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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

1. ITE Ud HHI Bl Ugd=

gerd A1 ' Betamethasone Ointment Formulation
frafansmyfdeat

! * Organon & Co.

gdr 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

B " +1-551-430-6000
TUTABTA CATBIA TR . +1-215-631-6999
3-Hel 1 Ul *  EHSSTEWARD@organon.com
TR o) Ry o ufaey
ReAaes yanT ;o ofwefig
ITINT R ufaey v s i i
2. @a¥ B ugaH

fomfor, vesRU 3R & SITd WaRATS 9T fradTaeil, 1989

Cica
SgEl-1 & 4T | A Fefd TFds & SuR @R & wu & giifpd 781 8

Sit. 9. 8g-auffevor

EEEIACNIESG : faumT gat

ff3ra deg-of g fawaaar  :  faum ¢ (digw #fY, uferefht @, T, ursww e, Y9, siftgas
- IRIGA 3REU PIRICSHERENS))

Ade1fere (ofivh) S @ar ¢ faumT g

SI.T9.0Y. A9d dd
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Betamethasone Ointment Formulation

THT e &1 fafd:

T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

311 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017
Tohd s LRI
BT et e © H360D 3foTTd fRIY P g1 ugan ¥l g
H372 < HTe a1 TRIg Taarer (digy 3, uforeft &=,
HY, UTSHY Tl e, 3iftiges U (TS i) ST ol
TRIH Ugrd |
H410 SR Siigd TR @ RIRf UHTg 3R 1 g} i faver|
wgfoardl/qdfae™ §aM N

P203 IUTNT H3 § Ugd gt JRe e &1 ura 3, g 8k
RECARVNE R

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

P264 TATA & §1G @dl DI 3! g U

P270 39 IdTG DI TN Hd FHY GHT, UHT a1 YT Jd B |
P273 TTATRUN § BT ¥ URER & |

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

3TN
P318 3R TR g1 3T frea g1, el garme 2
P391 SADI UHAd B |

HSIRUT:

P405 HSR ard HI

forameor:

301 e &1 fAUeRT Widpd o SRUNd dREM 8
|

3= g1t et uitoms ey arffewor 48 giarl

SIRITd

3. 3Gl BT HUSA/SITHBRI

Terd/frsior - Ry

3auq

S A DT () - TR | TS (HITRH) (%
wiw)

Jerferag 8009-03-8 >=90 - <= 100

W ad 8012-95-1 >=5.<10

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

4. yyfye Rifesr & Surg

HHIY Hdle

. 3R CHel 8l 1 deid aid 9 & dl Afgehd Wb J Iag B

q AE01 G IR 1 el i gx Rufa I Fiforcita wamg o |
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd:
3.11 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Uga §R SR} A Bl dRIG: 19.07.2017

Tg. 31U, Fa:
1841081-00015

SR GRIUGUIGI ST & I G GRT TG0 R foran ST, ot Tl el gar # of ol |
oty ggan o

3R 91 ¥ YU g ST . qWE gF W, R @91 Bl e 3R Igard U I T B |
¥ 93 T o IAR G|
fef<ita wga o
YN ¥ Ugd a¥d g |

. QTN § Ugel 9 S BT 38T RS U

3R 3@ ¥ YU g1 T L gaur (TR & forg Sirl &1 urt 9 ey
i e I B 3R oY X8, Ot Rl geam ||

3R At feran smg : gfg e S, 96 ORd 9d &1
fafe it JganT o |
Ut & 1Y 4§ 31 aRg Pedll ddl|

T8 AEaquf & 3R L 3T RIY 1 §1F Ug e Homdl &

TUIG, G ot SR 8t a“rﬁmqgmamwéﬁwsa‘ﬁr(ahm)ﬁw

Ty fafde & TReor : mmﬁwmmaﬁ&mﬁv&nwmmﬁm%u qT
SRIA Pt YU B TR YT T i YRETHD SYHRU]
BT IUGNT HAT 91T (WS 8 W )|

EIE e ANDESCRIl D e SR WEalT ¥ SUER HR

5. JF=E IUTT

I9gad =M= difgar T R
Tasmgia-ufeRiet g
BT ST HAZS
/T T

ST (M I & AIegd ¢ 3{FId

IR F R AR @R © W1 ga1 wigd fawpies s s 7
T8 ITG! BT YU WA & oY Ueh Wl &) Ioball g

GRATD G5 TGl . HREA AESY

3TT) T & faR9 R . 98 SHTURIES I TN &1 Sl R IRRUfT 3R Se-ure
qIATaRl & 3% B
T [Ssll D1 381 HRA o foIN FH-BeR BT YA R |
3R THT AT QRI&A ¢ af 3T & & F effag= R et o
TG &1 WTell PR |

MY & L faRv s 3N & o R, Td-FRifd 41 Iushor ugH |

IR TSIt Y&TETd JUBRUT TRANT DY |

6. eI fidie sur™

Jafdad AEYTF, RETAS ¢ ol &1 IS YA He |

JYHRUT qUT STATIDTA R el R (We 7 <1 ) 3R G YRET SUHRON

Uferarg & gATal (TS 8 ¢W ) BT fUTe B |

afaRufta Srauar : gTdTeRol H e 3 IRER &R
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

g HAT JRI&, SR 3 e a1 SeTd &I A |
g I T g DI @1 T T |
¢ He@yul SABIT U A1 g1 T, dl RIFIT UTeres1Ral !
gferd ®1|
qBTE IR MR BAT AAGA  ©  SABIE Bl b & A8, T FHR I JagH gRIT 3FId feaa o
& yard Td Wi LGERERY
R a1 A1 fafaw 39 verd 1 fomfi ik Mo &3 &
forT @] 81 Thd €, T 8 31 AERIgay 3R SSeHy WR ot ot
(@ yerd @) Refie 3 THTE § ST Y AR o 31 1Y B
fufa &= g1 s R foeiaw g g 81
$H THEITH & 31HTT 13 3R 15 $© WY U1 AT Revrvie

P IR H TR USH A 8|

7. AT 3R USRI

Teb-iicb! IUT D WU (TEHUIRR) ¥ g9 & R0 Ash 9919 SRy & dgd
SR IUTg ¢ |

RN/ Fd dfeawH © 3R Al dfeawH sruas ], df wirHig ey dfeasq &
1Y ST PR |

A& BT & forg L @A U BUS WA AR B

gt Yd, YU, T, JUR, HIY, T &1 99 q a1 J |
Tl 7|
i@l & Ty T 4 URER HR

I & §1C 9T Bl 3BT e Y|

3B SHNFIG Ta5dT 3R GR& TAT3T & SR HHTd, it
HIIR THIUIOR Tha TR YR 61

fSod B HY TR 9¢ HIP @ |

Y IAIG &I YA HRd G W1, UHT AT YHUHE T D1 |
FADA, g 31 J Ab B Jraur W, 3R iR H HH I

HH O |

RIET YR & URfUfcr 3BT IR ¥ dad bt gu fesal & 34|
HSR dral |
Y PR TG PR G |
=iy iy fafodl & SAR SR A1 |

S UeTdl § & : Fefafed TeR & Tisde & 91y 7 -
g SfiRfeuiY Toleq

8. Siifew ferd=ror / foreft gram

FTRIYT 01 & AFS] & 1Y 3agd

3ayd I T T (B¥) | 5 UDHR =T U / YR
- TR (3IR&UT BT PRENICK

TPR) YT
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Betamethasone Ointment Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841081-00015 Ugat IR ORI R B dRIG: 19.07.2017
Uelferad 8009-03-8 TWA (@R) | 5mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH

NERRREER)
WIfhT dat 8012-95-1 TWA (@¥R) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH

NERRREER)
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) | 3fidfy®s

TR SIFPRI: @@=l

| oie &t 4 | 10 pg/100 cm? | iR

EELERIEUNECEL)

foreht 59 =t 9l
oI Gaef g

BT gaeh s

garf

3T Yot =g

@91 Td IRR Jaht s

O W R HRA SR HEa el (SR, Siu-U AU

fEarga) @ Q1T 1 RIFR A & ey Sugat AU
YrRNffsal sRest & I[ARTe! 1 FRifd s & fae Sugaa
Apyr Mffeal Td wR o 34 & e ok sifdfa et
¥ foru uRaR & yom &1 e & o 3awus § (99, 5
ey § JogH H=afti, fRR HeR A Fam-am dd & Iq1Y
P33T 7S, TAER THAoR |

Tt Soifafar Fg=ni &) oReR fese grRT erffad 89
TR 3R IaTe), Hifal, 3R TafaRur Bt &M & forT GMP &
Rygidl & SR Sarferd faar s =nfgul

3ifrard =0  fordt elt T BT el el 1

s TR Rew a1 Ay Ml &1 sxaura a3 |

L Ry R Mo IeaRH Sudsy 78l § 1 ToeR

AT SRIRIT FRT-FIEN % TeR TeuoR WaRid HdT 2,
A 4 GR&f BT SUI DY |

. Igad ST IR BTe-d A ThR

D A E

L 39 T IR faUR &1
L T3S Xites A1 T & WY YR&M I=AT UgH |

3R HTH & HIETe a1 Tfafafy & ¢t ot fRufaar, o a1 wRiied
e g, dF I e ugH |

IR Y, Y, T TR & AT 18 Yuds & GH1aT g1, ol
Toefics a1 IR AT BT 3T TRE UgH |

. odf a1 yaNTRITe Bie BT B

IR @ &1 Jdg! I §1d & foIU &1 A1 8! 1 & SMYR W)
ISSIEERE ]
GHITId gfd Bus FebTem & forg I o deb-ite! &1
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Betamethasone Ointment Formulation

THT e &1 fafd:

T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841081-00015 Ugat IR ORI R B dRIG: 19.07.2017
FEIATA BN |
Wal detl U™ : 3R Y IUTNT P SR I & TUD H 3 Bl GHGT |,

@ HTH B b WM & BT 3G O Pt yorerr iR Jrea
QMR YGH B |

N1 & SR, ST, YT a1 45 7d HR |

TN HUS! B O F 915 B TR F SqaTd |

gfaem & uyTdt HaraH § Seiifafe Ra=o ot gefien, Ifaa
fGTd R&f IuHRuT, Iferd SIfeiT iR ufk=ne uforarsi,
3NN Tt FREY, faferar AR ok sgawimusa

[RRELCIRSSEINRIIEREGEICIRHY

9. Hifa® wd waraf~e® ur

faarae oEH

a1 D STl Uy gl

Tig : 8T Suasy gl

Ty BT gl D ST Uy g

CIReg) : 321 JUT T

Uge/dS &1 dagaH : 8T Iuasy gl

RS I HT g/ Iqem : SeT Iuasy gt

@

woig foig : >933°C

refieRor Bt R © Uy el

SaeRITEdT (319, % ) D SoARITdT & W & U § Fifferd et

SaaRIadT (AR verd) Dy el

I fawple HH1/ I=@R L Sl Uy gl

SR T (3R

THoHfafe! fomie)

%A fawpie dur/ et L Sl Uy gl

SaaRfTedT ST (@8R

Todfafee! formie)

Y <Eg : ST Sudsy el

TYe I T LI
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Betamethasone Ointment Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841081-00015 Ugal IR SR B B dRI: 19.07.2017
rag g ST I G |
T L Sl Uy gl
1 \ u .
O A o L ST Uy gl
EISERIICHCE] R e
g Ie/ar)
STCIZIRM &I g D ST Uy ol
3YCH &1 dIHT D STl Uy ol
igdr (wmiRich)
frifad D Uy gl
faemles TuRayE ;. fawples w81
STFITHRU1 & [URGHTT : g uerd a1 iy & siRiieRe Fiffea 6t fear mar |
BT BT AT D ST Uy gl

10. fRRar quT ufafsaar

URIeR : fftfprarsiierar & WAk & = H T e |
TG fRRAT D g R A RR B
U ery ufafsparait : 9w gar1 § fawpie fyor o1 gl 71
Aol SRiIB RS Toic! & 1Y Ufafhar & gobdl g
3 gRfRUfaat @ o S E I
ST Tt L SfeiieRofg Teley
3Tge uerdf I sifaw PSR dTd (FoRSY) 3qge uerd Fd g
11. fawmasnfora g
TG SR (TRTAISR) F IR ¢ &< § U
A THBRY frTeT
3 ¥ U
GIERELIESEIN
JUAS] SHHRI W aFffpd gl
3qqq:
ﬁaﬁnm:
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Betamethasone Ointment Formulation

THT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Uga §R SR} A Bl dRIG: 19.07.2017

Tg. 31U, Fa:

3.11 30.09.2023 1841081-00015
g e faTaddr ©  LD50 (IET (}<)): > 5,000 mglkg
TBT: OECD Utefur fa=mfAeer 401
fewoft: v St Il & Ser W eneia
GEECEIRAELIESG © LD50 (IET (}2)): > 2,000 mglkg
TAPBT: OECD URTeun fa=m=e=r 402
3ffera: yerd ot fRrsior ot IS @ e fasTadar et |
fewuft: uer St IERET & e W nuid
a?'lﬁb_-la?l:
dig e fasradar LD50 (TET (X<)): > 5,000 mg/kg
GEECEIRAELIESG LD50 (FI=): > 2,000 mg/kg
3ffera: yerd ot firsior ot i @ e fasradan et §
Betamethasone:
g e faTaddr LD50 (JgT (X€)): > 5,000 mg/kg
LD50 ({8 (AI3)): > 4,500 mgl/kg
g 4 fawTean . LC50 (JET (RT)): 0.4 mg/!
foram Tma & ford Tudh (TaRTUISR) g3 4 h
1 & o ergereTaT
JUAS THGRI W aNgd Tal|
3dad:
a@ﬁmﬂ:
I G RO
GREa :  OECD Usterur femnfder 404
gfomy I H odd ot
fewuft C T o gl & ST wR etid
W da
ToTTfa G RO
gfomg I H odd ot
Betamethasone:
ToTTfa G RO
giomH ;. gad! I &1 B ST
™R A7 efaedeq
U DR TR iifepe el
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Betamethasone Ointment Formulation

THT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

Uga §R SR} A Bl dRIG: 19.07.2017

Tg. 31U, Fa:
1841081-00015

3.11 30.09.2023
3dd:
a@ﬁﬂm:
I GRSl
T :  OECD udierur femnfad=r 405
gRume : 3Gl § S et
feuoft D U S grEiEl B ST W SuiRa
W da
ESIG) R RN
gRume : 3@ A Sa T8t
Betamethasone:
UG SRR R
gRume : 3@ A Sa T8t
oI IT IHS! GUT DR
AT D gATS AT
IUA] BRI R Fiffpe 7|
YTI-UYTT Y GITGHar
IUA BRI R Fiffpe 7|
AdYUd:
a@ﬁmﬂ:
T1erur Bt . §gR T
YU (TFIUIER) & IR A Y U
ToTTfa : o foed fom
giome . BUTHSD
fewuft C T o gl & ST wR etid
Betamethasone:
YU (TFIUIER) & I i)
I : TR fom
gfomg . HHIR RIS
SiaTy] 99 WereRidt
IUAS MR R Fiffepd 78]
3dd:
ﬁaﬁnm:
IERIEERIISEESIEE L TRIET B e hIFeIY TaRRH oXe 34 fagl
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

Betamethasone:

SFICI RIS 5 fact

3T fquTaRar
3FSiTd fRIg) 1 BT ug e g |

LRI ED
fewuft: uer St IrEREt & ST W nuTid

D OR1E0T Bt fohe: IYUTRAT & TIRINITSC QEa-Yeh g Uier

(Stifaa wroft # Arseoied uRa)

TSI gu (H139)

TAIB A & I s?raﬂ‘cﬁws@am
TPT: OECD TSteur FRe=mfider 474
giRumH: HundHS

fewuft: uer St IrEfEt & e W nuid

D T ot fw: dedifear Seeh fausta ufvads @ o (AMES)

LRI I ED

TR0 B fhed: IRR & T18R WU B BITRABT3 BT Sh
Iafkad uieor
giumH: HundHS

GR1&70T 1 fooe: hiHTelH TaREH ¢¥ 34 fagl
qfuma: drdfde

D ORIEM0T Bt fohe: TUTRAT & TIRIINITSC GEAAT e g URI&o

(Shfad gTof # ArscioiHfcd IRW)
TSIl gu (H139)

TP TE & I AfeS
o SfHfgd

;18T P go INTY] HIFAHT SARaaH & =4 H FIHR0r HT

T Tef BRar gl

LT (XQ)
R C R G RE |

o291
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Betamethasone Ointment Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841081-00015 Ugat IR ORI R B dRIG: 19.07.2017
3ddqd:
a@ﬁﬂm:
3[ARdT & UHTT TR ) foee: ueHA/ T fawTadar whife udteror
IolTar: 8T (<)
UGB R & Id: fRTed oA
LRI I ED

fewuft: ver St IElEt & e W nyTid

MR RY & e uuEl - gdeor ot few: yor-miw Rig) faem|
geTifar: IT (X©) _
TEAh Y & I 9 T UD
LRI I ED
fewuft: ver St IEREl & e W nyTid

Betamethasone:

MR RRY & TEm R uuE!  Yolfd: SR
TAIB R o I AFGUREf #
fomraTH® fauTadar: LOAEL: 0.05 fimm/fem IRiRe 4R
gfvom: s Ry fawreddn, faxudrelt 3=t wi|

golTar: <81 (<)

TAIBRA & I @ & J1d

fomraTeT® fauTadar: LOAEL: 0.42 ffrm/fem IRie 4R
gRoms: fasgarel et T

TSI Oud (T139)

TAIHRA o I AFGUREf #

fomraTd® fauTadar: LOAEL: 1 firm/fe ImiRe 4R
o faeuarsi it mit

ST fSTeRAdl - Sficher : U IR ford TR TR & SYR W a8 W Ufcipd YHTd &1 Wy
Ted i g1

STOT - Td JfaH

JUA] BRI R aFfipd ]|

STOT - GIgT \ifaH

ﬁﬁaﬂ?ﬂ?mwwm(tﬂqwﬁ, gferel d, 79q, USH WS, 94, Siftigae Uiy (TedEa
8)) 3N &I T Ugardl g
AdYUd:

Betamethasone:
eI 3fFua : Uiy UfY, uforel 7, T, uHY WS, Y9, sifigae Uiy
EERERESE)
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Betamethasone Ointment Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841081-00015 Ugat IR ORI R B dRIG: 19.07.2017

ipar : a"r?fmqgmﬂm&rm@%u?szﬂ@f(ahm)ﬁw
REEICIE]

T GRTS fauraar

AdYUd:

ﬂaﬁnm:

PEIIRS . gl (@)

NOAEL . 5,000 mg/kg

TAIH R b I ;

fpar g & ford Huds D o2yr

(TRTAISR) g3

aTlﬁﬂa?[:

ERUK] : @1 (@), HraT (fthaa)

LOAEL . 161 mg/kg

TEAHIA & I R G AGE |

o THg & ford Tues : 90 Days

(TFAUISR) gl

Betamethasone:

PG| D WM

LOAEL © 0.05%

TENH A & I G Gl e v

frda T & fod dus © 10-30d

(THIUTGR) G

&g 3faud L Uiy Uiy, ufarelt o, wad

PEIIG . g (RT)

LOAEL © 0.05%

TGN H A & I GGl e o

frdm g9g & ford Judh 8 Weeks

(TTUISR) g .

&g 3{agd D YR TS

EIIR] D YD (HISY)

LOAEL ©01%

TENH A & T GGl e o

ﬁmﬁw%%ﬁm . 8 Weeks

(TRTUTSR) gafl '

&g 3{agd D YR TS

RG] g

LOAEL 0.05 mg/kg
e
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

fram g7 & ford guds . 28d
(TRIUTSR) B3
&I 3aad L Xad, 413U e, fUdad U (TedHd wiE)

4TI eI

JUAS TFHRI TR qipd a]]

S1q4q:

i

U 31a 8 o 39 v ar fiyeor § g B wadie fawTaddr &1 29T gt 8 a1 T A T | b
TN A4 N THURRH fauTaddr &1 g9re gidl |

4 S| & |1Y 3gHa
3d9dq:
Betamethasone:
1Y gRT U1 HAT . d&d 3faYa; 3iftigae Ui (Tedd ds)
@ § dudh L INR: @, gikfew, siaq
12. TIRfRAfaw T JE=T
i fRyfa® faumaar
3dadq:
ﬁaﬁﬁmw:
EENICIRCLIESE : LL50 (Pimephales promelas (a8 fial): > 100 mg/l
fordm Tma & ford Tudh (TaRTIISR) g3 96 h
oXc forar oI aTer gerd: S gHifoa iRt
THT: OECD Uterur fe=mfAdsr 203
fewoht: we SRf IR & Ser IR 3neTid
SHATT Td o Ae-Xfed :  EC50 (Daphnia magna (dTc l)): > 10,000 mg/l
ERERACLIESEI] e THa & ford WU (TaTIeR) g3 48 h

T T S 91 yerd: S gHEmifo Sfwr
fewgoht: wes St AR & ST IR SeTRd

QaTe/STelIg Uiel &) fawieddr @ T 31 $ Ud ( Pseudokirchneriella subcapitata (8% iaTdl
(Tsi)): >= 100 mg/l
o Tg & ford Hudh (TauIoR) g3 72 h
X foar ST aTern uerd: ofd qEriford iR
Tt 3 3. T = 201
fewuft: ue i It & et wR snerfka

ST Td 31 de-fed : NOEC: 10 mg/I
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

ERERIELICSEIREREAINED o T & o) Hudh (TaUioR) gofm: 21 d
ﬁﬁﬂaﬂ?ﬂ) IITH Daphnia magna (dlc} q?ﬂ)
¥ o o STen uerd: STet SEmiferd 3iR
fewuft: ue it It & et wR eneria

W aa:
T3l B fauradar © LL50 (Scophthalmus maximus (E‘cﬁ-'c')) > 100 mg/l
feper g & ford Tudh (TFTioR) gait: 96 h
X forar 9 a1ern gerd: S gHmEifod iR
fewuft: ue SRft It &% et W sneria
BT U9 3 fe3fed . EL50 (Acartia tonsa ($AMITS HIUUIS)): > 100 mg/l
STereR fauTean P Imd & ford WU (TaUIoR) g3 48 h
oXc forar 9 aTer gard: S gHmifod iRt

fewuft: uer St IERET & e W nuid

Qara/STend uiel o) faureddr ¢ EL50 ( Skeletonema costatum W)) > 100 mg/l
o Tg & o Hudh (TaioR) g3 72 h
¥ o ST STer uerd: ofd qEriford iR
fewoht: v SRf IR & Ser IR 3neid

NOELR ( Skeletonema costatum (ﬂ'ﬂ?}f B'@TYT)): > 1 mgl/l
P Imy & ford Wue (TaUIoR) g3 72 h

X o ST STen gerd: ofd JEmriford iRt

feoft: v Sft It & Ser wR sneria

Betamethasone:

SHT Td 3 Je-Xfed :  EC50 (Americamysis (T USTTfdl)): > 50 mgll

STereR fauTaan - gma & ford WU (TaIUIoR) g3 96 h

QaTa/STelg urel & fawreddr @ EC50 ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q?rﬂ)): >

34 mgl/l

o Tg & ford Hudh (TauIoR) g3 72 h
Tt 3t 3. . 2w = 201

feooht: facrar &t W W SIS e T8t

NOEC ( Pseudokirchneriella subcapitata ('ERDI BICI] (Qc_vﬁ)): 34
mg/|

ﬁmﬁw%%ﬁr—rﬁ(wuﬁm)g&n 72 h
Tt 3.3 .. T = 201
fewoht: facaar & dm R &3 fauraddr T8t

ool ol fauradan (RReifers © NOEC: 0.052 mgll
forTarTam) o W & ford Hudh (TaUioR) goil: 32 d

SISk Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
T ot 3.3 8. e fd=r 210
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

NOEC: 0.07 ug/l

o wg & ford Fudh (TauIeR) g3l 219 d
SIS Oryzias latipes (GITCFFﬁ fIW)

RIPT: OECD TefuT fam=ider 229

WA Td 3 Hefed : NOEC: 8 mg/l
ERERGENIESCINELCAING o g & ford Hudhs (TaioR) gofl: 21 d
IELIESED) USTIfd: Daphnia magna (dTex Ue)

T o 3 4t S e Adw 211
-ty (RR&Ife® SeeRk 1,000
IELIESED)

TG 3R raHforadr

AdYUd:

ﬂaﬁnm:

I AT BT & ;ORI I & 1Y Ui diids ¥ SHIhHUTBRI
CRIEESENEEEEISI
Sfge aHHUET: 31 %
- amy & ford WU (TaUIoR) g3 28 d
BT OECD Udtequr femmfAdwr 301F
fewuft: uer St IERET & e W nuTid

Tyrfaa wfae Jou

3dqd:

WRTh da:

fayre Tuiies: (T . log Pow: > 4

e/ fewoft: afveeq

Betamethasone:

ERISRRIUCHCE] . log Pow: 2.11

gAY

firdY o wfo=fteran

321 IUA ol

3 yfagpd gy

321 IUA ol
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Betamethasone Ointment Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841081-00015 Ugat IR ORI R B dRIG: 19.07.2017
13. frger= Aifgard
TR & P
/N I w1 7 (uere) FS I e H 7d b |
YT faf ot sy has |
gfa afd WTch fEaa o1 I B gI8d HRA arell Batele! & JargamaiT a1

T & ford o omu|
IR 3= faffcy gt fopan T srogad Sdre & U H
AU |

14, gf¥ag g
Jierfga fafaw

UNRTDG
UN deR

Aag &1 el A

g
OfeT g
NE]
JOieRU & ford WaRATh
ESES)
35 U &1 -8t ot 3R

TH/3MTS B TR

&1 Tl A

UN 3077

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

(betamethasone)

9

1
9

&l

UN 3077
Environmentally hazardous substance, solid, n.o.s.

(betamethasone)
9

1
Miscellaneous
956

956

!

UN 3077

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

(betamethasone)

9

1
9
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

EmS dfgar : F-A S-F
BLCRRAED Lol
|M03Wﬁé?aaﬂwzh$ﬁvﬁaﬂ=rﬁ
3myfef b T 7 tisde % forg @y et
ISt & fore faRiy Araenferat

TgT 3 e uRae arfferor dadt Y= & vae! & fod §, 3iR U U § sFterss It &
0T IR 37T § i b 39 gRar s1et ¥iie & HieR 391 qui fosan mar ¢ uRag &t fafd, Toe
THRI, AR &= a1 <=1 & fafael & fafaedrell & SruR ufkag avffexor firm-firs g1 9ad g |

15. faf~ramae Ja=n

verdf ar fireor F i g, W@y, 3R yaiarur & fafawfaem

39 ITeH F 3aud fAmfrfad gHa=< v ¥ gfua &

AICS . Fyffea 78

DSL o i Y

IECSC o fRuffea Y

16. 3= AT

e ot fafdy ©30.09.2023

Sifafyad S&RY

3cT Y & Johad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&-Id! gel, Sel

AT {0 gt aaraw Ui Qe TR a1 QR IS Tor,
http://echa.europa.eu/

feie urey . feaAmay

3 A=A & quf arey

ACGIH . gudu| ACGIH HHRET A (TLV)

IN OEL  YRA| S URAN B $& IS Tl Bt AL & W

ACGIH / TWA : 8-Ue, gUg- 9ol i d

IN OEL / TWA L guEy did Sd

IN OEL / STEL L 3[eUBIdD IRET AT

AIIC - STENfe I Bt SiReforrs gl ANTT - Sford &1 P Yl uRas Toidl; ASTM -
AT ATt uierr FIRIET; bw - SiaT BT Fol; CMR - BRI, Jeol-d IT Yol fasaT; DIN -
THT AHS IR0 GRM & T AF®; DSL - IR Ua1d Gl (@1ST); ECx - x% Uidfehdr I T

HHG; ELx - x% Ufdfohdr I ot ST &; EmS - TUTdbTei edd; ENCS - ﬁG@TGﬁTW
NS gerd (STAH); ErCx - x% gl &x Ufdfohar ¥ J&T Hdhad; ERG - MTATddmIe ufafsbar
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Betamethasone Ointment Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841081-00015 Uga §R SR} A Bl dRIG: 19.07.2017

TMES; GHS - 4 TR TR ATd RiteH; GLP - Sredt GHNTRITE UT; IARC - HER WR S & forg
ToIHl; IATA - SRS arg aRaeT THIRERH; 1BC - YR AR # Wk HmE arcl
%ﬁﬂfmaﬁ?m%%u HfgaT; 1C50 - 31T Sfimad RIS Adhg; ICAO -
SRITT AR faAA T8, IECSC - I & Hival IWRAMH® Uardf & 3dedl; IMDG - SRy
TS WARAP HI; IMO - STRIST Tl W16, ISHL - STeNfIe TR&T iR WA S (JTH);
ISO - AMBIHRUT & I RIS, KECI - HIRAT HIS[GT TR $4e; LC50 - TRI&I0T et
B 50% PI Uldd Hdbg; LD50 - UH&UT HEIEl BT 50% Hi Oldcs TRID (HIH °ldDd TRID);
MARPOL - STgTsll ¥ UgNUl &1 AHYUH & T SIaRTTR T9a; n.o.s. - 3T FAEE =&; Neh - feredt
f78; NO(A)EC - s@died = fdar T (wided) WU Fdhg; NO(A)EL - iadre- = faar
@fdHe) THTE TR; NOELR - TR-3{qdIH-07 UHG A& &X; NOM - TGRS Afdye fam;
NTP - P fu-fIq SIHH; NZIoC - T8R! &t ol o $desl; OECD - SRiE e oiR
fdepT TS, OPPTS - RTINS &M 3R UGN AHYH Brdicd; PBT - W, Ha-ThAdHR0l 3R
fawred uard; piccs - W&ﬁvww%wﬁﬁﬁﬁﬁuﬁ@zﬁ (Q)SAR - (AHETEHE) T
TfAfafY Fafer; REACH - JRIUN T¥gE 3R IR UoiahRul, eid, WASGR R ufady aRug &1
fafam= (EC) H. 1907/2006; SADT - Ta-dtadT 3fqge dqH; SDS - JR&f Sl 2ie; TCSI - argad
IS uerd gdest; TDG - WARATS HId &1 URdeH; TECI - UTSds AT $-dexl; TSCA -
T e o siffaw (dgad s smfveT); UN - Hgaa?rg UNRTDG - gIFM®R® 9 &
IRTET R YR Y BT RABINRY; vPvB - Tgd W IR Tgd 9a-THABROT I-F; WHMIS - FT-
e @RS JrUt T Yorredt

U & ST T A SUS THIRH &1 dRG B ¢ T THSRI §AR I, THHRT SR faym &
TR T § | STHBRY B QRIAA &1 T JUTAA, TIRT 6, UichdT 3, T B, URagT He,
e oA 9UT s & ol dad Arfex= & w0 § fewmrm forar mar § aur faf ueR &t ard o
ToraRTT &1 fAfFERT 18T AT ST | Juetsy Bt T ISR 39 SDS & XY W ugar Tt Haa
faRry armht @ Tefid 8 aur sDS w1 ot o arlt & Tave § a1 st o ufshan &, 5|
I 13T H T FdT9T 7T &Y, TRNT - R 94 el 8) Tabell ¢ | It siiaansdi & arg 811 W, Ualad
¥ ifaw IaTe & SDS-TH & IuGHIdT HT 3Mbe B Ted 88T B, YANT B, Ufshar d
TUT TG TR & 30 3fiE &1 3 ARy e & SHaR SR Ry ot weften oxn =gy |

IN / HI

18/18



