Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugall IR R} A Bt dRIG: 18.05.2017

1. ITG Td S Dt Uga™
werd M - Betamethasone (0.05%) Ointment Formulation
frafansmyfdeat
! Organon & Co.

Ydl 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

THHH © +1-551-430-6000
MTUTABRTA CATBIA TR . +1-215-631-6999
3-Hd 1 el ©  EHSSTEWARD@organon.com
TR o) Ry o ufasy
RprTes uanT T i
ITINT R gfdey v s i i
2. @a¥ B ugaH

frmfor, veRU 3R & SITd WaRATe 9T fradTaeil, 1989

Tiffavor
3ggEt-1 & 4T | A Fefd TFds & SuR @R & wu & giifpd 781 8

Sit. 9. 8g-auffevor

S fasTadan : faumT gat

Ay deg-oi ¢few fawrgaar © faumT ¢ (figw 3y, uferelt &3, Toa, ureey ds, Yo, siftigas
- TRIGd 3RET PIRICSHEGESS))!

Aderfere (ofivh) S @ar ¢ faumT g

SI.T9.0Y. A9d dd

1/18



GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone (0.05%) Ointment

Formulation

THRT e &1 fafd:

T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

46 30.09.2023 1681979-00013 Ugdll IR ORI A Bt dRIG: 18.05.2017
IR CAREPNEE] ; ‘% ‘%‘
Tohd Tsq LRI
BT =t e H360D 3T fRIY] P! BT Ugar Tehdl 7
H372 1Y STei a1 §-R1gd UaTaieR (U Uiy, forelt a3,
HY, UTZHY i, e, 3iftiges U (TS i) ST i
JHI UG ATl &
H410 STTeR Sifad TR T IR UG SR I 8 s faver|
wgfaardl/gafay™ sam SN

P203 IUART & F Uga T+t gRefm e o) o %, U $iR
RECARVNE R

P260 Y/ YU/ TR/ TR/ HTU/TY BT T gRT TG0 A1 B3 |

P264 IATAH & d1G @dl B 3! a8 U

P270 39 IdTG DI TN HId FHY G, WHT a1 YT Jd B |
P273 TIATAR0N & B8 ¥ UNER HR |

P280 Y& XM/ T 3R 3G T/ I&f07 ug |

IR
P318 3R 3Rl g1 T fo=ar g1, Faad<ita Iams ¢
P391 SADI UH AT B |

HSIRUT:

P405 HSR drd H1

fHraror.

;m e &1 fUeRT Widd o SRUNd dREM 8
|

3= gIf=ral forest ufvoma ==y aeffewor gt giani

3T

3. 3[AYdl BT AUCASTTPRI

e/ g . foyyom

3[agq

g T H T (F9) - TR | S (A (%
w/w)

Uelferad 8009-03-8 >=70-<90

U TS hid AR RE 1323-39-3 >=1-<5

Betamethasone 378-44-9 >=0.025-<0.1
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation

TTHI TRmeE ot fafd:
4.6 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! OR SR} A Bl dRIG: 18.05.2017

TY. 31U, Fa:
1681979-00013

4. yiyfire fafesr & Iurg

3T =1 & o faRiy s=1g

BIGIRESIR . 3R ¢HeA 81 I1 d8iad ol A @ dl AfSHd W ¥ Talg B
e AU T I8 A1 Wbl 1 ) Rufa A Faferadta wamg o
3R G gRT T8UI & &Y ;g Wi gRT UG A fordm ST, f reht getl gar & o g |
fafcita ggarm o
3R &1 ¥ YU g ST . qWd gF W, R @91 Bl T 3R Igard U I AT B |
T a%d Td Jd SAR |
fafeita ggar |
GUIRT ¥ Ugd I Uit
. QYT & B d 9§ Sd 1 38t @Re g
TR 3G § U g ST L gaur (TR & forg Sirl &1 urt 9 ey
I e I B 3R oY X8, Ot it geam ||
3R ATt feran smg : gfg fATTer S, 96 ORd 9d $1
faf<ita ggam o
U & Y Hg 3! ae el HRd|
T8 T aqul qeror 3R L 3faITd fRIR] BI g1 Ugan W g
THTE, G g TR Gt a?ﬁmqgmﬁ&r{w@ﬁmszﬂﬁr(ahm)ﬁw
T fafdren & TRemr : mummmﬁaﬁaﬁ&mﬁv&nwmﬂhm%n qT
ST B} UG 1 TR T 7Y dafdads JRETHD ITHUT
BT IYGIT BT AT (TS 8 37 )|
fafrcrs & o g L Qe SR TR ¥ SRR R
5. 3R UM
I9gad o= difgar T R
Tasmgia-vferiedt g
BT STZAHHAZS
/T AT
A (M) GIH S THY ¢ IF
TR & ERA AT @R HIY gaT Ifed faxwhies forgor s 81
T8 IATC] BT YU WA & AU Th W1 81 Tohell g
GAHP &g IdTG! . BHRE RSy
3TT) g2 & ARy o . g RIS OF ganT o3 o R uRfUfY SR S-urg
JATARUT & 3% i |
T [Ssll Dl 381 A o oL FH-BeR BT YA R |

3R TT H3AT QRI&A ¢ af 3T & & F effag= R et o
SIS ! WIcil Hra|

L 3T T O WR, W99-Ffd 41 IusRur ugH |

Al eiTEes IuHRT TN B |
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& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone (0.05%) Ointment

Formulation

TTHI TRmeE ot fafd:
4.6 30.09.2023

Y. 8109, AR S TR 9R B3 DI GRIG: 04.04.2023
1681979-00013 gl IR SIRI A &I dRIG: 18.05.2017

6. T feT® el Surg

JafFad AU, YRS
JUSHUT TUT SATATIRT
PIEDIIY

TR Fraer=ar

TS FRA 3R e § A
& yard g @i

: ol veTere IUSHRUT YN 6N |

IRfera Bsfer el (Ws 7 34 ) 3R safeaTd TRem Iyl
& AG! (TS 8 ¢W ) BT JUTe B |

; gaTaRu H SS9 uRER #R|

i BT JRIE, SR T 19 a1 Seep1a &1 A |

T ¢ T U Dl @1 Td AT
ﬁ@mwmﬁﬁ,awmﬁ
gfad s

. BABIG B B & oIy, T R T d9gH gRT 3fad e &

ThAd B |

R a1 A1 fafaw 39 verd &1 foRfa ik e &3 &
o AN &) Gbd B, T1Y € I Aoy 3R 3Mmgehy W o 5t
&9 yerd &) Refls o gwrs o ITaRT A 9/ S 81 319 &t
fufg 31 8 i P fariam e 8ia €

U THSITH & STHIT 13 3R 15 F& RIH 1 I Rebrgde
F IR A TSR UM B & |

7. TATAT 3R USRI

R / $d dfea=H

WRIE g1y & forg
grayT=ar

Rféa Herur &1 gikfRyfaan

2 Uerdf 9 o

L YU (THINER) W F9 & Fon e e srgunT & ded

SSaRT IUr 4 |

. R Ui dfedRM sruasy g, df R e dfeds &

Y ITIART B |

D AT HTS R A RA S

Yd, YU, T, JUR, HIY, T &1 99 q a4 F |

frTl 7|

3G & 1Y s J URER B

e & 916 adl Bl 3BT e Y|

3B SRS TFdT 3R GR&M TATST & IR WHT, il
HTIRI TIUIGR 3Thel UR TR 8

food B! HY TR 9¢ HIPb @ |

T SdIG I TN HRd T 1, UHT 31 WU Jd He |
@md_;‘%c%qfq‘eﬁﬁﬁ b BT Jrayr [, 3R TR0 H HH I
DH I

L 3R] dE I 1ed ot g fesal A <

SR dral 1
DY PR TG Db 3G |
fa=iy sty fafodt & SR HeRU Y|

- fFufafed teR & Uigde & 919 9 39
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation

TTHI TRmeE ot fafd:
4.6 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! OR SR} A Bl dRIG: 18.05.2017

TY. 31U, Fa:
1681979-00013

g SfiRfTe oY Toleq
8. Siifay ferdmror / feit gRam
FTARIE U0 & AESI & AU 3@aUd
3qud W T (39) | G DR = urera / YR
- TR (3IRETUT BT Rt
TPR) YT
Yo 8009-03-8 TWA (R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (&g 5 mg/m3 ACGIH
T T 3
U Targdid HHRCIRS 1323-39-3 | TWA (@9 10 mg/m3 ACGIH
T TG )
TWA (3841a | 3 mg/m3 ACGIH
S1R1)
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) KIGIEGa
SfARad SR &=
| Oiea & T | 10 pg/100 cm? | 3faR®

gofiferafr fg= L Od W R ERA SR AT el (S, 3NuH-Uh b U
fgars) # Al BT RYFIARU b & oy Iugert AhuH
reififeal st € et &) Fafid Ba & foe Sugea
JAp U™ Menfifeal T W i s & forg iR sififa &=t
¥ fore uReR & yame &Y e & o sawus § (9, s
Rren § gy F-afdi, RR HeR I Ham-arma did & a1y
Uh 33T 88, TAIGR TaioR |
it Soiifafe gz &) oeR feus grt erffd e
BT 3R ITal, S, 3R wafarvr &) ven & fow GMP &
Ragidl & SR arferd foar s =@nfgul
Sffard = u ¥ fordt geft vt &t SrgAfd 6 ]

s TR Rew a1 Ay Uienfifeal o1 sTard B3|
oot s=ma ot IrEh
o et s=a L IR Ui W Ry dfedw Sudsy T8 § a1 teueR

b SRRy feen-Fde & s8R veuioR elkid &di 8,

Al R GRET BT FTANT D |
. EeuUsR
g1l daeh sarg

gerf R g
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugall IR SRT R &1 dRRG: 18.05.2017
fewft ; S9d T R faER B
31! daeft gara L 1SS 2iieS a1 e o 1Y GR& I=AT UgH |

3R HTH & HIGIA a1 Trarafe & ¢a Pt fRufaar, o a1 wRed
e g, ol Sfer Tres v |
TR Yd, Y, T7T TR & A1 1Y Yudh & FH1aT g1, ol
TURITeE a1 IR TEx BT 3T TR&f0 U |

91 Td IRR Yaeht s . odf a1 ganTRITa $ie | HE B
ISR & Ht Tdg! ¥ 991d & o B off I8t BT & YR W)
feaeiad o) |
Hutfad gfid wus FMaraq & fore Ifra SHifeiT aab-ia! &1
XA B |

Tl gl U™ L 3FR YT UGN & SR IAET & WU | 3T Y YU 8,
@ BT FA & VM & B9 S 9 ST onferar ofiR e
MR Y& B |
TENT & SR, ST, U1 a1 4Ha 7d HR |
TN HUS! B U & 916 5 R I SqaTd |
gfayT o guTdl Yot § Soittaie fd=r o wiiar, Ifad
fGaTd R&T IUHRYT, Ifard S ok ulk=nes ufsarsi,
N Tz AR, fafde AR ok arimeT

[BREL IR SEINRIBRESE G

9. Hifae ud TrafAe® ur

fagrae TREH

Rl : |he Y Geobl g

Ty : 3T JuAs el

e Bt Tgairel © 3T IUH T

LiRec] ST I G |

faem/8s &1 aruaE L ST U !

URMAY® S9eH HT foig/Iqam © ST Iuasy Tet

ERiE]

woiw foig : >93.3°C

arefiRur Bl &R Dy e

SaeRiTedT (31, T ) . SaeHRIAdT b WAk & T B Jifepd Tt
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone (0.05%) Ointment

Formulation

THRT e &1 fafd:

T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.6 30.09.2023 1681979-00013 Ugal IR SR R & dRIG: 18.05.2017
SaerRITerdT (R uere) e o i o
I fawpie I/ TR gl IuAs TRt
SR T (3R
THodfafee! formie)

F1 fowpie diar / Sl IuAs el
SIRITeTdT T (AR
THodfafee! formie)
99 gaTd © ST JUAs g
108l T BT R e
e8! T D gl IuAsY e
T 8l IuAs el
g L .
gt faergan D STl Uy gl
faYTS TuTies: (T . YA el
g AIe/ar)
3feIs iR &1 aruHH ;o1 Iudsy et
3TEe BT g D gl IuAsy T
igar (it
frpIRict wrgAafe®d . YA TRl
faepies urRaya . fowples =t
SHIRABRUT & ORGHIT : 39 uerd a1 fiyu & SiRfieRS Fiffed el fear T g
HUI BT HIY D Uy gl

10. fRRar quT ufafsaar

U eny ufafearsi

: SfNfhaTRiadr & Wk & ¥U H aiigd ol |
e R 4 RR 2
: gy ga1 § fawpie fyor 991 godl B
O SRfipR® Tolel & 1y ufafhar B Jaodl g

7118



GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone (0.05%) Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
1681979-00013

4.6 30.09.2023 Ugal IR SR R & dRIG: 18.05.2017
= uRfRufaat @ o 3T
ST TR  SiRfierity Teleq
3qge yerdf ¥ sy . IS @R I (FoReY) 3uge uerd Jid et
11. fawrdsnfora g
TG SREUN (TRIUGR) F IR @9l 9
A THBRY e
3ifar ¥ Juds
GIERGEIESG
JUA] SHHRI R aFfipd gl
3Ad4d:
ﬂaﬁnm:
GIEREITEED . LD50 (IET (}<)): > 5,000 mg/kg
BT OECD Uterur femnfder 401
fewoht: v SRf IR & Ser IR 3neid
GEECEIRAELIESG . LD50 (IET (}2)): > 2,000 mglkg
BT OECD Uterur femnfder 402
3ficra: uard a1 s &Y Hig T SRIe fawTadd et §
femoht: we SR IR & SeT IR 3neTRd
MU s Hia A Re:
g e faTadar . LD50 ({8 (HI39)): > 5,000 mg/kg
Betamethasone:
g M fawraddr LD50 (JgT (X€)): > 5,000 mg/kg
LD50 ({N& (AT3¥)): > 4,500 mg/kg
GIEESEAELICSG . LC50 (8T (RT)): 0.4 mg/!
e Tma & ford Tudh (TaRTUISR) g3 4 h
1 & fore ergeRYSaT
JUA] SHHRI W aFffpd gl
AdYUd:
a@ﬁ‘mﬁ:
S| G RO
GRED] ©  OECD Ustefur fa=mfAd=r 404
gRomd N kAT NE |
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation

TeHIuT Tened &t fafd: .31, AR A IR SR SR B ARING: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugdll 9R ORI &R &1 dRIG: 18.05.2017
feuoft : TH oI JHARET & ST WR 3meTiRd
M= s Hia AR
gikomg G kAT NE |
Betamethasone:
I DRI
L IEIE ;. gad! I 1 B ST
TR A7 afasdes

YA STHHRI R Fiffhd 8]

ﬁgﬁﬁmw:

I G RR )|

T :  OECD Tigfur fa=md=r 405
gfomg © 3G H @ T8l

feagoft D U ORI & ST W SR
Betamethasone:

orSfifl R C IR

ko ;3| B Sa T8t

YT 91 TS GATGTHUT

T B GG

JUAS THGR W A Ngpd Tal|

YTH-UYTH Bt FATEH

JUAS TSGR W A Ngpd Tal|

3HdUd:

a@ﬁﬂm:

R D §gR X

TU& (THIUTER) & IR A Y dUD

Tt ;e o

afikomH L BUTHB

feaoft L U o grEiEl & Ser R SuiiRd
Betamethasone:

TU& (TFIUTER) & IR i)
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugall IR SRT R &1 dRRG: 18.05.2017
I : TR fom
giomg . HAVR RIS
SiaT] 9¢ "ereRidt
YA TSR R Fiffhd 8]
3dad:
ﬁgﬁﬁmw:
IEBIEERIGEESIEM] ;&1 Bt fbe: hIHTSNH TsRRH ¢¥e 3 fagt
LRI I ED
fewuft: ver St IEREl & e W nyTid
fSIeIneRid 3 faar L TRIET B T TAUTRET o THUNITST e I URT&or
(Shfad 9o & ArgcioiHfcd o)
wl%r Oy (AT39)
TP & I s?raﬂ‘cﬁwsﬁw
T OECD Tierr fRanfids 474
ECIRIERE I ED

fewuft: ver St IERET & e W nuTid

Betamethasone:

fSeIBRE 27 fagt D Tl ) fw: dadifear Seeh fausta ufvads @ o (AMES)
gRkomy: Funds

Tefur Bt fohed: IRR & I18R WYY BT BIFRB13MT o1 i
IaRad= gdtemr
IR IREED

GY&r0T o1 fore: Shield TaRYH ¢ 34 fagl
o dRdfde

IERICCRIISEESIEE] D TRIET B e TAUTRE! o TIRINITST e 1 URT&Or
(Shifaa vroft 7 WrgeoRied uR)
TSI gu (H139)
AR & I Aifad
gfvomy: SfAfEd

STtaTu] I TEToHRIe! - . 18T T goi- INTTY] HITRIHT IARATH & T & T{HR0 o
fipar Y & HRAT B

JUAS TSGR W FNpd Tal|
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugall IR SRT R &1 dRRG: 18.05.2017
3dd:
a@ﬁﬂm:
IR L 98I Re)
TAIBTA & I S AGE |
frda Ty & ford duss L 29T
(TFIUISR) gl
gfomy BUTHD
307 fauTaran
31Tl I Y BT Ug e Shell B
K CRGH
ﬁgﬁﬁmw:
3R B YU TR B feeH: U/ fam TS fasTaddr whif=T udieor
goTifar: T (X©)
TAIBRA &b I T T
LRI ED

fewuft: uer St IERET & e W nuTid

TR RR & e mudEl e & o yYor-mier Ry o
goTifar: T (X©) ‘
TWHHRE & I @l & G
o BUMTES
fewuft: ue SRft It &% et wR sneria

Betamethasone:

MR & e R uyE! © Yolfd: SR
TEH YA & I FigulRay o
fomT TP fauTaddr: LOAEL: 0.05 fom/fdm IkiRe UR
gfvom: s Ry fawreddn, faudrelt 3=t wi|

gelTfar: 8T (Re)

TEAHTE & I & &

fomraTe® fauTadar: LOAEL: 0.42 ffrm/fe IRie HR
o faeuarsi awdt mit

TSIl g (H139)

tﬂ?ﬂ%ﬂﬁl%mﬁ rrrﬂﬁﬁrq‘rﬁ

fomraTE® fauTadar: LOAEL: 1 fimm/fem IkiRe UR
gRum: faeuarel it mit

ST fawTaan - sfidad D ORI R {6 T TN & SMYR R fad™ R ufdgd UHTd &1 Wy
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone (0.05%) Ointment

Formulation

TTHI TRmeE ot fafd:
4.6 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! OR SR} A Bl dRIG: 18.05.2017

TY. 31U, Fa:
1681979-00013

o A ]

STOT - Thd S|

JUA STHBRT W aHipd Tgi|

STOT - GIgXT |ifaH

Y BT a1 TG UaRTeR (T iy, uforelt o, 19d, 41suy e, 394, siftigae Uiy (wedqa
wch)) ST T eI TGl B

AdYUd:

Betamethasone:

| 3agd L Uy U, uforel dF, 09d, YIsHY e, Yo, Siftgasn Ui
ERERESE)

3fipe : aﬁgfmqgmﬂ&r{&maﬁmaﬁu‘mhwmw
REEICIE]

U g fauTaar

3dad:

ﬁ@ﬁnm:

ot LR (XQ)

NOAEL © 5,000 mg/kg

TIPSR & I ;

oo THg & ford Tues Co2yr

(THIUTGR) G

Betamethasone:

ToTTfa G RO

LOAEL © 0.05%

TENH A & T GGl e o

frda g & ford Ius © 10-30d

(TFIUISR) gaTl

&g 3fad Uiy Uiy, ufarelt &3, 79a

gl I

LOAEL © 0.05%

TENH A & T GGl e o

frdm g9g & ford Judh 8 Weeks

(TEUISR) g ‘

&g S{agd L YIRHY TS

PITII] © HUD (HIZY)

LOAEL 0.1%
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

= ORGANON

Betamethasone (0.05%) Ointment

Formulation

THRT e &1 fafd:

Y. 8109, AR S TR 9R B3 DI GRIG: 04.04.2023
1681979-00013 gl IR SIRI A &I dRIG: 18.05.2017

4.6 30.09.2023

UGB & I L T IUH

fpam g & ford Tuds : 8 Weeks

(TEHUISR) B3 .

&g 3qgd D YRAY S

EEIG] -l

LOAEL : 0.05 mg/kg

TEHh Y & I ;

fpam g & ford Tuds . 28d

(TRIUTSR) B3 . . _

& 3 D e, YT3HY TS, 3iftigad Ui (TS is)

Y& AT

JUAK] SHHRI W aFfiepd gl

UG S| & 91y 3gya

3dYd:

Betamethasone:

1Y gRT UG HIAT . &d 3faua; 3ifRigae Uiy (Tedd ds)

@ § dudh L INR: @, gikfew, siaq

12. aTRfRAfaw T JE=T

i RAfa® faumaan

3dYd:

a@ﬁmﬂ:

EENICARCRIESE] :  LL50 (Pimephales promelas (%c¢as fial): > 100 mg/l
™ Tma & ol Tudh (TaIIISR) g3 96 h
oXc foran o aTen gerd: ST gHmEifoTd iRt
TIHT1: OECD Utefur femmfe=r 203
feuoft: v St IRt & Ser W enenfia

SHATT Td 3 Ae-Xfed :  EC50 (Daphnia magna (dTex Teih)): > 10,000 mg/l

ERERCHIESG o Tg & ford Hudh (TaUIoRR) g3l 48 h
oxc foran o aTer gerd: S gHmEifoTd iRt
fewoht: we SRf IR & Ser IR 3neTid

QaTa/sTed uiel o) fawregdar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ Qard

(Tasi)): >= 100 mgll
o g & ford Fudh (TauioR) g3l 72 h
X o ST STern gerd: Sfd qEriford iRt
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Betamethasone (0.05%) Ointment

Formulation

TTHI TRmeE ot fafd:
4.6 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! OR SR} A Bl dRIG: 18.05.2017

TY. 31U, Fa:
1681979-00013

SHAAT Ud 3 Ae-Ifgd
ENENERICSEINERERINES
[ELIESED)

Betamethasone:
SHAAT Td 3= Je-Ifed
STereR fauTeddn

AT/ Ui Y fauTeaar

Tl Bl fawradar (RReifers

ST T 3 de-fed
ENENERICSEINERERINCS

TH-Baexy (RRPIAH SR
[ELIESGI)

TWeT: 3 3 3 S e kw201
fewuft: uer St IrERET & T W nuTid

NOEC: 10 mg/I

| b G % 7 U (THIOIR) geT: 21 d

Uil Daphnia magna (dlc} q?ﬁ)
<% fogn o S1elT uard: Sl ST 3iT
fewoft: T St IR & Ser W snuiid

EC50 (Americamysis (1T USTIfd)): > 50 mg/l

| o Tg & o) Hudh (TauIoR) §3MT: 96 h

EC50 ( Pseudokirchneriella subcapitata (8 Qa1 (Tesi)): >

34 mg/l

P Imy & ford WU (TaUIoR) g3 72 h
TWeT: 3 S 3 S e Ak 201
fewgoht: facradr o a1 R oI faTedar 78t

NOEC ( Pseudokirchneriella subcapitata (EQQI BIECI] (Qc_\rﬁ)): 34
mg/|

WW%%&W(@@W)@W 72 h
Tt 3t 3. 2w = 201
feooht: facrar &t W W FIS e Tet

NOEC: 0.052 mg/l

o wg & ford Hudh (TauioR) gofl: 32 d
T Pimephales promelas (W@E ﬁﬁﬁ)
Ter: 31 3. & e fd= 210

NOEC: 0.07 pg/I

o g & ford Hudh (TauIoR) g3l 219 d
T Oryzias latipes (\_rlTCrFﬁ fIW)

DT OECD TRI&fUT faRmfcT 229

NOEC: 8 mg/l

' P amy & ford WU (TaUIoR) g3 21 d

T Daphnia magna (dIc} tI?ﬁ)
BT 3ft 3.3 8. e = 211

1,000
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& SeT e
AT gRAMSIS WTH & 3AR

Betamethasone (0.05%) Ointment

Formulation

TWHI0T Y Bt fafd: Y8109, R
4.6 30.09.2023 1681979-00013

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! OR SR} A Bl dRIG: 18.05.2017

TR 3R Ao«

HAdYUdq:

ﬂaﬁnm;

W3 3IIHHUIAT Dbt &

: ORUME: JEA & 9T UPpfad diid I SHahHuaR]

@EfsTsiad) 7 g4 aran

Wfdep 3ITHHUET: 31 %

o wg & ot Hudh (TaioR) gofT: 28 d
BT OECD Udtequr femmfAawr 301F
fewuft: ver St IERET & e W nuTid

Tyifaa Sfee J=aua

HdYUdq:

Betamethasone:

faUTS T[uries: (T log Pow: 2.11

Sigera/art)

gt o wfa=fteran

3T IUA el

3= yfded yuE

3T IUA el

13. FRger ifgard

freR & e

/N I 541 7Y (gere) . HS I AT | Ad b |
R fafgEl oy thos |

gfa afd © QT fEsal &l A B 38T B aralt BaTaet B g ar
T & ford o oma|
3R 3T fafAfEy =761 fovam mam: sgad Idre & U &
fAueE &1

14. URag= a1

ieRTga fafraw

UNRTDG

UN dsR UN 3077

A9 T 9e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,

N.O.S.
(betamethasone)
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A SRAMSYS UReH & AR = ORGANON
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Betamethasone (0.05%) Ointment

Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugdll 9R ORI &R &1 dRIG: 18.05.2017

ai 9

e U I

NEN] 9

JOieRU & for) WaR-Th Cogl

SRR

35 € &t T3 oft 3R

g TH/3MTE 8T TR : UN 3077

mq@‘r a9 . Environmentally hazardous substance, solid, n.o.s.

(betamethasone)

aif : 9

e U Il

NEN] :  Miscellaneous

fesaract @1 feer@d @RA @ 956

EESEE)

%@Wﬁ"fa%’r%m?r @i gas : 956

W%%ﬁw Cogl

(&oTed)

3ME TH B Si-+lis

UN &R : UN 3077

Aragq &1 et 1" : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)

aif © 9

e U Sl

NE] 9

EmS dfgar : F-A, S-F

L U L g

IMO SUBVN & AR UH ﬁ gfiagd &

S R TG g ¥ forg g e

IyuRTERdat & fore faRiy grawnfaar

Tgl fou 7 ufag ariferur Had GemT & Wil & ol §, 3R ThHE ¥U ¥ 3Fidss Al &
0T IR 37T § o o 39 gRar s1et Xiie & ek sHe1 aui fosan ma 1 uRag &t fafd, Tas
3R, 3R &g a1 <=1 & fafrgmt # fafderanaelt & SrgaR uRae arffe<or - 8 g&d 81

15. faframae Ja=r

uerd ot fayor & e gRam, Wy, 3R wafaRur & fafamfaum

39 ITeA F 3aud fAmfrfad sra= v ¥ gfua &

AICS

o fuffa =Y
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e SaT e A
AT gRAMSIS WTH & 3AR

Betamethasone (0.05%) Ointment

= ORGANON

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
30.09.2023 1681979-00013 Ugall IR SRT R &1 dRRG: 18.05.2017
DSL o i 78
IECSC o fuffva =Y
16. 3= JAT
LY ot fafy ©30.09.2023
Sfafvad SR
el 2fie & Jovaq & ford : &= HTd SDSs, OECD eChem ¥ 3{idRe& dd-td! Sel, Sel
PRI R GRASIER qIéd Wiet alRoms gt g IR Tei,
http://echa.europa.eu/
faie urey . e amad
3 AHURE & quf ary
ACGIH . gudu| ACGIH HHRET A (TLV)
IN OEL YR B ufkaw § oo I gerf ot srafd & wR
ACGIH / TWA : 8-Uc, GHY- qu 3Nd
IN OEL / TWA C gHg i 3id
IN OEL / STEL © 3{Uplfeld IR0 AT

AIIC - STEfIe YAl Bt Sieiorrs al ANTT - Sford 1 g Yl aRas Toidl; ASTM -
3AfasT It uierr FRIRIET; bw - STaT BT G9; CMR - BIRITOH, Geol-d IT Yol favar; DIN -
THAT AMS IR0 IRIH & o AF®; DSL - ‘aiqua%fa?ﬁ(mm) ECx - x% Wfdfehar ¥ ST
TahaT; ELx - x% Ufdfohdr I St ST &; EmS - HTUTdbTe Uegd; ENCS - IﬁWBﬁTW
RS Terd (ST9F); ErCx - x% gia & Ufdfhd & &1 e, ERG - SUddIa ufdfhar
MES; GHS - AfY® TR W W Red; GLP - 331 TANTRIET YT, IARC - $¥R R ¥ & oy
;‘g}_jﬁgﬁﬂ@?ﬁ IATA - RIS g uRae THIRIGRI, 1BC - YN W H aeReiey IR ardt
[ % T SR IudRur & faw HfgT; 1C50 - 31T 3w ad RIS Adhg; ICAO -
RIS AR faAA T3, IECSC - I # Hieal IS Uerdl 3 3dedl; IMDG - SRy
FHE WIS HIS; IMO - SRS FHsl W6, ISHL - 3T Re&f 3R WY B (SIUH);
ISO - AF®IHRN & T SIaRIFI W16, KECI - HIRAT HIS[GT T 3-dedl; LC50 - TR0 el
B 50% P Ulddh Hbg; LD50 - UH&UT HEIEl BT 50% HI Gl GRID (I °ldd RID);
MARPOL - 8Tl & UGNUT &1 JAHYH & oy SIeRTPR F9e; n.o.s. - 391 AP F&T; Neh - foreft
708, NO(A)EC - 3@did- 7 fohar ar (ufagd) wuEa ddba; NO(A)EL - 3f@adie- = fear
(trf%iw)umaw NOELR - TR-3{qAI-a1g UG AGH &3; NOM - TSRS Afddd Fm;
NTP - P10 fu-faq SiH; NZIoC - T8R! &t ol o $desl; OECD - SR e IR
9T TiTe+; OPPTS - T YRET SR UgHU JAHUH BT, PBT - RITY, S1a-THATHI0T 3R
faured uerd; Piccs - TOEA SR IMrafAe uerdfl @t fibeidig 3ded}; (Q)SAR - (AETH®) T T
Tfafafy Yey; REACH - TRUTT T4 3R GG USiahRUl, edid, MASGR 3R ufasy uRkug &
ﬁﬁum(EC):i.1907/2006; SADT - W-diadT 3{qge aradT; SDS - YR&T Sl /ie; TCSI - argd
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e SaT e A
AT gRAMSIS WTH & 3AR

-5 ORGANON
Betamethasone (0.05%) Ointment
Formulation
GO Ry B fAf: TY.81.09. AR SifeH IR SR B3 B dRIE: 04.04.2023
4.6 30.09.2023 1681979-00013 Ugel SR SR R 1 IR 18.05.2017

IS Terd gdest; TDG - WARA HId &1 URdeH; TECI - UTSas HISaT I 3dedl; TSCA -
fauTet uerd = sififaw (Tge Isa SfkeT); UN - §gad J1F; UNRTDG - BIM®RS MM &
IRTET R YK Y BT BN, vPvB - Igd R IR Tgd a-THABRUT AG; WHMIS - HT-
RIc WaRATb AUl =T Jomat

U & ST T A SUS THIRH BT dRG B ¢ T THSRT §AR I, THHRT SR 3y &
SIIR 6! § | TSR Bl A& ST § JUIEH, TN I3, Uil A, T =, URag He,
e o3 IUT Bls & ol Sad Anfex[ & =0 § fewme fovar mar g qur {6l UeR &t ard a1
T[UTaT T fAfERT 181 AT SITE | Juds Sl T SHeRI 59 SDS & XY IR ggar! Tt had
fafry areht @ Tefid 8 aur sDS wrlt &1 fhelt o Il & Tate o a1 it o ufshan &, 5|
I UT3d H T FdT91 7T &1, TRNT & WR 94 el 81 Tabell ¢ | It vriiansii &1 arg 811 W, waied
¥ ifaw IdTe & SDS-T & JUGHIT HT MHT B Ted 2Sd B, YANT B, Uishar d
TUT T TR & 30 3fiE &1 3 ARy e & SR SR Ryl &t weten e a1fgu |

IN/HI

18/18



