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Betamethasone Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
5.2 30.09.2023 1841209-00016 Ugal §R SR} A Bl dRIG: 19.07.2017

1. ITE Ud HHI Bl Ugd=

gerd A1 ' Betamethasone Cream 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))

AAPIAD () T W fdURT 3
I (Soh) el @avT - faumT g

SIt.T9.UY. A9d dd
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Betamethasone Cream Formulation

THT e &1 fafd:

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

5.2 30.09.2023 1841209-00016 gl IR ST &R &1 dRIG; 19.07.2017
NltCEEAREENES] : ‘@ ‘%‘
Hobd g LW ART
BT et e H360D 3o fRIY] P! BT Ugar Tehdl 7
H372 1Y STei a1 §-R1gd UaTaier (U Uiy, forelt a3,
], UTSHY i, e, ffAgad U (TSI i) ST bl
TR U 8|
H402 STeeR St o ford g R |
H410 STeleR Siigd TR aFe RIRH UHTT 3R I1Y g 3 faver|
wefoardl/gdfaeu™ §aM S

P203 IUTNT H3 § Ugd gt JRem A= &1 urd 3, g 8k
RECIRVINEECRY

P260 HTY P i gRT TGU1 A Hr |

P264 IATAH & oG @l B 3! a8 T

P270 39 IU1G D! YA HRd TG 1, YIHT AT YGuH Td B |
P273 TTATGRUT § BT ¥ URER & |

P280 I&TEd Tx/ I 3R 3 T/ &0 U |

3TN
P318 3R TR g1 a7 a1 g1, ferad=iig gare 2
P391 SADIG TH AT B |

HSIRUT:

P405 HSR ard HI

faror:

301 s &1 FueRT Wied e SRuvid dREH &
|

3=y g1t et ufume Ty qeffewor =) giani

S{RITd

3. 3Gl BT HUSA/SITHBRI

Terd/frsor : foyo

qaq

GICIEEAR I H T (F9) - TR | S (A (%
wiw)

Uelfergy 8009-03-8 >=10- <20

TR aa 8012-95-1 >=5.<10

RIS ®-1-0l, SUfFITACS 9004-95-9 >=1-<25
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Betamethasone Cream Formulation

TTHI TRmeE ot fafd:
5.2 30.09.2023

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

Tg. 31U, Fa:
1841209-00016

4-TRIR1-3-FTgerth e

59-50-7 >=0.1-<0.25

Betamethasone

378-44-9 >=0.025-<0.1

4. iy fafeer & Iur

HH TS . 3R gHeAT g1 a1 dad 3l A @l dl AfSHd T J JAg B
STe AU T I8 1 Wbl 1 R Rufa A Fafradia wamg o
AR Wi gRI U8Vl 8l W1 : gfe 91 gRT U5 o foran Y, ot aTeht gelt ga1 § o S|
fafeita ggam o
3R T ¥ U g1 oY L W g WR, XA 91 Bl TG 3R g U S I He |
T avd Td S IAR
fafcita ggam o
YN § Usd o Uil
IR ¥ Ugd I o B st @ |
TR 3G | Tu& g Y : qarar (e & fore sitel &1 urt & gl
g e 37 g1 3R IR g, Ot i IganT |
SR 47 feran wime : gfg e 9, 99 URa 9d &R
fafeeia geai o
Ut & 1Y 4§ 31 aRg Pedll Bl |
a8 A ayul qaur 3R L 3feITd fRI] PI BIF Ug A Wb 5
THTE, I g 3R &t aﬁﬁmqgm&r{&rws‘lﬁwﬁ@r(m)ﬁw
Ty fafere & TReur : m@w%ﬁﬁwmﬁmaﬁ&nﬂﬁ?&nwmﬁﬁw aquT
SR B} UG 1 TR T 7Y afdads JRETHD ITHRUT
BT IUTNT HAT 91T (WS 8 W )|
EIER e ANDESCRIl D e SR WEanT ¥ SUER HR|
5. JFIRMEA U
Iogad iR difsan S
Tasmgia-vferiedt T
Fa SR HAZS
/T AT
SR (M IH G AEH ¢ 3Fd
SR & SRHE AR @R HIY a1 Ifed fashiea firsmr st g
T8 JdE] 1 Yudh WY & o T WaRT 8! gabdl g
GRATD G5 3G L PR HRIESY
3TT) T & a9 R . 98 SHTURIES I TN &1 Sl R IRRUfA 3R Se-ure
qIATaRl & 3% Bl
T fosdl B 381 R & oY TA-BER BT TIRT B |
SR U1 A1 YRIE g Al 3T & & I &ifage deR Hara o
SIE &1 WTell HRa |
MG & U ARV SEE 3N & OH W, W9d-Ha3d 41 Sua0r ugH |
RECZU TSIt Y&TETP JUBRUT TRANT He |
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Betamethasone Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
5.2 30.09.2023 1841209-00016 Ugal §R SR} A Bl dRIG: 19.07.2017

6. THTeTe frefier sura
D AU, ReMATd ¢ (Aol IETAS USRI TaNT He |

JUHROT qUT STATTDTA WRiEa Fefeim sl (WS 7 37 ) 3R afdarTa gRem Suaon
Ufeharg & AA! (TS 8 ¢W ) BT JUTeT DY |
ygfaRuity graenfar . gIdIeRu H Bie ¥ URER &1

g HRAT QRIEfd, SR 31 R1a a1 Setepta Hi Ak |
S AFH A had ¥ AP (Iaeur: e a1 da Afdren)
T ¢ T U Dl g1 Td AT
afe Heaqul SereTd U 1 81 Heb, ol Ry WifieerRal 1
o L
THIS B 3R A AJH 3R O yerd & I |
& gerd 1d i ¥ Tala & forg SR a1 3 Iugad VBT UG & dlidh
Ted SR T 931 T ST8P B 15 yard I Uy foba S el 81
ql 3 IUGH DR ITA P KR PR
IUgad TEHRST & IIY alld &) AY AT BT 16 |
R a1 P faf e 59 vard &1 fagfa sk FaeA A &
for Ay 81 Uovd 7, 1Y € 37 AEey SR gAY W o 5t
(&9 verd &) Refior 3 GBS § JuGHT B qR o1 1 319 Y
fyofg e gl b P farira g 2 2
T THSITH & STHTT 13 3R 15 FB RIF 1 I Revrgrie
& IR B THASHR! TSH B & |

7. TATA 3R USRI

qH-e! U ;AU (URIURR) ¥ 9+ & a0/ ol §91d 3[HM & d8d
Solifafe Sumg 9|

R / 1 dfeawH © 3R Al dfeawH sruas ], df wirHg ey dfeazq &
1Y ST B |

R gTye & forg T A BUS! R A1 RA )

gratfa UTY $I Y §RT TG0 A B
forTel 7|
3@ & Iy IO J URER B
TaTe o §I¢ a1 DI 3D e Uil
33 SHNIG Tasdl 3R GR& TATST & SFAR WHTd, it
P TRUISR THT TR TR 8
& B HH B ¢ IR G |
T SdIG I TN HRd T 1, YT 31 WU Jd He |
TAD, TaIG 811 J b D! oy [, iR iR A HA I
HH O |

R YR & URfUfc  © 3rd! dRe ¥ oad [t gl fesal & 39|
HSR dral |
HY PR TG HRb 3|
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugal §R SR} A Bl dRIG: 19.07.2017
oy e fafadt & SER HeRW Y|
39 Uerdf ¥ 9 . Rufafed TR & tied & 919 938
fa shafiaruitg Toiey

8. Siifay ferdmror / feit gRam

FIIY 701 & A & 1Y 3agq
3qud W T (¥) | G UBR = urera / YR
- TR (3IRETUT BT Rt
TPR) YT
JafergH 8009-03-8 TWA (dR) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (&9 5 mg/m3 ACGIH
A g 37=M)
I dd 8012-95-1 TWA (R) | 5 mg/m3 IN OEL
STEL (W) | 10 mg/m3 IN OEL
TWA (9 5 mg/m3 ACGIH
o g 37=M)
4-FAR-3- TS A% 59-50-7 TWA 200 pg/m3 (OEB | 3fidRe
2
Ui &I JHET 12)0 ug/100 cm2 3dfie
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) | 3fidR&
SR THBRI: el
| oie &t 4 | 10 pg/100 cm? | iR
goif=afeT fRsor ot EoiifafaT ol &) ofReR feemeA g1 erffad g
IfRT 3R Iarel, B, 3R vafaror &t 3em & fw GMP &
Rygidl & SR Farferd foar s =nfgul
3ifrard =0 3 fopdt eft THTa 31 3rgafa el B

s URIRT Red a1 Ayt Weififeal &1 waard s |

TR TR & o GHTaHT Jivig 8, o Jaimemer #
HHTA S R, IR ¥4 H ST &1 75 9id-GR& bia-e, T’H
TS, BT S HY | 3R g YHIGT HIS[g el §, af arga ¢ a1

ey IR IHTH |
foroht w9 &t 9
YT e sarg . TR I R ey dfedie Sudsy T8 § a1 TouieR
3feper SRR faan-Fdi & arer vagtioR yaiid e g,
AT R GRET BT ST DR |
fheex THR © Igad ST 3R BIe-G A YhR
g1 gaeh s=rg
gerf D A gH
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugdl IR SR} A Pt dRIG: 19.07.2017
feaoft : Sod e W faER B
31! daeft gara L 1SS 2iieS a1 e o 1Y GR& I=AT UgH |

3R HTH & WG a1 Trarafer & §a St fRufear, o a1 wRed
fHe g, ol Sfer Tred v |
TR Y, Y, T TR & a1 1 Jueh ! GHra-r &),
TuRiTee a1 IR Tgx BT 3T W& U |

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

Tl el U™ L 3R I SUANT & SR TG & WUudh H 31 Bt UG g,
@B FA & VM & B9 S 9 ST gonferar ofiR JRef
QMR Y& B |
TENT & SR, ST, U1 a1 4Ha 7d H1 |
T HUS! B G & 916 B R I STqaTd |
gfaeT o guTd dared 1 Solttaie fa= o wiier, Ifad
fFaTd R&T IUHRYT, Iferd S ok ulk=nes ufsrarsi,
N Tz AR, fafdsen AR ok arime

[BREL IR SEINRIBLEEE G

9. Hifae® ud TmrafAe® ur

fegrae - ke

a1 D ST Uy g

Ty : 3T IuAs el

e BT g : 321 JUT T

diwa . 5

Ugem/dS &1 dayaH : 8T Suasy gl

RIS IqeH &1 g/ Jgem  : el Iudsy e

ERiEe]

iR foig . >933°C

iR B &R D S Iude el

SaaRIEdT (319, 719 L v TRl

SaERIET (aRd TaT) D TSy e
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 gl IR ST &R &1 dRIG; 19.07.2017
3= fowpie 1/ IR . 3l IS gl
SR T (30
BHodfafert forie)

Y fapie A1/ St . 3T IS gl
SaARIar ST (TSR
THodfafere! formie)
Gl RG] : a1 Iudsy e
Jroef arsq g9 . STl Iudsy T8l
Jroef g : a1 Iudsy e
I 3l IS gl

e P

U A e gl Iudas et
EISERIICHCE] L TR e
Sigera/art)
3SR &1 arga . 3T U gl
3Yc BT dgAH : 32T JUAs et
BIEGIEEEAIRE))

oIt wreafe® . 3T U gl
faeples URayE . fowples 81
STFITHRU1 & [URGHTT : g uerd a1 iy & siRiieRe Fiffea 6t fear mar |
P HT AT . UaNg el

10. fRRar quT ufafsaar

PIGEAR : SfNfhaTRiadr & Wk & ¥U H aiiigd ol |
G fRRAT D g R A RR B
uRdwmery ufafsarsi : gy ga1 § fawple fiyor 991 gl B

O SRNIPRS Tolel & 1Y ufafpar B Jhdl g
3 gRfRUfaat @ o S E I
ST st D SfiRfierity Teleyq
3ge ygrdf & snfed . I TR aId (goReY) fTge ueryd rd et

7121



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugdll 9R SIRI R &1 dRi: 19.07.2017
11. fawrdsnf=ra g

TG SREUN (THIUIOR) 6 IR © A1 GRT TG0 H=eAl

A TSR 1§ Yudh
frTerT
3ifEl § gush

GIERGEIESG

YA TSR R Fiffhd 81|

et

dig e fasradar : SffquId fawTaaar $H: > 5,000 mgl/kg
WIBT: T RIBT

3dYd:

ﬂaﬁnm;

GIEREIEEED :  LD50 (IET (}<)): > 5,000 mglkg
TIBT: OECD URTEfUT fa=mfAd=r 401
femoht: we SR IR & SeT iR 3neTid

GERCEIRAELIESG . LD50 (I8 (}2)): > 2,000 mglkg
TIHT: OECD URTerur fg=mfAdsr 402
3fiera: uard a1 s &Y Hig T SRIe fawTadar et §
fewoht: v SRf IR & Ser IR 3neTiRd

W aa:

g e faTadar LD50 (JgT (X€)): > 5,000 mg/kg

GIERCEIRAELIESGI LD50 (JRMR): > 2,000 mg/kg

BHITSH-1-0l, SYIfFETRIcS:

g M fawraddr

4-FARY-3-Fyrgah;
g M fawraddr

GIEERSEACLICSGI

SIEACEIRACLIESEI

Betamethasone:

3fiera: uard a1 s Bt Hig T SRIe fawTadar et §

LD50 (TET (}2)): 2,500 mg/kg

LD50 (H{¥h (HI3H)): 600 mg/kg

. LC50 (J8T (RT)): > 2.871 mgll

feb e T o ford Tueh (TerTdloR) 3 4 h
TRI&UT ATATeRUT: YQ/Heia

LD50 (IET (}<)): > 5,000 mglkg
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugat IR ORI A B dRIG: 19.07.2017
g e faTaddr © LD50 (IET (}<)): > 5,000 mglkg
LD50 (¥ (HI3¥)): > 4,500 mg/kg
GIEE R ERCNIESG| © LC50 (JET (RT)): 0.4 mg/!
fora THg & ford Judh (TaUIoR) §3MT: 4 h
1 & fore ergerYSad
JUA] SHHRT R aFfiepd gl
AdYUd:
ﬂaﬁnm:
I GRS )|
GREA :  OECD Ustefur femmfder 404
L IEIE G kA NE |
fewuft L T o grERE & e W mYTiRd
Waﬁ:
Tt G RO
gfomg T H oad ot
4-FRY-3-FruTgaha:
I G RR )|
GREa :  OECD Usiefur femnfder 404
gfomg . TYR® QY ¥ °¢ & TRIUIGR & d1g
Betamethasone:
Tt G RO
gfomg . gAd! I Gl B oad
iR A7 gfasdea
JUA] SHHRI W aFffpd gl
3dd:
a@ﬁﬂm:
ToTTfa G RO
Al . OECD Wigfur fe=nd=r 405
gfome © 3T A SIa T8l
feaoft L U o grEiEl & Ser R SuiiRd
W da:
Tt R COR Bl
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Apuhlic

-5 ORGANON

& SeT e
AT gRAMSIS WTH & 3AR

Betamethasone Cream Formulation

TTHI TRmeE ot fafd:
5.2 30.09.2023

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

Tg. 31U, Fa:
1841209-00016

gikomg
TS ®H-1-0l, SUfFTACS:
gikomy

Betamethasone:

RG]
gfomy

oI qT IHS GUTE DR
AT D gATS AT

JuA] BRI W aFfipd gl
YTII-UYTH B GImgrar
JUAK] BRI R aFfiepd g
3dadq:

a@ﬁmﬂ:

TRA&01 1

YU (TFIUTER) & IR
PG|

oy
femuft

4-56R)-3-Fryrgathia:
TR&0T Bt fobey

U (TRITIER) & I
SIS

b
Betamethasone:

TU& (THIUTER) & IR
SIS
gfkomy

: 3@ A Sa T8t

L 3l Bt STer, 2 fel & oftar e
D UH ol IERET & ST WR SneiRa

DN
:  OECD udierur femnfad=r 405
T 3fREl R 3uRad-a uHTg

: 3HIE H OaH T8l

P TR TE

I U

SRTICRIvE

. BUTHD

T o gl & ST wR erid

. ORfAERE T
GGl e o
R CIC R vE

D A H I b TSR B HH  HHH R Bl GHIGH

(IiaaTeleh) a1 a9d

G )
o
. HHR RIS
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugdll 9R SIRI R &1 dRi: 19.07.2017
SHaTY] A9 "ETeHRid]
JuA] BRI W aFifpd el
3dad:
ﬁgﬁﬁmw:
IEBIEERIREESIEE L A& Bt fb: I TeRRH ¢ 34 fagl
URuMy: BUTES
fewoht: v SRf IR & Ser iR anerid
fSIeIn R 3 faar L ORI BT e WAl o TS YEAAT N g Usiam
(Shfad 9o & ArgcioiHfcd uRd)
TS g8 (H139)

UiTh M & I: SRS SolaRM
TpT: OECD THiefu fe=mfAdw 474
URUIH: BUTHD

fewgoht: ue SRit Il & ST W snuiid

4-FR1-3-fryrgata:
IERIEER IS EESIEE D Tl ) fw: dadifear Seeh fausta ufvads @ o (AMES)
RUMH: BUTHS
Betamethasone:
IERIEER IS EESIEE D Tl ) fw: dadifear Seeh fausta ufvads @ S (AMES)
Rumy: BUMdES
TRI&0T Dt b IRR & e WTUTRAT DI DITRABIST BT SiiA
Iafead= wiem
Rumy: BUMdES
GY&r0T o1 fobe: Shield TaRYH ¢ 34 fagl
uRumy: aRdfds
fSeIBRE 3 faar L TRIET B o TR & TS T JEHAT N 1T URT&ur
(Shfad gmof # ArgeioHfcd TRW)
TSI gu (H139)
T IE & I ARH
gfvomy; SifAfad
SitaTu] I TeToRIeT - © &Y DT ol INTTY] HITRIHT IARATT b TG H qiIHR0T B
3 gudT T8 FRar gl
FITSTBT
JUAS TSGR W FNpd Tal|
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugat IR ORI A B dRIG: 19.07.2017

3dd:

a@ﬁﬂm:

LRI LRI (T)

TAIHTA & I . fa e

frda g & ford duss D 29|

(TFIUISR) gl

PIEIE BUTHD

307 fauTaran

31Tl I 1 81 Uge Shell B

K CRGH

ﬁgﬁﬁmw:

3R B YU TR0 B feeH: U/ fab TS fasTaddr whifeiT udieor
geTifar: IT (X©)
UGB R & I fRTed oA
RIS I ED

fewuft: ver St IERET & e W nyTid

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

4-FAR)-3-FruTgaha:;

3(ARdl & JHTG D TRIE B e TH-Uie! gedTe fauTaddn sieqa-
gTifar: T ()
TEh T & ;a1
TRUMH: BUTHES

TRRR & e mudEl : gem & f5: o/ [dea et fauTaaar Wi aiemr
IolTar: 8T (<)
TWHThRM & IR FH71a o
Ruma: FBUTED

Betamethasone:

TR RR & e mudEal Yol TR
TEHBRE & I Aol &
faswraras faureaddn: LOAEL: 0.05 f&m/fbm IiRe YR
gfvom: s Ry fawreddn, faxudrel 3=t wi|

golTar: 8T ()
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Betamethasone Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
5.2 30.09.2023 1841209-00016 Ugal §R SR} A Bl dRIG: 19.07.2017

TAIBRA & I @ & J1d
fomraTd® fauTadar: LOAEL: 0.42 ffRm/fe IRiN® 4R
gRume: faeuarsi adt mit

TSIl U (H139)

UHTh R & I AR |

o aTd® fauTadar: LOAEL: 1 firm/fa i ImiRe 4R
gRume: faeuarel 3wt mit

ST fuTerTeT - St D ORI B8 T8 7 & SR R faeh W Ufdgd GHT &1 Wy
Iad e g1

STOT - Tohd Siifgw

JUAK] SHHRI R aFfiepd gl

AdYUd:

4-FARI-3-FruTsaha:

b L AT TR ST ST B Jhdl g

STOT - SIgT SfaH

< Tefl a1 GRIgT TeRaeR (Ui 4fY, wfoRelt o, mra, ursas TS, X9, siftrgess 9 (Tedna

1)) 3T Bl I Ug AT 8|

AdYUd:

Betamethasone:

e 3agd L Uiy Uiy, ufrel 7, T, ursHY WS, Yo, siftgdae Uiy
(EERERESE)

e o e 3REUT B TR ST (M) Bl JbwH
wﬁwg

U G fauTaaar

3dd:

a@ﬁ‘mﬁ:

BV L gl (e)

NOAEL : 5,000 mg/kg

TAIHTA &b I ;

fram g7 & ford Iudh . 2yr

(THIUIGR) gl

Waﬁ:

PRI L g1 (), AreT (fria)

LOAEL - 161 mglkg

-5 ORGANON
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugat IR ORI A B dRIG: 19.07.2017
TAIBTA & I . fa e
o g & o Ius : 90 Days
(TFUIGR) gl
4-FAR)-3-FruTgaha;

PEIIRS . gl ()
NOAEL . 200 mg/kg
LOAEL : 400 mg/kg
TAIBTA & I . fa e
fram g & ford guds : 28 Days
(THIUTSR) g3l

Betamethasone:

PG| D WM
LOAEL © 0.05%
TEHH YA & I . O Y HUD
frda g & ford duss © 10-30d
(THIUTGR) G

&g 3fad Uiy Uiy, ufarelt &3, waa
g LRI (@)
LOAEL ©0.05%
TEH A & I G ) e v
fords g9g & ford Iudh 8 Weeks
(THIUTGR) G _
&I 3aud D YRAY S
G| . Y® (A139)
LOAEL ©01%
TENH A & I G Gl e v
frd g9g & ford Iudh 8 Weeks
(TRTUTSR) gafl '
&g 3{agd D YR TS
PITII] g
LOAEL : 0.05 mg/kg
UGB & I :

P g7 & ford Iudh . 28d
(THIUIGR) gl

&g 3fagd L I, U oS, fYgdd IR (TediHd W)
CIGEEG]

JUAS TSGR W T ipd Tal|
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Betamethasone Cream Formulation

THT e &1 fafd: T9.81.u9. F8:

Apuhlic

-5 ORGANON

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

5.2 30.09.2023 1841209-00016
3d9d:
WRIfp aa:
1 71a ® T 39 uere o fiygyor @ Ara A o fawTeddr &1 89S gidT § a1 391 A T R
T8 A4 B THURYH fIsTeddr &1 29e gidi 8|
U9 S| & 91y 3gya
3dYd:
Betamethasone:
I gRT Ul BT A&d 3faud: SHfqgad Ul (TS ie)
CEIRREED 3MTER: drelt, gfew, S
12. uTifRufaeTa @
urfefRufae faumamar
3dYd:
a@ﬁmﬂ:
EENIEARELIESEI] : LL50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): > 100 mg/l
fpa Ima & ford WU (TaUIoR) §31T: 96 h
X fopar o a1l verd: Sra wHmEaifod 3w
TRIBT: OECD URIefur fe=mfgsr 203
femoht: we SR IR & SeT iR 3neTid
ST Td 3= Se-fed . EC50 (Daphnia magna (dTeX Tit)): > 10,000 mg/l
STereR fauTaan P Imy & ford WU (TaUIoR) g3 48 h
e fopar o a1l verd: Srd wHmEifod o
fewoht: we SRf IR & Ser iR 3nerid
QaTa/sTed uiel o) fawregdar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ Qard
(Tesih): >= 100 mg/l
P amy & ford WU (TaUIoR) g3 72 h
e fopar o a1l verd: Sra wHmaioa 3w
Tt 3 3. . e fdwr 201
feuoft: v St IRt & Ser W enefia
ST Td 3= He-fed : NOEC: 10 mg/|
SR fauTeddr (R o wg & ford Hudh (TauioR) g3l 21 d
[ELIESED) TSI Daphnia magna (dTeR Uil
e fopar o a1 et Sra wHmEifoa 3w
fewoht: we SRf IR & Ser IR 3neTid
TIfp A
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Betamethasone Cream Formulation

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

Ugal §R SR} A Bl dRIG: 19.07.2017

Tg. 31U, Fa:
1841209-00016

5.2 30.09.2023
EENICARCRIESG :  LL50 (Scophthalmus maximus (€81€)): > 100 mg/l
o™ Tma & ford Tudh (TaTISR) g3 96 h
¥ opaT o STer uer: STet SEmfeTd 3R
fewuft: ue it It & et wR eneria
BT Td o= Jefd . EL50 (Acartia tonsa (FAMITS HIUUIS)): > 100 mg/l
ERCHELIESG feber g & frd Tudh (TUioR) gait: 48 h
¥ o ST STen gerd: Sfd JEmitod iRt
fewuft: ue SRft It &% et wR sneria
QaTel/STelTg el T fasTarda EL50 ( Skeletonema costatum ﬁ'cr)) > 100 mg/l

BHITSH-1-0l, SYIfFEAICS:

TSl DI fauradarn : LC50:>1- 10 mgl/l
™ Tma & ford Tudh (TaIUIsR) g3 96 h
fewuft: ue it It &% et wR sneria
SWHiAaT U 3 de-fed : EC50:>1-10 mg/l
SR fAuTaddn P amy & ford WU (TaUIoR) g3 48 h
fewuft: ue it It & e wR snerfa
Rara/Seta Qi &l fasreqar : EC50: > 10 - 100 mg/l
P amy & ford Wue (TaUIoR) g3 72 h
fewuft: ue it It & et wR snerfka
4-FAR)-3-FruTgaha:
B ENICARELIESKI] . LC50 (Oncorhynchus mykiss (Y781 TI3E)): 917 pg/l
P Ima & ford WU (TaIUIoR) §31T: 96 h
SHATT Td = Ae-Xfed :  EC50 (Daphnia magna (dTex Fil)): 1.5 myll
ERERCHIESG o Tg & ford Fudh (TauIoR) g3l 48 h
Tt 3 3. 2w Az 202
aTa/STelg Urel & fawreddr @ $3RATue ( Chiorella pyrenoidosa (RaTd TSI @ g-4fa)):

| - Imd & ford Wue (TaUIoR) g3 72 h

T fpur 9 a1 yerd: o gHEf Sfer
fewuft: uer St IEfEt & T W nuid

NOELR ( Skeletonema costatum Hﬂ?ﬁ?@ﬁ )): > 1 mgl/l
o g & o Hudh (TaioR) g3 72 h

¥ forar ST aTer uerd: Sfd gemiford iR

femoht: Te SR IR & SeT IR 3neTid

15 mg/l
WW%%&W(WW)@W 72 h
TheT: 3 3. e = 201
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Betamethasone Cream Formulation

TTHI TRmeE ot fafd:
5.2 30.09.2023

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

Tg. 31U, Fa:
1841209-00016

TH-dexy (ATUTe Sferar
IELIESED)

Shtarugedt o fauTerdd
3w Ug o fe-3fed

STerer fasmaddn (RR®1feie
[ELIESED)

Betamethasone:
3BT Td 3 Ae-ed
SNERAELIESEI

aTa/ST W Y fauTeaar

Tl Bl fawradar (RReiferes

ST T 3 de-fed
ENENCRICSEINERERINES

EC10 ( Chlorella pyrenoidosa (JdTd USTIfd &t a-1wafa)): 2.3
mg/|
™ Tma & ford Judh (TaTTISR) g3 72 h

T 3 3. S T kw201

1

EC50: 22.86 mg/l

| b T % o U (THRIUIER) g4 60 h

NOEC: 0.32 mg/l

' o g & ford Hudh (TaioR) gofm: 21 d

P ISIITH Daphnia magna (dlc} q?ﬁ)
T ot W & e Fdwr 211

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

| o Tg & o) Hudh (TaUIoR) §3MT: 96 h

EC50 ( Pseudokirchneriella subcapitata (8% a1 (Teoil)): >

34 mg/l

P Ima & ford Wue (TaUIoR) g3 72 h
T 3 S 3 S e Ak 201
fewgoht: facradr o a1 R oI faTedar 78!

NOEC ( Pseudokirchneriella subcapitata (83} Qa1 (Teoih): 34
mg/|

o g & o Hudh (TaioR) g3 72 h
Tt 3t 3. 2w A= 201
feooht: facrar &t W w SIS e T8t

NOEC: 0.052 mg/l

o wg & ford Hudh (TauioR) g3l 32 d
T Pimephales promelas (%%‘s’ ﬁﬁﬁ)
Ter: o1 3 T & T fd= 210

NOEC: 0.07 pg/I

o wg & ford Hudh (TaUloR) g3l 219 d
T Oryzias latipes (\_rlTCrFﬁ fIW)

DT OECD TR0 faRmfcRT 229

NOEC: 8 mg/l

: o wg & ford Hudh (TauioR) gofl: 21 d

U Daphnia magna (dlc} 1iﬁjﬁ)
TpT: 3713 .1 . < e 211
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugdll 9R SIRI R &1 dRi: 19.07.2017
TH-Tae Ty (RRIfe® SR : 1,000
[ELIESGD)
RITRIT 3R Ao
3UT:
ogifera:

Wfdp 3ITHHUIAT Dt &

BHITSH-1-0l, SYIfFEAICS:

Wfdp 3ITHHUIAT bt &

: ORUME: JHA & 9T UPpfad diid I SHahauaR]

CRIEPSESEEEEIS!

3AHHUIT: 31 %
P I & ford Tue (TaUIoR) g3 28 d
TB1: OECD Uterur fo=nfder 301F
fewoft: v St iRt & S W eneia

: ORUME: JEA & 9 UPpfad diid I SHahHauaR]

@rifsusiaa) g1 arar
Sfdd THHUET: > 99 %
™ Tma & ford Judh (TaRTTISR) g3 19 d

4-FARI-3-FryTgaha:

Sfad ATl B ear - RO EAT & WIY WIHiad dadid ¥ SaHHUGRI
QIRISESIERIEREIR]
Sy SFaHHET: 78 %
P ama & ford WU (TaUIoR) g3 15 d
TeT: 3.3 e = 301

Tyifaa Sfee J=aua

3(dYq:

a?lm e

ICHISE Ul (T : log Pow: >4

Sfiaerarar) fewft: uRee

4-FaRI-3-fryTgata:

EICCRSERE] . YOl Cyprinus carpio (&Td)
TG thaex (SHIH): 5.5 - 13

fayre Tuiies: (T log Pow: 0.477

Sigera/art

Betamethasone:
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugdll 9R SIRI R &1 dRi: 19.07.2017
faUTe T[uries: (T . log Pow: 2.11
e aTT)
firdt o wfa=fteran
31 IUAS gl
3= Ufaed gHG
3T IUAs gl
13. Fger ifgard
freR & e
/W I w1 7Y (Tere) . e I AT B A b |
YT faf ol oy has |
afa ofdh : Qe fEa @l 3 DI g7 A aral baiael # Sgdmai At
T & ford o Se|
3R 3=yT fafafdy =7EY foman T sgad Iae & ® 9 |
fAueE &1
14. gf¥ag g
Jierfga fafaw
UNRTDG
UN dsR : UN 3082
Ar9e &1 g A :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone)
a1 : 9
ofesT g9 |
NEN] 9
qgfaRul & ford WavAIsh |
(@SY)
315 T & T-3t ot 3R
g TH/3TE ST TR : UN 3082
:ﬁag:[wg%ﬁ qaH . Environmentally hazardous substance, liquid, n.o.s.
(betamethasone)
a1 © 9
OfeTT U Sl
NEN] :  Miscellaneous
fSearddl @l fggrd (@RI 964
[EERAE)
el @t feard @ gars © 964
SEE)
qgfaRul & ford WIS gf
(@SY)

19/21



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 gl IR ST &R &1 dRIG; 19.07.2017

3ME TN S sh-@dlis

UN F&R : UN 3082

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

aif © 9

e U Sl

NE] 9

EmS dfgar : F-A S-F

L gD g

IMO SUHVN & AR AP ﬁ g &

3Yfef fopw 7Y s ae & forg @y gt

IyURTERdat & fore faRiy grawfaai

Tgl fau 7u ufag avife_ur Had GemT & Wil & ol §, 3iR ThHE U ¥ 3Fidss Al &
T TR 37eTRa § R o 0 JRe Stet Tite & iR et aulF fasan mar 81 uRkae &t faftr, 9
THRI, AR &= a1 <=1 & fafael & fafaedrell & SruR ufkag avffexur firm-fir g1 9ad g |

15. faf~ramae Ja=n

verdf ar fireror F R e, Wy, 3R yafarur & fafawfae

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

AICS o fRuffea Y

DSL o i Y

IECSC o i Y

16. 3= AT

e ot fafy ©30.09.2023

Sifafvad STHaRY

el Tffc & Jowad & ford . &= HTd SDSs, OECD eChem ¥ 3{id& dd-td! Sel, Sel

PRI R GEASIER] Ui Qe UM a1 GRIFRE IS Toia,
http://echa.europa.eu/

fariep uRey ;. feamad

3= A & qut arR

ACGIH : gudu| ACGIH ITHR™ET A (TLV)

IN OEL D YRA| S URAN B $ IS GTif Bt SAfT & W

ACGIH / TWA © 8-Uc¢, gHT- 9ol 3 gd
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Betamethasone Cream Formulation

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

5.2 30.09.2023 1841209-00016 Ugal §R SR} A Bl dRIG: 19.07.2017
IN OEL / TWA C gug did $id
IN OEL / STEL D UPIRT SREfUT AT

AIIC - 3R Tl & Sffeferrs el ANTT - sifora & g yffl ufkae Tofell; ASTM -
&@wmwmm bw - 1! BT To; CMR - HIRIAISH, Geoids AT UoT= fasaT; DIN -
S AF®IHRUl R & W AF%; DSL - aiquazfﬂjﬁ(m) ECx - x% Wfdfehar ¥ Ja1
Fdhe; ELx - x% Ufdfehar ¥ et AfeT &%; EmS - OIadbla- [egd; ENCS - IﬁGLETGﬁT:I'Q
RS Tard (STAF); ErCx - x% gla & Uldfhdl ¥ &1 e, ERG - SUddIa uidfshar
MSS; GHS - AfYF TR W W Red; GLP - 33T TANTRITET YT, IARC - $¥R TR ¥ & fog
a‘_ﬁmﬁﬁ@uq@?ﬂ IATA - SIcRT$T a1 aRaeT THIRERH; 1BC - Ut AR & WA &mE a1
e e P o st o i et ?%T M
IR HT6; IECSC - gal IMDG -

TS WA HI; IMO - SfeRISIY ¥Hel W3, ISHL - ﬁaﬁmﬁv&n WY B (SUH);
ISO - AMSIHRUT & T SfeRTPRI 13, KECI - HIRAT Hie[aT T8 $de; LC50 - TR 3Marat
®1 50% BT Giddh Tobgd; LD50 - URI&UN SHTETEl BT 50% B Gl WRIH (AT °Idd GAD);
MARPOL - STgTsll ¥ UgNUl &1 AHYUH & 1T SIaRTTR T9e; n.o.s. - 3T FAEE =&; Neh - feredt
f78; NO(A)EC - s@died = foar Tar wided) THE Hadhg; NO(A)EL - 3iddre- = fdbar
(W)Uﬂ-ﬂ'q’w NOELR - TR-3{q@AIe-d7 YHId AGH &3; NOM - SIS dfae- fam;
NTP - 819 fau-fas SRIH; NZIoC - XU $1 =it s $desl; OECD - SR e IR
o™ &, OPPTS - IMMAM® JREM 3R UGN ABUW HHfad; PBT - RIRR, H9-THAHI0T 3R
fqwred uard; piccs - Wﬁ?mwﬁﬁﬁﬁﬂww (Q)SAR - (AHETEE) IXTT
TffafY Tafer; REACH - RO T¥E 3R I UsiahRul, eide], WASGR R ufady aRug &
fafae= (EC) Hi. 1907/2006; SADT - W-digdl 3{qde drad; SDS - YR&T sl =iie; TCSI - drgaH
IS uerd gdest; TDG - WRAS WA &1 URdeH; TECI - UT3ds AT $-dexl; TSCA -
fourad e o siffaw (dgad s smfveT); UN - ﬂg,aa?rg UNRTDG - §IM®R® A &
IREET R TGH Y BT RABINRY; vPvB - Tgd R IR Tgd Sa-THABRUT ARF; WHMIS - PT-
RIc] WaRATb AUl =T Jorat

U & ST 2T A SUS THIRM &1 dRG B ¢ TR THSRI §AR I, THHRT SR fayma &
TR T § | STHBRY B QRIAA &1 T JUTAA, TART -, UichdT 63, T B, URagd H3,
e o3 9UT Bisa & ol Fad Arfex= & w0 § fewmE forar mar § aur faf ueR &t ard o
TUTadT T fAfERT 181 [T SITE | Juds Sl T STHSRT 59 SDS & XY R ggar Tt »ad
fafry arht § defid § 9yt Sps wrlt &1 fosddt s areht & Taem | a1 fddt s uforan &, o9
6 UTT § T ST 7T 81, TRNT - R 94 et 8) Tebell ¢ | It sriiaansil & arg 811 W, Uaied
& 3ifar IaTg & SDS-IMER &1 IUGaAdl T HTHT B Aled sod B, YA HRA, Ufehdr dA
TUT T TR P 3 3ftE &1 3 ARy e & SR SR Ryl ot weften o =nf{u |

IN / HI
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