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Betamethasone Cream Formulation -5 ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017

1. ITE Ud HHI Bl Ugd=

geref AT . Betamethasone Cream Formulation
fafansmyfdeat
S Organon & Co.
gdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

SILAGH . 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt

2. W Pt UgaH

foafor, vesRU 3R & SMRITd WaRTe 9T fraaraeil, 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 AfY, uferefht @, 1o, ursww s, Y94, siftgas
- TRIGd 3REUT Y (TSHd W)

AAPIAD () ST Wl faURT 3
I (Soh) Seg @av - faumT g

. T9.09. a9d

SR &1 face : ‘@ ‘%‘

Tohd Teq LR

B et e . H360D 3foTTd I &1 g1 ugen Tehar 3|

H372 Y sTei a1 §-R1gd Uaaier (Ui U, ufareft 93,
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Betamethasone Cream Formulation

LB TemeE ot fafd:
4.2 09.04.2021

Y310y, |
1841209-00010

Apuhlic

-5 ORGANON

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

wefaardtgdfau™ sam

Thd, UTSAY oS, a4, SMfigad Ui (TSHd is)) Sl &l

TR Ug e g
H402 STeeR St o fold BT R |

H410 STei<R Siiad TR are Rl JHTd 3R 1Y &) i faver|

: APYTH:

P203 IUTNT B § Ugd gt JRe = &1 urd &3, g 8k

3T U BN |
P260 HTT B! i gRT U0 o H1 |

P264 TATA & d1G @dl DI 3! g 4|
P270 3 I1GA D! YA HRd TG W, UIHT AT YHUuH Td B |

P273 TR0 § BT ¥ URER & |

P280 TS S/ I 3R 31 T/ &0 U5 |

3TN

P318 3R TR g1 a7 a1 g1, ferad=iig 9are 2|

P391 FADIG TH AT B |

HSRUT:

P405 HSR ard HI

IGGIELYE

;%01 &= o1 FueRT Wigd de Suvid dREH |

|
3= BTl foresT ufoma W=y aeffewor gt giani
S{IATd
3. 3AGYAl BT HUCA/SITHBRI
e/ . foyyor
3qaq
IS T F U (F9) - TR | TS (FIATH) (%
wiw)

Jererag 8009-03-8 >=10-<20
TR ad 8012-95-1 >=5-<10
RIS ®-1-0l, SYUfFITACS 9004-95-9 >=1-<25
4-FARI-3-TURAdha 59-50-7 >=01-<025
Betamethasone 378-44-9 >=0.025-<0.1

4. yyfye Rifesr & Surg

HHIY ddle

3R 1Y gRT U 81 ST

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

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

fafecita ggan ol

: gfg | gRT U1 &R foran ST, ot el gell ga1 § o &g
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Betamethasone Cream Formulation i ORGANON

LB TemeE ot fafd:
4.2 09.04.2021

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

Y310y, |
1841209-00010

3R AT ¥ YU g Sy g BN IR, XA @ B Wi 3R gdrd U ¥ 91 |
T avd Td S IAR |
fefeita wga o
YN ¥ Ugd a¥d g |
IR ¥ Ugd I o Bl st ave |
TR 3G § Tud g Y : garm (Oere) & o sifat &f urt § el
g e 37 g1 3R IR g, O i Jgan |
R e feran smg : gfg e 9, 99 ORa 9d &1
fafcita ggarm o
U & 1Y HE 3t aRE Feel HRa |
T8 AEaquf q&r 3R L 3T RIY 1 §1F Ug e Homd &
TUTd, a1 g SR aﬁﬁmqg?@ﬂ&n&rmaﬁwsaﬁ(mgﬁw
Ui fafdre & TReur : mwmﬁrmmmﬁmaﬁ&nmﬁ?&nwwﬁﬁm%u T
SRIA Pt YU 9 TR YT T i YRETHD IYHRU]
BT IUGNT HAT 91T (WS 8 W )|
Rifrede & ford g L e SR WEanT ¥ SUER HR|
5. JFI=ME U™
I A Hifgar SR
Yamra-ufaRie g
PHIe SRS
/T T
SR (I IH S AHH ¢ IS
SR F GRHE AR TR UTY 591 wfed fawpies fHrsor ach 5
T8 JdE] 1 Yudh W & o T WeRT 81 ¥l g
GRATD G TG . HREA MRS
3TT) T3 & a9 R : 98 PRI O TR HY o R URFRUMY SR omg-ury
qIATaRl & S ol
T fosdl B 381 PR & ol TA-BER BT TIRT B |
SR U1 BT YRI& g Al 3T & & I &ifage deR Hara o
EURCARCINIERE I
MM & RN fRvTEE S & 9H W, Wd-FEfa 4 Iuesor ugH|
IR TSIt Y&TETd JUBRUT TRANT DY |
6. eI fidie sur™
Jafad® Tau, RETAG Aol &S JUHRU YA He |
JUHRUT TUT STATIDRTA IRiEa Fefeit sl (WS 7 37 ) 3R fdaTa JRem Suaui
gfeharg & gTal (TS 8 ¢ ) BT fUTeH B |
yafaRui raenar . TRl ¥ Be ¥ URER # |

i BT PRI, SR T 19 a1 SepTa &Y A |
NS ATHA H o J AP (IaTeR0T: g0 a1 aa fdre)
Hgftd Ui T O I @1 Td T
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Betamethasone Cream Formulation i ORGANON

LB TemeE ot fafd:
4.2 09.04.2021

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

Y310y, |
1841209-00010

Ife AE@yul SABIG U T 81 Udb, I RITG UABTRAT Dl

gfrd &1
JBTE B AR BT AAbT 3R D g § 9|
& uerd ud e S g & forg ST a1 3 Iugad AU UG &R dlfds

g 3R 79S| Al ST5® BT T8 UG &1 Uy fosa S Favar gl
I 3 IuGad dHeR ST B TR B

JUYa TGIRSC & 1Y B Pt AT AT B 9Ih H |
R 1 A1 fafaw 59 yerd &) fawfa ok Rueq &3 &
fore AmL 81 Tahd §, T 8t 3 HERIgay iR 3Mgeny W ot st
@ uerd &) ool 3 THTE H ST ¥ IR I 21 39 By
fofa & g 6 1 faefiom amp g ]

39 THSITH & SfHIT 13 3R 15 F© RIFI a1 AP Revrsri<
F IR A TSR T B & |

7. AT 3R HSRUI
de-p! IU™
R / $d dfea=H

I gTye & forg
grayT=an

;AU (URIURR) ¥ 9 & =0y ol 9919 3[HT & d8d
Soifafe Sumg 39|

L 3R Ui Afeaw Suesy 8, af R ey dfedsq &
1Y ST DR |

D I O BUS) R AT RA )
UIY B! Y GRT TG0 A B
et 7@l
3@ & Iy T J gRER B
TATe o §1¢ 91 DI 3D e Uil
3t SN Tesdr 3R GR&T TAT3H & SR FHTd, 5t
PRIRT TRTAIGR THAT R TR B
f&od B HH B d¢ IRp W |
Y I DI YA HRd FHG T, UHT T 4a= Td B |
AP, FEIG 81 F Ap P Ay I, 3R FAfR0 H HH
HH O

L 3R] dE I 1ed ot g fesal A < |
USR drdl |
B IR GG HRD 3|
faR It fafodl & SraR HeRU ®1|

: Fgfafed TeR & Uiede & 91y A 3:
GIEREIERICRUIRUT TR

GRf&rd YRy o1 uRfRufear

39 Uerdf T o

8. Sy fordmror / fAeit gRem

HRIRS fa=01 & "D & 1Y 3agq

3{qyd

T T ()
- TR

Ted bR
(3REUT BT

UPR)

=T urerd /

STYR

Uelferay

8009-03-8

TWA (I8R)

5 mg/m3

IN OEL
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Betamethasone Cream Formulation i ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
STEL (dUR) 10 mg/m3 IN OEL
TWA (&g 5 mg/m3 ACGIH
SERIEER)
W ad 8012-95-1 TWA (@R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (I 5 mg/m3 ACGIH
SERIEER)
Betamethasone 378-44-9 TWA 1 yg/m3 (OEB 4) | 3ffaft®
AR STHBHRT: &l
| Ofea & T | 10 ug/100 cm? | 3faR®
EEIRCIEUREEL gt Sofifafie fdamn & ufR feus g1 wmaffad an
LY 3R I, ST, 3R yafaror &t 3em & fow GMP &
Rygidl & SrIuR Tarfed far ST anfgu
3ffard &0 ¥ forft et ura ot srmfa 81 ]

s TR Rew a1 Apum Menfifeal &1 3edrd B3 |
3R TR & forg YuTaT Aisle 81, at yaT=imen &
TUTA TH IR, I ¥ § FET18 BT 175 S19-JREM Hio-ie, A
TS, BT IWHE HY | 3R Tg JHIGT HIS[g el 8, o arga ¢ a1
§9eig R T |

foroht s &t I

oI et 9= L TR vl R e dfedwq Iudsy 78 § a1 TaIuioR
THE SRR fA=m-Fee & a1eR TaueR yefid #Rdr g,
Al T YRET BT SUANT DR |

e THR . Ygad PEHUr 3R HEHE ary UHR
RUIRERIEEIR]

ger D - gE

fewoft ;S Tl R faER B

i@l daeht gama L 1S e AT NTCd & 1Y Y& I=ET UgH |
3R HTH & ATRId a1 Mafafy & @ o1 fRufaat, Su a1 wRied
e g, ol Sferd Thred v |
IR Y, Y, T7 TR & AT e Yudhs &1 GHIaT g1, ol
Toefics a1 IR e BT 3T TRE UgH |

1 Ud TRR Ja¢ft T . gdf a1 yanTRITa e | HH B
IR &9 &1 Al J F91d & 1T 1 off g1 H1 & 3MYR R
feaiad o) |
Hutfad gfid U FMaraq & fore Ifra SRifeiT aeb-ia! &1
ST BR

Tgal dadt Iu™ © 3R MR ST & GRIF XA & U & 3T B WHGHT g,
@ BT B S WM S BT 3G 4 Pt yorierar iR Jrem
QMR YGH B |
TN & SR, ST, YT a1 4Hu= 7d HY |
TN HUS! B U & 916 1 R I SqaTd |
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&M e e A

Betamethasone Cream Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017

gfaeT o guTdT Iarad & Soiaia fa=0r & wter, 3fd
fGaTd R&T IUHRYN, Ifard S ok ulk=ner ufrarsi,
e Twar TR, fafeer AR SR sagwimus

=T T ST =NfErd g ARyl
9. Wifdw Td Iamaf® T

fegmae . B
il . e Sudsy el
Y L 3T Uy el
TiY P agellel . e IuA S
diwa . 5
fOee /S 1 A . 20T U e
TR Joe &l g/ Soad  : SeT Iy e
@
TR fig : >933°C
TR DT &R 32T IUA e
eI (31, T4 ) e
SaTRITdT (AR e L |
I fawple 41/ IR ;g Uy el
S faupie Itwr/ el ;g Uy el
SaARAAr ST (AISR
wadfaferc ferie)
99 qaTd gl Iudas et
qruef A g . e IuAs e
RICERETS] © e IuAs e
i SIS IR |

qﬁﬁﬁgm%w T KU E I
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Apuhlic

-5 ORGANON

& Ser e

Betamethasone Cream Formulation

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
EISERIICHCE] R e
3facIa/ar)
e &1 e D o IuAsy g
3qge &1 dIHH : SC1 IUAs TTg
BIEGINEESAIRE)
oIt ersafc® gl IuAs TRt
faeples urRayg . fowpies 5l
STFITHRUN & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t far T |
10. fRRaT auT wfafeeaar
PIGEIN : ffforamRiiadr & WaR & U H arfid el |
T fRRar DI fufe A RR B
URGmeHy ufafparsit : 9Ty g1 # fawpie fiyur 51 It g
A9 TRfPRS Toiel & 1Y UfAfhar B Tbdl & |
29 uRfRufoal O o . 3T
ST ATt SNty Teley
3qee- uerdf ¥ sfaw PSR dTd (FORSY) 3qge uerd Jd g
11. fawrdsf=ra g
TG SREUN (TRIUIOR) H IR © A1 gRT TG0 H=Al
T TSGR @1 § dudh
e
3@ ¥ U
GIERGLIESGI
JUAS TSGR W A Ngpd Tal|
et
g M fawraddr : SffoaTch fasTaar SIgHM: > 5,000 mg/kg
WIBT: T RIBT
AdYUd:
a@ﬁ‘mﬁ:
GIERGIIEEED © LD50 (JgT (X€)): > 5,000 mg/kg
TBT1: OECD Uterur femnfder 401
feuoft: v Sft IRt & Ser W enefia
GIERSEIRACRIESGI] © LD50 (FET (}2)): > 2,000 mglkg

7120



& Ser e

Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

BT TNy ot fafd: U349 ek ST IR SR A B dRRG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
TRIHT: OECD URTefuT fE=mgsr 402
ficrer: uerd a1 firefur &t D1 @ SfRe fauTaadT el §
fewoht: ue SRf IR & Ser iR eneTiRd
WRIfp aa:
g e faTaddr LD50 (IET (}<)): > 5,000 mg/kg
e i faurear LD50 (FIMRMN): > 2,000 mg/kg

BHITSH-1-0l, SYIfFEAICS:

g MR fowraddr

4-FAR)-3-Fyrgah:
g e faTaddr

GIEERSEACRICSGI

dig g fauTadar

Betamethasone:

g Mifae fawraddr

g 4 fauTadar

@1 & foe e ST
JUAK] BRI R aFfiepd gl

Sfiera: uard a1 firsor Bt Hig T SfRIe fawTada et §

LD50 (JgT (X€)): 2,500 mg/kg

LD50 (e (AT3)): 600 mg/kg

: LC50 (8T (RT)): > 2.871 mg/!

fora Ta & ford) Tuds (TaTdIeR) gafT: 4 h
TRI&T ATATaRUT: Ye/HaIaT

LD50 (ggT (3€)): > 5,000 mg/kg

LD50 (ggT (3€)): > 5,000 mg/kg

LD50 (¥ (AI3)): > 4,500 mg/kg

. LCS0 (I8T (XT)): 0.4 mgll

P guy & ford Hudh (TaRTAeR) §3MT: 4 h

G RO

OECD Uteur feenfader 404

; @ A e et
L UH ol It & ST WR snetia

R N1
© 9T H o et
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Betamethasone Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
4-FaRI-3-fryrgata:
PRI R CRR )|
GRNEA :  OECD Utefur femnfader 404
gikomy . TYR® QY ¥ °¢ & TRIUIGR & d1G
Betamethasone:
I GRSl
gfomq . gAd! Il G Bl oaH
™R 97 gfasdea
JUA] SHHRI R arfiepd gl
AdYUd:
ﬂaﬁnm:
I GRSl
RG] . OECD Utierur fe=nfad=r 405
gfkomg : 3G A Sa T8t
fewuft C T o a6 e W myTiRd
I o
Sl R RN
ko A o R AT IO e
TS H-1-0l, SURIACS:
gfomy ;3 B o, /2 el & iR o
feuoft D U o grEiEl B ST W Suia
4-FARI-3-FryTgaha:
Tt G RO
Tt . OECD udiequr femnfd=r 405
ko © 3G R URTd-g UHTg
Betamethasone:
Sl R RN
gRume ;3| B Sa T8t
YT qT UG GUT BRI
1 B AT
JUAS TSGR W A Ngpd Tal|
YT-UYTH B JImSrarn
JUAS THHR W FNgpd Tal|
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TR SeT 2t Lar

Betamethasone Cream Formulation i ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
HAdYUdq:
ﬁgﬁﬁnm:
TRieor o foey . §gWR CE
TU& (TFIUTER) & IR A Y dUD
EEIIG] o e fom
gikomg . BUTHD
feguft © T O gl & ST wR Sutid
4-FAR)-3-FruTgaha;
TRI&0T Bt fhed L DRSS o
YU (THIUTER) & IR A Y U
EIIG] o e o
i : O™ § AT & YHCTZORM B B § HHH &R Bt UG
CIEENERIEES
Betamethasone:
TUd (TFIUTER) & IR i)
EIIG] o e o
gfRomy . PHHGR ARICTZR
Siary] 99 "ereHRidt
JUAK] BRI W aFfipd gl
3dadq:
a@ﬁmﬂ:
fSHIcIBaRE 3 fagt L TRIET B fhe: hIHIeNY TeRRH ¢¥e 34 fagl
URumy: BUTES
femoht: we SR IR & SeT IR 3neTid
et 3 faar L ORI T e TRl o TS GEAATY 1 TRI&
(Shfad gTof # ArscioiHfcd IRW)
TSI g (H139)
TRITHRH o I: SeUReHad SolaRH
TPT: OECD Tlerr =My 474
TR HunES
feuoft: v St IRt & Ser W enenfia
4-FaRI-3-fryrgata:
s iR 37 faer ;U ) fee: Sadifar Seeh faudta ufad= &t ot (AMES)
TR HunES
Betamethasone:
IEBIEERIREESIEM] Tl ) few: dadifear et faudta ufvads @t S (AMES)
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TR SeT 2t Lar

Betamethasone Cream Formulation i ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017

LRI I ED
TR B fh: IRR & S8R WU B HIRABT3 BT Sh
IARad Ttem
RIS I ED
0T BT fHeT: HISIE TaRRH e 34 fagt
gikue: ardfdes

fSIeIn Rt 3 faar D ORI BT e WUl o TS YEAAT N g Usiam
(Shfad 9o & ArgcioiHfcd uRd)
w%:w(m)
TATH R & I
gfRomsg: i

SIHaTu] et TeToIHRTeT - : &Y T Fol- INTTY] HITRIHT IARATT & ©F H TI(HR0T o

3 gAdT T HRaT |

FERSDAI

JUAK] BRI W aFfiepd gl

3qUq:

ﬁaﬁﬁmw:

Tt L 98T (RQ)

TEAIH T &b I R E O GG

o g & o)) Ius D 29|

(TTUISR) gaiT

oy BUTHD

3T fquTeRar

31T IR 1 g1 g b B

AdUd:

a@ﬁ‘mﬁ:

3R B YU TR B foh: UoHA/ T fawTadar whifeT udteror
golTar: <81 (<)
TEAIHTH & I FTd a1
RIS D

fewgolt: wes St AT & ST W SeTRd

MR & e wRuyEl - gdeor ot few: yor-mie Ry faem|
IolTar: 8T (<)
TEHHRE & I: @9l ¥ AU
URuy: BUTeD
femuft: ue Sft Imfat & et W snerid
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TR SeT 2t Lar

Betamethasone Cream Formulation i ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017

4-FRY-3-Rryrgaha:

3R F UHTE L ORI B b Uoh-Uigl geare fasrerdr srema
IolTar: <81 (<)
TENHRMA & I e o
RuMe: BUTHS

MY RRYF AEmmRuuEl : geo &1 5@ To-/ s e Spif- aigor
IolTar: <81 (<)
UGB & ;e o
URUMy: BUMES

Betamethasone:

TR RY & e wmuv@El @ golfd: TR
UGB & I HHuRE! #
fomT TP fquTaIdr: LOAEL: 0.05 fom/fam Tkie YR
gfvom: s R fawreddn|, faudrel 3=t wi |

geTifar: IT (X©)

UGB R & I @91 & A

fomraTd® fauTadar: LOAEL: 0.42 fFRm/fe IRiN® HR
o faeuarel 3wt mit

TSIl gu (H139)

TG & I FigufRey o

fomraTd® fauTadar: LOAEL: 1 firm/fe T ImiRe UR
Roms: faRsgarelt ¢t |

ST fSTeRAdl - 3ficher : U R ford TR TRINTT & SYR W fabT8 W Ufcipd YHTd &1 Wy
Ted i §1

STOT - T&hd Hifad

JUAK] BRI W aFfipd gl
3dYd:
4-FAR)-3-FruTgaha;

3ffha YUY I Oa I BR 9hdl g

STOT - SIgI™T SIf@H

< Tefl a1 IRIgT TR (g 4ifY, foRelt o, wra, ursas TS, 3o, siftrgeds 9 (Tedna
TS)) 3N Y oI Ugardr g |

3HdUd:

Betamethasone:
e 3agd L Uiy Y, uforel dF, T9d, YsHY g, Yo, siftigae Uiy
EENERENS)!
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&M e e A

Betamethasone Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017

ipar : ﬁﬁmqg\?@ﬂmwéﬁwszﬂﬁ(ﬁm)ﬁw
Ugardi g |

U GRTS fauraar

3d4d:

ﬁaﬁnm:

LRI L 98I (XQ)

NOAEL . 5,000 mg/kg

TEHH Y & I ;

fpar g & ford Huds D o2yr

(TRTTISR) g3

aTlﬁﬂ o

I : g1 (), AreT (faa)

LOAEL . 161 mg/kg

TEAHIH & I ;

fram gmg & ford guds : 90 Days

(TFIUISR) a1l

4-FARI-3-FryTgaha:

BICIIT] L gl Re)

NOAEL : 200 mg/kg

LOAEL : 400 mg/kg

TEHIH & I . a o

fpam g & ford Tuds . 28 Days

(THIUIOR) G

Betamethasone:

Tt G | B

LOAEL © 0.05%

TEhIH & I g U

fram g7 & ford guds © 10-30d

(TFIUISR) ol

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

BV L gl (@)

LOAEL © 0.05%

TAIHTA &b I L I U

fords g7g & ford Judh 8 Weeks

(TEUISR) g ‘

&g 3{aqd L YIRHY TS

PG| o Y& (HISN)

LOAEL © 01%

TEHH A & T T Y 9uH
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TR SeT 2t Lar

Betamethasone Cream Formulation i ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
fpam g & ford Tuds : 8 Weeks
(TEHUISR) B3 ‘
&g fqud . YTSHY TS
SIS - il
LOAEL : 0.05 mg/kg
TR & IR D Oife®
fpam g & ford Tuds . 28d
(TeRTTIGR) gaT .
&g 3fagd L e, 413HY e, fUgad Y (TedHd wie)
AT a1
JUAK] SHHRI R aFfiepd gl
3[qYq:
TP A

1 91d & 7 59 yard a1 fiygor & 7ra & THURR fauTear 1 2us gidT & a1 {91 911 71 @ fob
TIY G A TR fauTadd &1 89S gid1 |

4 S| & |1Y 3gHa

3dadq:

Betamethasone:

1Y gRT U1 HAT . d&d 3faYa; 3iftigae Ui (Tedd ds)

LIRS RSE D INR: AT, , STe

12. TIRfRAfaw T JE=T

i fRyfa® faumaar

3dadq:

ﬁaﬁﬁmw:

EENICARERIESE] :  LL50 (Pimephales promelas (a8 fial): > 100 mg/l
™ Tma & ol Tudh (TaIIISR) g3 96 h
X o ST STer uerd: Sfd qEriford iRt
THT: OECD Uterur fg=mfAdsr 203
fewoht: ue SRf IR & Ser IR 3neTid

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

ERERCLIESG o Tg & ford Hudh (TauIoR) g3l 48 h

T 5T S 91 yerd: S gHEmifod Sier
fewgolt: wes St AT & ST R SeTRd

RATa/STeg el b1 faureddr Tq 3 % Ud ( Pseudokirchneriella subcapitata (?ﬂ aTd
(Tasi)): >= 100 mg/l
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Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
o™ Tma & ford Yudh (TaTTISR) g3MT: 72 h
X o ST aTen gerd: ofd JERifod iR
T 3 3.3 3. e FAd=r 201
femoht: we SR IR & Ser IR 3neTid
ST U 3= dexfed : NOEC: 10 mg/l
ERERELICSEIREREAINED o g & ford Yudh (TauioR) gl 21 d
[ELIESED) USTifd: Daphnia magna (dTex Ue)
X forar oA aTern gerd: S gHmEifoTd iR
fewoht: v SRR IR & Ser iR 3nerid
W da:
EENIEARELIESEI] : LL50 (Scophthalmus maximus (€8e)): > 100 mg/l
- Imd & ford WU (TaIUIoR) g3 96 h
oXc forar 9 aTen gard: S gHmEifod iRt
femoht: we SR IR & SeT IR 3neTid
ST U 3= dexfed . EL50 (Acartia tonsa): > 100 mg/I
SR fAuTaddn P Imy & ford Tue (TaIUIoR) g3 48 h
X forar o a1ern gerd: S gHmEifod iRt
femoht: Te SR IR & SeT IR 3nenid
aTel/STelg el oY fasTadar EL50 ( Skeletonema costatum (W)): > 100 mg/l

BHITSH-1-0l, SYIfFETRIcS:

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

T a1 S 91 ey o gHEmifo S
fewguft: uer St IEfEY & e W snuid

NOELR ( Skeletonema costatum (ﬂ'ﬂ?’f B@GI)): >1 mgl/l

fpa Imy & ford WU (TaUIoR) g3 72 h
T fopar oI a1 uerd: ST gHEifoIT 3w
fewuft: ver St IERET & e W nuTid

' P gmy & ford WU (TaUIoRR) §31T: 96 h

fewgolt: wes St AT & ST IR SeTRd

: o Tg & ford Hudh (TauIoR) g3l 48 h

fewuft: uer St IERET & e W nuTid

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

fewuft: uer St IERET & e W nyTid

EENICARCEIESG LC50: > 1 - 10 mg/l
ST Td 3= Se-3fed EC50: > 1 - 10 mg/l
ERCHELIESG]

QaTe/STelTg el @ fasTaar EC50: > 10 - 100 mg/l
4-FARY-3-Rryrgaha:

Tl oI fauradar

LC50 (Oncorhynchus mykiss (w cl3<)): 917 pg/l
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TR SeT 2t Lar

Betamethasone Cream Formulation i ORGANON

LB TemeE ot fafd:
4.2 09.04.2021

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

Y310y, |
1841209-00010

ST Ug 3 Sefed
SNERAELIESEI

QaTa/STad are @) fauTedar

TH-Bdexy (HfaUTa STaar
[ELIESED)

Sitarugedt o fauTerdd

[ELIESED)

WA Ud 3 Ae-fgd
ENENERICSEINERERINES
[ELIESED)

Betamethasone:
SHAaT Td 3= He-3fed
NNELCLIESEI

AT/ T bl fauTerdn

TSl Bl fawradar (RReifers

ey G b S

o wa & o Hudh (TauioR) §3MT: 96 h

EC50 (Daphnia magna (dTeX q?ﬂ) 1.5 mg/l

(THIUISR) 31T: 48 h
TP ot 3. S e Fdw 202

D Z3REAWo ( Chlorella pyrenoidosa (53 ard Ui &1 Wﬁ)):

15 mgl/l
WW%%W(W)E&H 72 h
ThT: 332 e = 201

EC10 ( Chlorella pyrenoidosa ( T?IH'IFT Ot 1 OH%HI?I)): 2.3
mg/|

ﬁmﬁw%ﬁﬁwﬁ(wu‘m)g&n 72 h
TheT: 33 e Fdwr 201

1

EC50: 22.86 mg/l

: o wg & o) Hudh (TaUIoR) §3MT: 60 h
Tedl oI fauredar (RRerfas

NOEC: 0.15 mgl/l

P ama & ford Tus (TaUIoR) g3 28 d
SIS Oncorhynchus mykiss ( ¢l3Q)
T 3 3.4 . 2 fdwr 204

NOEC: 0.32 mg/l

' fpa ama & ford WU (TaUoR) g3 21 d

SIS Daphnia magna (dIc} tIFFT)
T o 3.3 . 2w fAdwr 211

EC50 (Americamysis (T USTId)): > 50 mg/l

| - gmy & ford WU (TaIUIoR) g3 96 h

EC50 ( Pseudokirchneriella subcapitata (Eﬁ ard (Q?rﬂ)): >

34 mg/l

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

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

ﬁmﬁw%%ﬁW(wu‘m)g&n 72 h
Tt 3.3 .. T = 201
feooht: facroar &t W R FIS e T8t

NOEC: 0.052 mg/l
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Betamethasone Cream Formulation i ORGANON

BHITSH-1-0l, SYIfFERICS:

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
[CLIESED) o wa & o Hudh (TauioR) gofl: 32 d
SIS Pimephales promelas (ﬁv_c'%'g ﬁ-ﬁﬁ)
T 3 3.4 S e FAd=r 210
NOEC: 0.07 pg/l
™ Tma & ford Yudh (TaRTISR) g3l 219 d
SIS Oryzias latipes (GlTCFFﬁ ﬁW)
TIHT: OECD URTefuT fE=mfgsr 229
BT Td 3 Hefed : NOEC: 8 mg/l
SereR fasradar (Rre1fere o g & ford Hudh (TaioR) gofm: 21 d
[ELIESED) U Daphnia magna (dTeR Uil
TWir: 3 3.4 S e gz 211
TH-thaeRy (FRepIferp Sferer 1,000
[ELIESED)
R 3R Ao
3d9dq:
ﬁgﬁﬁnm:
fdd SAHHUIAT BT & L URUTY: YA & 1Y Whide dile ¥ SashHubR]

@fsTsiad) 7 8- aran

STHHUT: 31 %
febem Fw o ford Hueh (TRIUIGR) §31T: 28 d
TIBI: OECD URTefur fe=mfd=r 301F
femguft: we Sft ImfiEt & S wR eneiia

P SEFAURI Y eI ¢ ORI YT F 1Y WP a6l O SaHHIGRY
@rfeTsiad) g aren
Sy AHHUET: > 99 %
oo I & o Wudh (TadioR) gl 19 d
4-FRY-3-Rryrgaha:
ifdeh SfaHHUCT BT &HAT  © TRUITH: FHAT &b Y APl di F SfahHUDRI
(@IS g aren
SIHHUIET: 78 %
o Tg & ford Hudh (TauioR) g3 15 d
Tt 3 3. T = 301
Furfaa wfde Jaaq
3494
TR e
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&M e e A

Betamethasone Cream Formulation i ORGANON

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
fayTsT Tutiep: (T log Pow: > 4
SfigcHra/arn fewoft: aRerem
4-FARI-3-Frysaha:
Sifae Tag . YSIfa: Cyprinus carpio (&Td)
TRATHIICRA Bhaex (dRITTW): 5.5 - 13
ERISRRIUCHCE] log Pow: 0.477
g re/ar)
Betamethasone:
faUTS T[uriep: (T log Pow: 2.11
g AIe/ar)
firdt o wfa=fteran
ST U g
3= ufapd guTa
31 IuAS gl
13. e Hifgard
fAyem & TP
/W I w1 7Y (Ter) T fafeEt ergEy B |
gita ufd : reh fSsdl Bl 3% B gISd B drclt hdleiet A ST a1
T & ford o Sa|
3R 3T fafAfEy =181 fovam am: sgad Idie & U &
fAuem &1
14. Ufag= gaAT
et Raf
UNRTDG
UN dsR UN 3082
Adeq &1 el 99 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone)
Tf 9
OfeTT U [
e d 9
315 T & T-3t ot 3R
TH/3MT8 31 TR UN 3082
Wﬂé’[ 99 Environmentally hazardous substance, liquid, n.o.s.
- (betamethasone)
9
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TR SeT 2t Lar

Betamethasone Cream Formulation i ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017

e U [l

NEN . Miscellaneous

fsaad @1 fRerma @M 964

EISSEE)

fEsared @1 fRemd @t gars © 964

SEE)

qgiaRul & for WA gf

(@IS H)

318 TH 81 of-wls

UN FsR : UN 3082

g &1 et 9" : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone)

aif )

e U [l

NI 9

EmS dfgar : F-A,S-F

T Uy L g

IMO SUFBRVN & AR Uid H gikagd &

3yt e U s de 3 forg g et

IyURTRdt & foe faRiy grawfaar

Tg1 fau U uftas aiffesur s a1 & TaIS! & ol §, iR THAE ¥ § s il &
0T TR 31T & SR b 5 R S1eT 2t & YiaR g9et quiH e w71 uivae @ fAfY, T
MBI, 3R &t a1 awr & faf et § fafdeara & SgaR uRag e fim-fir 8 9 71

15. faf~ramae @

verdf ar fireor F e g, Wy, 3R yafavur & fafawfaem

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

AICS o fuffa =Y
DSL o fuffa ==t
IECSC o fRuffa 8
16. 3= AT
Sffafved SHeRT
3T Y & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&Id! Sel, SeT
PRI R GEASIER] Ui Qe UM auT G IS Tor,
http://echa.europa.eu/
feies UReT . e ad
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TR SeT 2t Lar

Betamethasone Cream Formulation

-5 ORGANON

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

4.2 09.04.2021 1841209-00010 Ugell IR ORI A Bl dRIG: 19.07.2017
3= AT & qut a1
ACGIH . gugu| ACGIH ITHR™E A (TLV)
IN OEL . YRd| 1 ulaw # g e uerdf @) ergafd & W
ACGIH / TWA : 8-Ye, HY- goi 3Ngd
IN OEL / TWA C IHg dId 3ed
IN OEL / STEL . 3ol R&ur I
AIIC - 3TENfe I @t iReferars @l ANTT - Wﬁ?@uﬂ@mm ASTM -
&rﬁﬁﬁmuﬁwﬁﬂmﬁ bw - S1&! BT Tol; CMR - HIRIAISH, Geoids AT Toi=+ fasaT; DIN -

S AF®IHRUl R & W AF%; DSL - aiqqazfﬂjﬁ(m) ECx - x% Wfdfshar ¥ Ja1
Hdhe; ELx - x%mﬁq@@%ﬂa EmS - TOTddhTad QSdd; ENCS - Higel 3R U
NS gerd (STAH); ErCx - x% e &) Uidforar § &1 Ydbad; ERG - MTATddIe ufafdar
TEE; GHS - WWWWW;GLP-WWHW|ARC-WW@@¥TW$%E
ToIHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YR AT # WaRAIeh H1E! a1l
%ﬁﬁmﬁvm%iﬁ: HfgaT; 1C50 - 31T SfiHan RIS Adha; ICAO -
SRITT AR faAA W6, IECSC - I & Hival IWRH® Uardf &1 3dedl; IMDG - SHaRig™
WWW IMO - SIRISTT Tt TTe; ISHL - Sfieiifiies JR&M SR WA I (STaH);
ISO - AMSIHRUT & T RIS, KECI - HIRAT HIS[GT TR $e; LC50 - TRI&I0T et
B 50% PI Ulddh Hbg; LD50 - UH&UT HETEl BT 50% Hi Gldcs TRID (HIH °ldd TRID);
MARPOL - STgTsll ¥ UgNUl &1 AHYUMH & T SIaRTFR T9a; n.o.s. - 3T FAfEY =&T; Neh - feredt
f8; NO(A)EC - s@died = foar Tar wfded) THE Hdhg; NO(A)EL - iadre- = foar T
@B e) THTE TR; NOELR - TR-3{qdIH-07 UHTG A& &X; NOM - TGRS Afdyes fam;
NTP - X8 Fs- R ST, NZIoC - TaTat @t gt A g=iedl; OECD - 3R TeadiT 3R
faT™ &, OPPTS - IMMAMH® JRET 3R UGN AHUH HHATA; PBT - RITH, J9-THAH0N 3R
farsred werd; PICCS - 3T SR IrTaE uerf @ fiheldid 3dedl; (Q)SAR - (HHTES) TR
Tffafy Tafer; REACH - RO T¥eE 3R I UsiahRul, eiide], WRASGR R ufady aRug &1
fafam= (EC) H. 1907/2006; SADT - W-digdl 3{qde drad; SDS - YR&T sl 2ie; TCSI - drgar
TS Ugrd $dest; TDG - |ARATD ATd $T URagH; TSCA - fauraa uerd = siftfream (wgad
Y 3HRBT); UN - ¥gad Y; UNRTDG - BIMSRS FHM & URTgT W Igad Y b1 RABIR;
VPVB - agawsﬁ?aga@au?ﬁﬂwmﬂm WHMIS - S-S RS AT a1 Jomett

T &M S¢7 Ste & SUF THIRH &1 dRRG & &} T TSR §AR I, THSHRT SR {3y &
IR T § | SHHR B QRIS &1 I JUTA, TIRT A, UichdT 3, T A, URagd o,
fgeH B quT Bien & oy Faa Anfex & wu # fSoma= faar man g qu faddt teR & ard ar
TUTGT T fAfERT 181 [T SITE | Juds Sl Tl SHeR! 59 SDS & XY R ggar Tt »ad
fafry arht § defid § 9yt Sps wrlt &1 fosddt s arht & Taeq | a1 fddt s uforan &, o9
I UTT § T ST 71 81, TRNT - R 94 el 8 Tabell ¢ | It siiaarsif & arg 817 W, Uaied
¥ sifam IaTe & SDS-TT & JUGHdT HT BT B Aled 28d B, YA &, Uishar d
TYT T B & 30 3y &1 o ARy el & SIHer iR R &t weten &= =nfeu |

IN / HI
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