfwr
fewoht: we SRf IR & Ser iR 3nerid
ST Td 3= Se-3fed . EL50 (Acartia tonsa): > 100 mg/l
SeleR fasTedan fpa amy & ford WU (TaUIoR) §31: 48 h
T fpar S a1 yer: o gHE Sfw
fewoht: we SRf IR & Ser iR 3nerid
aTel/STelTg el oY fasTadr EL50 ( Skeletonema costatum (®1c)): > 100 mg/l

| o Tg & ford Hudh (TauioR) g3 72 h

T a1 S 91 yerd: S geEmifod Sier
fewolt: wes St AR & ST IR SUTRd

NOELR ( Skeletonema costatum (‘v'l'ﬂff G@GI)): >1 mgl/l
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TR SeT 2t Lar

Betamethasone Ointment Formulation i ORGANON

B0 R Pt A Y. 3109, AR SifaH IR S B3 B dRRE: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
o™ Tma & ford Yudh (TaTTISR) g3MT: 72 h
RAENIEIECIKIREAUACC I BIECICR
fewgoht: ue SRit I & ST W snuiid
Betamethasone:
SHAT T 3= Ae-Ifed . EC50 (Americamysis (ST ISTTfd)): > 50 mgll
ERETCLIEREI] o Ta & o) Hudh (TaUioR) §3MT: 96 h
QaTa/STelIg Uiel F fawreddr @ EC50 ( Pseudokirchneriella subcapitata (Eﬁ PG| (Qc_vﬁ)): >
34 mg/l
- Img & ford Wue (TaUIoR) g3 72 h
T ot 3.3t . 2w Fdwr 201
fewoft: facradr &t HFid R o5 fauredar 78t
NOEC ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)): 34
mg/|
™ Tma & ford Yudh (TaITIeR) g3 72 h
T o 3.3 €. 2w A= 201
fewoft: facradr &t a1 W S fquTadar T8t
a3t @ fauredar (RR&1feiee @ NOEC: 0.052 mgl/
[CLIESED) o wg & ford Hudh (TauioR) gofl: 32 d
T Pimephales promelas (W@E ﬁﬁﬁ)
T o 2.3 . e fdwr 210
NOEC: 0.07 pg/l
™ Tma & ford Tudh (TaRTUISR) g3l 219 d
Tt Oryzias latipes (\_rlTCrFﬁ fISW)
DT OECD TRefUT fa=mfcT 229
ST g 3= de-fed : NOEC: 8 mg/l
e fasradar (Rre1fere P amy o ford WU (TaUIoR) g3 21 d
[ELIESED) U Daphnia magna (dTeR Uil
T o 2.3t . 2w fdwr 211
T-haey (RRPIfd Seer @ 1,000
[ELIESGI)
TR SR Sraspuforma
3dyd:
a@ﬁﬂm:
I SIahaud BT & : RO YT & 1Y Ui diid o HIHHUBRI

CRIESESEEEEIS!

GBI 31 %
™ T & ford Tudh (TaRIISR) g3T: 28 d
TPBT: OECD Utefur fe=mfAaer 301F
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Betamethasone Ointment Formulation i ORGANON

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
femoht: we SR IR & Ser iR 3neTid
Furfaa wifde T
3d9d:
WRIfp aa:
IGHISE] TUTich: (T : log Pow: >4
Sfiaerarar) fewuft: uRee
Betamethasone:
faUTe Turier: (T log Pow: 2.11
SfgeIe/ar)
gt o wfa=fteran
3T IUA gl
3= yfded yuE
3T IUAs gl
13. Fger ifgard
freR & e
/N I 541 7Y (Tere) WY fafamt sy s |
afa ofd L @l {Sadl Dl 3% DI g7 B arall bdiaitel B SJgHaT a1
T & ferd o Sma|
TR 3= fafafdy =& fopan T srogad S@re & U H
fAueH &1
14. gf¥ag g
Siaeigiy faforaw
UNRTDG
UN R UN 3077
e &1 98 T ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
Tf 9
ofeT U I
GEG] 9
315 T & T-3t ot 3R
TH/3MT8 31 TR UN 3077
CARRGIE Environmentally hazardous substance, solid, n.o.s.
(betamethasone)
T 9
OfeeTT U [
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Betamethasone Ointment Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017

NE :  Miscellaneous

fSsadd @1 fgerad @rRm - © 956
TS TIgTo)
fEsaed @1 feamad @t gars © 956

SEN))

qgfaRul & ford WavATs |

(@sY)

3§ TH S oi-dis

UN dsR : UN 3077

Ar9e &1 98 A : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)

aif )

e g Sl

KEK 9

EmsS dfgar . F-A SF

LT Ugud Logl

IMO USRIV & AR UIP H giiagd &

3Mgf foe T Mg ae & fag @] -Tgt

SUANTHal & fore faiw grawnf~ai

Tgl fau 7 ufkag aviferur Had YemT & Wil & ol §, 3R ThHE ¥U ¥ 3Fids Al &
o7 TR 3eTRa & o o 39 TRef S1et e & HidR e aul fosan mar 81 ufkae @t faftr, 9%
MBI, 3R &t a1 awr 3 faf et § fafdearai & rgaR uRag e fim-fir 8 9 B

15. faf~ramae Ja=n

verdf ar fireror ¥ i g, Wy, 3R yatarur & fafawfae

39 IdTeH & 3y fAwfiafl@d sHa= v § gRa &

AICS o fRuffea Y
DSL o fuffa &t
IECSC o i 7Y
16. 3=T AT
Sifafvad STHaRY
el Tffe & Jowad & ford . &= HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel
PRI R GEASIER] Ui Qe UM auT G IR Tora,
http://echa.europa.eu/
feri® Uy : feqaead
3= AN & qut arR
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Betamethasone Ointment Formulation
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

35 09.04.2021 1841081-00009 Ugell IR ORI A Bl dRIG: 19.07.2017
ACGIH . gugu| ACGIH IR 914 (TLV)
IN OEL D URA | HT uika B $@ I gerdf #t ergufa &% wiR
ACGIH / TWA . g-de, guY- 9o i gd
IN OEL / TWA D gHg ard eid
IN OEL / STEL . 3eghlierd R&fur I

AIIC - STEfIe I Bt SiReiorrs gal; ANTT - Sford &1 P Yl uRas Toidl; ASTM -
SAReT ATl TdieuT HTACT; bw - STST 31 39; CMR - HIRIAOH, Geoid a1 Joi favaT; DIN -
S AFPIHRUl R & T AF%; DSL - aiqqazfﬂjﬁ(m) ECx - x% Wfdfear ¥ Ja1
Hdhe; ELx - x%mﬁq@a‘r&ma EmS - U@ Jeqdl; ENCS - ﬁqmaﬁ?qq
NS gerd (STAH); ErCx - x% e &X Uidforar & &1 Ydhad; ERG - MTATddIe ufafdar
MSS; GHS - mwwwﬁw GLP - 313! YIITRITel UT; IARC - WW@@?{W%W
;i;g?ﬂm IATA - SIRISIT o1g TRaeT THIRITRM; 1BC - Y AE # AR I&ME! dret
& fAmior SR Iuerur & e HfdT; 1C50 - 31T SfidHdd FRIUTES Adhg; ICAO -
SRITT AR faAA W6, IECSC - I & Hival IWRH® Uerdf &1 3dedl; IMDG - SHaRig™
TS WARAP AI; IMO - SRS Tl W16, ISHL - ST TR& iR WA ST (JTH);
ISO - AMSIHRUT & I SRTP VTS, KECI - HIRAT HIS[GT TR $e; LC50 - TRI&I0T et
B 50% P Ulddh Hdbg; LD50 - UH&UT HEIEl BT 50% HI Oldcs TRID (HIH °ldd ERID);
MARPOL - STgTell ¥ UGNUI &1 AbUTH & oY SeRiSIa §a; n.o.s. - 31 FAfEY F&T; Neh - faredt
f78; NO(A)EC - s@died = foar Tar wided) WU Hdhg; NO(A)EL - iddre- = fdbar
@fdHe) THTE TR; NOELR - TR-3{qdIH-07 UHTG A& &X; NOM - TIHTRS Afdyes fam;
NTP - X8 Fs-fRIT STehH; NZIoC - TaTat @t gt dfs g=iedl; OECD - 3R e ok
fa&T™ W&, OPPTS - YIMMAMH® JRET 3R UGN AHUH HHATAT; PBT - RITH, J9-THAHRN 3R
fawred yeref; PICCS - Wﬁwwﬁﬁwﬁﬁﬁﬁ«ﬂmﬂsﬁeﬂ (Q)SAR - (AHTHS) T
Tfafaf Yey; REACH - RIUTT T4 3R GG USRI, edid, WMASGR 3R ufasy aRkug &
fafae= (EC) H. 1907/2006; SADT - W-digdl 3{qde drad; SDS - Y& sl 2ie; TCSI - drgaH
TS Ugrd $dest; TDG - TaRATD ATd $T URagH; TSCA - fauraa uerd iz siftfream (wgad
I 3ARSDT); UN - Wﬂg UNRTDG - @RS JHM & URdeT R Ygad Y HI RBIN;
VPVB - aga&nd’rsﬁ?aga “THATHN ART; WHMIS - HTI-RIS RS AT =1 Jomett

U & ST 2T A SUS THIRM &1 dRG B ¢ T THSRI §AR I, THHRT SR Iy &
IR T § | SHHR B QRIS &1 I JUTA, TIRT A, UichaT 3, T v, URag o,
fAUe o3 IUT Be+ & o1 Had Anfex[ & w0 § feumm fovar mar g qut {6l UeR &t ard a1
TUTadT T fAfERT 181 AT SITE | Juds Sl Tl IHeRT 59 SDS & XY IR ggar Tt »ad
fafry arht § defid § 9yt Sps wrlt &1 foeddt s arht & Taeq | a1 fddt s uforan &, o9
6 UTT § T ST 7T 81, TRNT - R 94 el 81 Tabell ¢ | It sriiaarsif & arg 817 WR, Uaied
& 3ifar IaTg & SDS-IMER &1 IUGadl HT HHT B Aled eod B, TN B, Ufehar A
TYT T B & M0 34y &1 o faliy el & IHer iR Rl &t weten &= =nfeu |

IN / HI
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