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1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ . Betamethasone / Clotrimazole Ointment Formulation
frafansmyfdeat
S Organon & Co.
qdr . 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SILAGH . 551-430-6000
SMATIHTE DI TR : 215-631-6999
-0d BT gl :  EHSSTEWARD@organon.com
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H372 <t STef= a1 TR1gd TadteR (Uigy AfY, ufereft o,
HY, UTZHY Tl e, 3iftiges U (TS i) ST i
JRI TG 81

H401 STeleR Sita & ford fasa

H410 STeeR Sitad TR a1t guTg 3R 1y gt i fasan|

wefourd/gdfau™ saM N

P203 IUART & F Uga T+t R e &) o %, U $iR
JHT UTT PR |

P260 Y/ YU/ TR/ TR/ HTU/TY BT [ gRT TG0 AT B3 |

P264 IATAH & d1G @l B 3! avg U

P270 39 IdTG DI TN Hd FHY GHT, UHT a1 YU Hd HR |

P273 QTR H BISH d URER B |
P280 Y& G/ T 3R 3G T/ I&f07 ug |
3R
P318 3R 3R 81 IT for=t 81, feraa<dfia geireg 2|
P391 SADI UHAd B |
HSTRUT:
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e
301 &= o1 fAueRT Wied a SRuvd dREH &
|
3= g1t et uitoms ey arffewor 48 giarl
31T
3. 3AYdl BT HUCA/SITPTI
Terd/fargo . forspor
3quq
g T WU (F9) - TR | TS (HFIAH) (%
w/w)
gelfergq 8009-03-8 >=90 - <= 100
grsc R 3ad (Yelforad) 8042-47-5 >=5-<10
Clotrimazole 23593-75-1 >=1-<25
Betamethasone 378-44-9 >=0.025-<0.1
4. iy fafesr & Iurm
AT I8 . 3R gHedl 81 Il dead 3l 9 afl Y Afghd Tk T I B
q A& €6 g 1 bl & &R fRufa o Fafeaita warg o
AR WY GRT UgUI &1 WY . gf 91 gRT 95T o foran Y, it aTent gelt ga1 § o S|
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3R fTa feram e : gfe fAETer oY, 98 ORkd Jd &1
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T HEIYU! AT 3R L 3folTd fRIg] @ g1 ugn T g
TG, G ot SR 8t a“rﬁmqgmamwéﬁwsa‘ﬁr(ahm)ﬁw
Ty fafde & TRemor : mumﬁrmmaﬂﬁaﬁraﬁ&mﬁv&nwmmﬁm%u qT
SR B} UG B TR T 7Y qafFadh JRETHD ITHRUT
BT IUUNT HAT A11eT (TS 8 37 )|
ffercas & ford e ; waﬁwﬁvwﬁw@rwaﬁ
5. JAFU=THA SUTT
Y A Hifgar SR
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BT SZHHAZS
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6. 3w A® e U
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JUHRUT TUT STATIDRTA IRiEa Fefeit sl (WS 7 37 ) 3R fdaTa JRem Suaui
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YgiaRuit it . TR0 H B ¥ URER I
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T ¢ T T Dl g1 Td AT
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6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016
Ife AEayul SABIG U T 81 Udb, I RITT UTAHTRAT Dl
gferd &1
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TWA & 5 mg/m3 ACGIH
SEREEEEED)
qrsc fOFRT offgd (Ueifems) | 8042-47-5 | TWA (@WR) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
SEREEEEED)
Clotrimazole 23593-75-1 | TWA 0.2 mg/m3 (OEB | 3fidike
2
Betamethasone 378-44-9 TWA 1)pg/m3 (OEB 4) | 3ffdRe
SRS SHSRI: @
| oie &t 4 | 10 pg/100 cm? | i

gefifarafir fsor g R g0 B9 8k sififa esf (I, Siiue-th AUt
fSarsH) & Qffeb! 1 RYICRUT A & 7Y IUG Ay
Tenfiferal Sed) € AR & Fafd & & forg Sugaa
JAH U™ Menfifeal Tid W i B9 & forg iR sififaa &=t
¥ o aRER & TomH ) A & T 3mawas § (99, §¢
ey § JogH H=aft, fRR HeR W Fam-a dd & 1Y
UPH3TIT 7S, FATGR THAOR |
gaft Soifafie faaon o) oReR fewrsH g1 ®raifad g9
BT 3R ITa!, ST, 3R Tufaror &) e & forw GMP &

Rygidl & SR arferd faar S @nfgul
ffard wu ¥ fordt geft Tura ot ergafa 7€ ]
g URIRIT Rew a1 Ay Manfifeal &1 sxura a3 |
it sarq &t aneEh
YT e g : R af vy fer dfeae Suas 78t § a1 TaaieR
e SFIRYA faen-Fexi & aTeR UetioR efkid ®dr g,
Al 49 GR&T BT SUINT B |
fheex THR . Igad ST IR HIeE A THR
BHUIEERIEEIES
gerd D AU g
feupot LS9 Tl W AR $
3{ia! daeft g9 L s RS a1 TR o 1Y GR&T I=AT UgH |
3R HTH & HIEIe a1 TIfafafy & gt ot fRufaar, o a1 worieied
il g, O Ifad e ugH |
IR Yd, Y, T TR & A1 Y Yudhs &1 GHIaT g1, ol
HaRiics a1 Q¥ Aex BT 3 TRE UgH |
91 U9 IRR Iaeft Fmma ;o a1 vENTRITET i § ST $e

IR 91 B! gl A §91d P ol P o et B B SMYR T
feaiad o) |

Tutfad gfid wus Feraq & fore Sfra SHifeiT aob-ia! &1
FEIATA BN |
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Wgdl geet Iurg

L 3R GTEFY IYANT & SR I & G & 3 B JHGT §,

@ BHTH B b WM & BT 31 O Pt yoferr iR Jreq
QMR YGH B |

TENT & SR, BT, UIHT a1 ¢ 7d H |

T HUS! B O & T8 51 R J ST |

giayT & TTdT daraH o Seifafe fAa=or ot gefien, 3fa
HGRIT GREM JUBHRT, ST ST R U= uforarst,
3NN Tt FAREL, fafera AR ok sgawimus

[RRELCIRSSEINRIERRGEICIRHY
9. Wifa® Td Traf~® 1T
fegmae . fofaar erg-3
&1 ST I |
Tiey D 3T IuAs et
e Bt Tgirel . 32T U T
LRG| L 3 Uy gl
Uge/dS &1 dyaH D 8T Suasy gl
RIS I9a &1 g/ Saa ST Iuasy g
1
i foig D OISy el
arefiRor Bl &R D gy e
STeiadT (319, 79 D SIRIAd WAk P =Y H aifferd el
ST (R Tere) D 3T Juds et
I fawple T/ IR SIS IR |
$H fawpie I/ et SIS IR |
SAARITEdT ST (TSR
waRfaferd ferite)
ElCic L VAT el
g I g Uy el
BIEEREE L Sel Iuds el
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020
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LETG| © SC1 IUAs g
o
o A fadgar D 3T IuAs et
fquTer Turies: (T R e
3facIa/ar)
SNSRI &1 argq = gl Iudas et
3qge o1 dAIHH : STT IUAs g
Jigar (o)
fapifet © ST IUAs g
faepliesd URayE ;. fawples w81
STFITHRUN & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t frar T |
U BT AIY . UANSg e

10. fRRar quT ufafsaar

URIeR : fftfparsiierar & WOk & = o T e |

T fRRar D I ifufem A RR B

gRIsery ufafsparsit DAY 3R Toiel & I1Y Ufdfehdr R Ibdl B

29 uRfRufoal O o . 3T

ST T SNty Teley

3ye Uerdf I Sifw . Pls TR 1A (FoRSY) 3uge yerd J1d et

11. fawrasnfora QAT

TG SREUN (THIUIGR) H IR © &l 4 Jud

B SHBRY frer
3@ ¥ Iudh

GIERCLIESG

JUA] SHHRI W aFffpd gl

gard:

SIERIECERCRIEREI] : SffaTch fasTaar SIgHM: > 5,000 mg/kg
WP TUET RIBT

GIEECEIRAELIESG . Sfaardt faurgdar 3[=UM: > 5,000 mg/kg
WIBT: T RIBbT
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020
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3dd:
g Mifaw fasradar ©  LD50 (IET (}2)): > 5,000 mg/kg

TBT: OECD Utefur fammAaer 401
fewuft: wer St IERET & e W nuTid

GEECEIRAELIESG . LD50 (JgT (X€)): > 2,000 mg/kg
TRIBT: OECD URIEfuT fE=mAgar 402
3ffera: yerd ot firsior ot IS @ e fasradar et |
femoht: we SR IR & SeT TR 3neTRd

arse e siftga (Aeiferam):
dig e fasradar : LD50 (I8 (}2)): > 5,000 mg/kg
< o fasTaaan . LC50 (8T (RT)): > 5 mgll

ﬁmﬁw%ﬁﬁwﬁ(wu‘m)g&n 4h
TRI&0T ATATaRUT: Ye/HaIa
3ffera: g a1 fRrsor ot His YT Siage fawraaar 8t @

GEECEIRAELIESG : D50 (/RIMR): > 2,000 mg/kg
3fiera: uard a1 e oY Big T e fawTadar T8t §

Clotrimazole:

g Mifaw fasradar . LD50 (IET (RT)): 708 mg/kg
LD50 (¥ (AI3)): 761 mglkg
LD50 (ARITIRD): > 1,000 mg/kg

IEE SEACLIESKI © LC50 (8T (T)): > 0.73 mgll
ﬁﬁﬁm%%ﬁm(wchmg&n 4h
URI&0T ATATaRT: Ye/Haia

GEECEIRAELIESG : LD50 (U (AT3H)): 923 mglkg
Betamethasone:
g Mifaw fasradar ©  LD50 (FgT (}<)): > 5,000 mg/kg

LD50 (¥ (AI3)): > 4,500 mg/kg

GIEENEAELICSGI © LC50 (IET (RT)): 0.4 mg/!
o Tg & ford Tudh (TaRUIoR) g3 4 h
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020
6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016
1 & o ergerRSaT
IUAS THGR W T ipd Tal|
< CREN
ﬁaﬁnm:
PRI R CRR )|
RG] . OECD Uiefur fe=nfad=r 404
L IEIE G kA NE |
fewuft C T S grERE & e W myTiRd
arde feRa sifaa (Aeiferaw):
I GRS )|
L IEIE G kAT NE |
Clotrimazole:
PRI G RR )|
L IEIE G kA NE |
Betamethasone:
Tt G RO
gfomg . gAd! Il Gl Bl oaH
iR 97 gfasdea
JUAS THGRI W T Ngd Tal|
3dad:
ﬁaﬁﬁmw:
Tt G RO
T :  OECD Ul famd=r 405
gfomg © 3IE H @ T8l
fewguft © T o gl & ST wR etid
arse fRa sifaa (@)
I R RN
gRume I pG| = AT I I T |
Clotrimazole:
I Do
gfome . gt Ot 3iREl B oA
Betamethasone:
ToTta G RR )|
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giomg : 3@ A Sa T8t

oI g1 THST GATGTHUT

T B gATR Il

JUAs SFRI R aifferd 78]

YTI-UYRT Pt IS

YA TSR R Flfhd 8|

3dqd:

ﬁgﬁﬁmw:

Tieror Bt . §gR T

U (TFIUTER) & IR A Y U

ToTTfa : o foed fom

L IEIE . BUTHD

fewuft C T o grEREl & e W muTiRd

arde e sifaa (eiferaw):

&0 1 e . PR T

YU (TFIUTER) & IR A Y U

ToTTfa : o foed fom

RIS . BUTHD

Betamethasone:

O (TEUIER) & IR RN

Tt : TR fom

gfkomy . HASR RIS

SiaT] 99 "ereHRidt

IUA SFBRI R aifferd 78]

3HdUd:

a@ﬁﬂm:

IERICERIISEESIEE] D ORIEfOT Bt foheH: HIHGIH TR ¢ &4 faer

RIS D
fewuft: ver St IRt & e W snutid
IERICERIISEESIEE] D TRIET B o TR o TIRINITST e 1 URT&or

(Shfad 9o # ArgcioiHfcd uRd)

T U (HT3H) ‘
TEHHTE F IW: FeriRe-ad Soeem
TRIBT: OECD TRI&(UT fGRMe=T 474
o FBoMTES
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fewuft: uer St IERET & T W nuTid

arse firRa sifaa (Aeiferw):

fSHcIhaRe 3 fagt D TRIET B fhe: IRR & S1Ex WHUTRAT B DITRABISHT BT Sii
IaRad gter
URuMH: BUTHS

fSreInRE 3 faar L TRIET B o TR & TIRINITST e 1T URT&or
(Shfad 9o # ArscioHicd IRW)
TS g8 (H139)

UiTh M & I: SRS SolaRM
DT OECD TR0 fa=MACRT 474
GRUITH: BUTHD

feugoft: ue oRft It & SeT W snuiia

Clotrimazole:

IEBIEERIGEESIE] D Tl 1 fhw: dadifear Seeh faudta ufvads @t o (AMES)
URUMH: BUTHES

GRJ&70T 1 fooe: hiHTelH TeREH ¢¥ 34 fagl
RUMH: BUTHS

G1&r0T &1 fore: IRR & S8R YEAITam 1 TRI&or
URUIH: BUTHD

IRt 3 faa L Qe Bt fbw: WUl & THNISe YEHD g uigon
(Shfad gmof & ArgcioiHfcd IRd)
golTar: <81 (<)
TP P IK: HifkdD
TiRumH: FUTHS
e ot e YR TWHAMATd HIARH YYiaRor utem
(Shfad groft #)
TSI gHTCR
TR Humd®

SitaTu] I TeToRIeT - L &Y DT Foi- INTTY] HITRIHT IARATT b TG H qHIHR0T B
fipa YT & HRAT B

Betamethasone:

IEBIEERIREESIEM] Tl ) T dadifear Seeh faudta ufvads @t S (AMES)
o FBoTES

TR B fh: IRR & T18R WU B BIRABT3 BT Sh
IaRad= uemr
gRumH: HUTHS
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LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 23.03.2020
6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016

GJ&r0T o1 fobe: hiHeld TaRYH ¢ 34 fagl

gRkomy: aRafds

SRRyt s faar D TRIET B e TR o TIRINITST e I URT&or
(Shfad gTof # ArgcioHicd IRW)
USO8 (H139)
TRAHIE & IK: AfS
ufoms: 3ifAfdd

STHaTu] Id TeToRIeT - L &Y DT Jol INTTY] HIRIDT IARATT &b TG H THIHR0T B

KIEaNE Jadq TS PR |

FIRSTHAI

SUA TSR R Flfhd 8]

3dad:

a@ﬁ'ﬂ'ﬁ:

LRI LRI (e)

TEABTA & I R G AGE|

frda Ty & fod Ius L 29T

(TEIUISR) g

RIS BUTHD

arse firRa sifaa (ASiferaw):

EEIY L 98 (XQ)

TEABTA & I ;

frda g & fod duss 247N

(TTISR) g

RIS BUTHD

Clotrimazole:

PEII] : )

TAIH A &b I ; %

frda g & ford Ius : 78 glE

(TEIUISR) g

giomH BUTHD

3T faumarar

31T IR 1 71 g b 1

3dYq:

a@ﬁﬂm:

3R B YU TR0 B foreH: U/ fa TS fasTaddr whif=iT udieor
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Betamethasone / Clotrimazole Ointment For- i ORGANON

mulation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 23.03.2020
6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016

IolTar: <81 (<)

TAIH R o ;T T
LRI ED

fewuft: uer St IrERET & e W nuTid

TR RR] & AP R uuEl 9o o e Yoy Rig faem)
IolTar: 8T (<) »
TAIH R & I @l § uh
LRI I ED
fewuft: uer St IERET & e W nuTid

arse e sifaa (eiferam):

3(ERdl & JHTG D ORIE0T Bt fohe: Uep-Uigl TS cdTaH favTdddr i
geTfar: IeT () _
TG RM & I &9 § U
URUMy: BUMES

TR R & AP R UG G0 3 fveT: Yoy Rig faem|
Tenfa: g7 (X©)
TR & IRd: et &
URUIH: BUTHD

Clotrimazole:

3[R b YU . e 1 foped: Wit / 3my &1 Tl fae
golTar: <81 (<)
TP P IK: HifkdD
Jdan: LOAEL: 50 famm/fem Isifkes 1R
URUMH: Wi &Hdl IR Y44 |

MR & e wRuyEl - gHeo ot few: yo-mie Ry faem|

golTar: <81 (<)

TP P IK): HifkGD

famrare® fauradar: LOAEL: 100 famm/fe IRie 1R
Ui yor-THey RIg] fasredn|, SXeiforie gurE =gt

Tteror @t fore: yor-miey R fawm |

golTar: <81 (<)

m%m s

fomraTe® fauTadar: NOAEL: 50 Ffrm/fa IRING 4R
Ui yor-rHey RIg] fasredn|, SXeiforie gurE =gt

Tiemr ot few: yor-mi Rg] fasm|
TSI gu (H139)

TAHRH & I Aifad

fapTaTE® fauTdd: NOAEL: 200 &/ RIS YR
gfvome: M RIY] & faer W wHE =1
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mulation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 23.03.2020
6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016

Tigor ot few: yor-miwy Rig) faem|

TSI @RI

T & IR: HiRaD

fomraTd® fauTadarn: NOAEL: 180 f&RT/fa T IRING 4R
gfRom: TR RIY) & faswr )R gHE T8t

37 fowTadT - sfidem L O R 50 T T & SR IR Yagd BRI SR Yol
&A1 TR Ufdde UHTd ST WY Iad e g1, uel R fHa M
T & 3MYR WR fIHr R ufded UHId & 9 IJ9d §

Betamethasone:

TR RY & e wmuvEl © golfd: I
TWHTh =M & IR FulREr o
fas TS fauTaddr: LOAEL: 0.05 fBrT/faet IR UR
gfvom: s R fawreddn|, faudrel 3=t wi |

geTifar: IT (X©)

UGB R & I @91 & A

fomraTd® fauTadar: LOAEL: 0.42 fFRT/fe IRiN® 4R
o faeuarsi it mit

TSIl g (H139)

TG & I FigufRey o

fomraTd® fauTadar: LOAEL: 1 firm/fe T ImiRe UR
gRoms: fasgarelt St |

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

STOT - T d W&

JUAK] BRI R aFfiepd gl

STOT - GIgmaT Jfaw

ﬁﬁaﬂ?ﬂ?mww@ﬂq&ﬁﬁ, gferel d, 79q, USH WS, 394, Siftigae Uiy (TedEa
TS)) 3N Y T Ugardr g |

3dyd:

Clotrimazole:

& 3fagd : AR, 1ef, siftge 3R (Tedie ois) _

fipa D e T TRIG SRE0T B IR S (SIRTHRY) BT JHaH ugdl
REa i

Betamethasone:

e 3agd L Uiy Uiy, uforel 7, T, uHY S, Y9, sifigae Uiy

14/ 22



& Ser e

Betamethasone / Clotrimazole Ointment For-

mulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016

EERERENS)

3fiber : ﬁﬁmqgm&mwaﬁwm(m)ﬁﬂﬂﬁ
Ugad &l

U G fauTaar

AdYUdq:

ﬁgﬁﬁmw:

g L e (XQ)

NOAEL ;5,000 mg/kg

TEAHIA & I ; GGl

fram gmg & ford guds Do2yr

(TFUISR) oMl

arse e sitaa (eiferam):

g L 81 (XQ)

LOAEL . 160 mg/kg

TiH T & I SR EUGKSE||

P g7 & ford gudh © 90 Days

(TFUIGR) gl

BT L e (Re)

LOAEL © >=1mg/l

T B ¥ I DI ST (YRR )

frda T & fod Iuss . 4 Weeks

(TSRITISR) g

GRCA . OECD URtefur femmfrder 412

Clotrimazole:

PEIIG] G | B

LOAEL : 5-40 mg/kg

TEhIH & I L T IUS

fod g9g & ford Iudh . 3 Weeks

(TFIUIGR) gl

&g 3Aagd Dol

3R : oS, fsf3iT, AR, ara

BRI L FE ()

LOAEL ;10 mg/kg

UGB & I e

fpam g & ford Tuds 18 Months

(TTUISR) g ' '

&g 3fqgd . fOR, Tet, siftrgae iRy (Tedaa wis)

EEIG] gl
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& Ser e A
Betamethasone / Clotrimazole Ointment For- i ORGANON
mulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016
LOAEL : 25 mg/kg
TWHTHRE & IR . MR
o gmg & o) 9udh 6 - 12 Months
(TRTUIGR) g3l . .
&g 3gad 3figaem Ui (TeHd W)
IR Y& T8I, YU, It
Betamethasone:
S| G RO
LOAEL © 0.05%
Tl & I L @ar Y dud
o ama & ford S 1 10-30d
(TRIUISR) g3l . .
&g 3faud : Uigy Uiy, gforelt &3, 79a
BRI L gRI (T)
LOAEL © 0.05%
Tl & T L Gar Y ud
o g & ford udh : 8 Weeks
(TRTAISR) g3 _
&g 3agd YAY TS
PRI o Y& (HISN)
LOAEL © 01%
TwHTH & IR B EIRSEEY
o ama & ford s : 8 Weeks
(TRTUISR) g3l .
&g 3ayd YTSHY TS
I Sl
LOAEL : 0.05 mg/kg
TP & I . MRe®
fram g7 & ford Iuds : 28d
(TRIUTSR) g3l
e 3T L, YTy T8, 3ifigae Uiy (TS wie)
AT WRT
IUAS MR R Fifferd 8]
TG SiRaW & 1Y U
3dd:

Clotrimazole:

Y U L TR Tl (XTM), gorel, BTa IS, ST, aret
[RUGESE L IR IR et <, Adell, Io<l, g%
Betamethasone:
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JR&m e e A
Betamethasone / Clotrimazole Ointment For- i ORGANON
mulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016
1Y GRT TG0 H=AT L TeT 3faga; g U (TSId W)
I Y U D IMR; aTe, , STe
12. uiifRufaaa JE=n
urfefRufae faumamar
3d9dq:
ﬂaﬁnm:
EENICIRCLIESEI] :  LL50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): > 100 mg/l
o™ Tma & ford Tudh (TaIUISR) g3 96 h
oXc forar 9 aTer gard: S gHifoa iRt

TBT: OECD Uteun fazmfAcer 203
fewuft: uer St IERET & e W nuTid

SHAT T 3= Ae-Xfed . EC50 (Daphnia magna (dTex Tefh)): > 10,000 mg/l
ERCHELIESG o Tg & o) Hudh (TaioR) g3l 48 h
¥ forar ST aTer uerd: ofd qEmiford iR

fewuft: uer St IERET & T W nuTid

aTe/STelg Uil & fawTedar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ ard
(Tasi)): >= 100 mg/l
o Tg & o Hudh (TauioR) g3 72 h
X a1 ST STer ugr: ofd qEriford iR
TWir: 3 3.4 S e g 201
femoht: ve SR IR & SeT IR 3neTid

SWHAAT Td 3 Se-3fed : NOEC: 10 mg/l

e fasradar (Rreifere P ama & ford Tue (TaUoR) g3 21 d

fawTaTam USTifd: Daphnia magna (dTex Ue)
¥ o ST STer uerd: Sfd qEriferd iR
fewuft: ue SRft It &% et wR snerfa

arse R« sifga (ﬁaﬁnm)

EENICARCRIESGS LC50 (Oncorhynchus mykiss (W ¢l3<c)): > 100 mg/l
ﬁmﬁw%%ﬁﬁﬁ(wuﬁm)gaﬂ: 96 h
THT: OECD Uterur fg=mfAdsr 203

BT Ud 3 Sefea : EC50 (Daphnla magna (@Tex Wh): > 100 mgll

EECRELIESG fPa gmy & ford WU (TaUISRR) §31: 48 h

T &ﬁéxﬁe"r @ e 202

QaTe/STelIg Uiel &F fawieddl @ NOEC ( Pseudokirchneriella subcapitata (8<1 RaTd (Test)):
100 mg/l
fa gmy & ford WU (TaUIoR) g3 72 h
Tt 3 3. T Fdwr 201
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&M e e A

Betamethasone / Clotrimazole Ointment For- i ORGANON

mulation

BT e B fafd: U349 FeR: ST IR SR FRA Bt dRRG: 23.03.2020
6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016

ASa &) fauTeaan (RReifeee :© NOEC: 1,000 mgll

ICLIESEI) = Tma & o Wudh (THIUIeR) geil: 28 d

SIS Oncorhynchus mykiss (W c¢l3Q)

Wi U 3= dexfed : NOEC: 1,000 mg/l

ERERCNESEINEICAING o g & ford Yudh (TauioR) gl 21 d

IELIESED) USTIfd: Daphnia magna (dTex Ue)

Clotrimazole:

EENIECARELIESEI] : LC50 (Brachydanio rerio ( SITHRT)): > 0.29 mg/l
P Ima & ford WU (TaIUIeR) §31: 96 h
TIHT: OECD URTefur fg=mfdsr 203
SHAT T 3= Ae-Xfed . EC50 (Daphnia magna (dTcX it)): 0.02 mg/l
STereR fauTean P Imd & ford Tue (TaIUIoR) g3 48 h
QaTel/STelTg el T fasTarda EC50 ( Desmodesmus subspicatus (8<1 R1aTd (Tesit)): 0.268
mg/l
P Imd & ford WU (TaUIoR) g3 72 h
NOEC ( Desmodesmus subspicatus (EQQI BIECI] (Qc_vﬁ)): 0.017
mg/|
WW%%&W(@@W)@W 72 h
TH-Thaey (Tl werer 10
[ELIESED)
SitaTupsf | fasTerdar : EC50: > 10,000 mg/I
fora™ Tma & ford Tudh (TaRTUISR) g3 3 h
U&7 o1 foh e YT9-Ud | Fhlac
TheT: 3N 3. .S e FAdwr 209
At @ fauredar (RR&1feiee © NOEC: 0.025 mgl/|
farTaRTa) ™ T & ford Tudh (TaRTTISR) g3l 32 d
T Oncorhynchus mykiss (w cl3Q)
T 3 3.4 S e fAdw 210
WA Td 3= Se-3fed . NOEC: 0.01 mg/l
SR farerdn (RRefere o wg & ford Hudh (TauioR) gofT: 21 d
IELIESED) U Daphnia magna (dTeR Uil
ThepT: 33 e Fdwr 211
TH-Thaexy (FeRepifer SR @ 10
[ELIESGD)
Betamethasone:
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& Ser e A
Betamethasone / Clotrimazole Ointment For- i ORGANON
mulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016
SHHAT Tg 3 Ae-ed :  EC50 (Americamysis (3171 ISTId)): > 50 mg/l
STereR fauTaaan o Tg & ford Fudh (TaUIeiR) §3MT: 96 h
Qara/sTad aiel @) faurgaar ¢ EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (T{Frﬁ)): >

34 mgl/l

o wg & o) Hudh (TaioR) g3 72 h
T 3 3. S T kw201

fewoht: facad & T R B faTeddr 78t

NOEC ( Pseudokirchneriella subcapitata (Eﬁ PG| (Qﬁﬁ)): 34
mg/l

P Imy & ford Tue (TaUIoR) g3 72 h

T ot 3.3 2w fAdwr 201

fewoft: factadr &t a1 W 15 fqTadar et

Aol & fauTedar (RReifees © NOEC: 0.052 mgl/
ICLIESG)) P Iy & ford WU (TaUIoR) g3 32 d

SIS Pimephales promelas (ﬁﬁ%—s ﬁﬁﬁ)
T 3t 3 & 2w = 210

NOEC: 0.07 pg/l

P Iuy & ford Tud (TaIUeR) g3 219 d
SIS Oryzias latipes (GlTCH:ﬂ fIW)

TRIBT: OECD URIefuT fE=mfAgsr 229

ST Td 3 de-fed : NOEC: 8 mg/l
SR fauTeRran (RRep1f® o g & o udh (TauioR) gofl: 21 d
farsTeram) USTId: Daphnia magna (9Tex U<l

T o3, T M= 211
TH-Thaexy (FRRepiferd SRk © 1,000

[ELIESED)

RTRIE 3R ST

3{d9d:

a@ﬁ‘mﬁ:

Sfde SAHHOIAT BT & : ROIE: YT & Y U s dRid ° HIHHIGRT
EfSUSfaa) 7 8 arar
Sfae aHHUET: 31 %
P gmy & ford WU (TaUIoR) g3 28 d
THT: OECD URtefur fe=mfAd=r 301F
fewoht: we SRf IR & Ser iR 3neTid

arse firRa Sifaa (Uetferaw):

I SIahavd SI & L UROIE: YT & 1Y Ui diid O HIHHUBRT
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& Ser e A
Betamethasone / Clotrimazole Ointment For- i ORGANON
mulation

THRUT Ty &1 fafd: 3ifdH IR SR} HA B dRIG: 23.03.2020

6.4 10.10.2020

Y310y, |
610351-00013

U IR SIRT %A &I dRIG: 08.04.2016

Clotrimazole:

CRIEESENEEEEISI
Sfae T 31 %
o g & o) udh (TaioR) gofl: 28 d

g A RRAT STeid fasIsn: 50 %(242 d)

Turfaa wifde Jauq

34494

Betamethasone:

faUTe Turies: (T log Pow: 2.11

g Ie/ar)

gt o wfa=fteran

3T IUAH Te

3= yfded yuE

32T IUAH Tet

13. fAuer ifgard

fAreq & a8e

/N I 541 7Y (Tere) R fafadt sgEu B |

afa ofd Tl fS&al B a¥e DI g18d B areh Bharael H JAgHaT a1
PEEEANDEESIY
IR 3= fafafdy =&t fopan T siogad S@re & U H
fAueH &1

14. gf¥ag g

ity fafrraw

UNRTDG

UN R UN 3077

Araeq &1 e 9| ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone, clotrimazole)

Tf 9

e U I

NEL] 9

315 T & T-3t ot 3R

TH/3173 ST TR UN 3077
CARRIGIE Environmentally hazardous substance, solid, n.o.s.

(betamethasone, clotrimazole)
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TR SeT 2t Lar

Betamethasone / Clotrimazole Ointment For- i ORGANON

mulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016

g )

e g Sl

NE :  Miscellaneous

fSsardd #1 fgerad @M : 956

EESEE)

fEsaed @1 feamd @t gars © 956

SEE)

qgfaRul & ford WIS gl

(e H)

373 TH St oi-dIs

UN dsR : UN 3077

Ardeq &1 e 9" :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone, clotrimazole)

g )

e g Sl

GEG] : 9

Ems dfgar : F-A,S-F

LLECRREACY . g

IMO SUFBRVN & AR P H gRkagd &

3MYfd U TTe virsae 3 forg amy Tet

SUANTHal & fore faiw wraenf~ai

Tgl fau 7 ufag aviferur Had GemT & Wil & ol §, 3R ThHE ¥U ¥ 3Fidss Al &
o7 TR 3eTRa & o o 39 TRe STet e & Hidr 9T aul fsan mar 81 ufkae @t fafdr, 9
BRI, 3R &g a1 22 & fafae & fafdedrsit & 3ruR ufkae arffes<or ford-fir & g a g1

15. faferaras Jan

gerd a1 frgyor & R Grem, Wy, 3R yafavor & faframfaus

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

AICS o fRuffa 8
DSL o fRuffa 8
IECSC o Fuffa =
16. 3G AT
Sffafvad sFaRY
Sl Tfic & Jowad & ford . &= HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel
TIRT fohdl 4 axarae Iéd Wit aRume aut RE I Tei,

http://echa.europa.eu/
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TR SeT 2t Lar

Betamethasone / Clotrimazole Ointment For- i ORGANON

mulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

6.4 10.10.2020 610351-00013 Ugell IR ORI B Bl dRIG: 08.04.2016
feie urey . feaAgay
3= Sreftdie= & quf are
ACGIH : gugu| ACGIH ITHR™E A (TLV)
IN OEL D URA | FT uika B $@ IR gerdf at ergufa & wiR
ACGIH / TWA : g-de, guy- 9o i gd
IN OEL / TWA D gHg i 3id
IN OEL / STEL L SCUBIA® 3REJUT AT

AIIC - STIENfiTes JEraH] 1 Sfieeferars el ANTT - ST 1 st oy uRae Tofdl; ASTM -
ARt Trreh gfteror TR bw - STS BT a9H; CMR - SRS, TSI I1 U fasar; DIN -
THAT AMS IR0 GRIM & o AF®; DSL - aiquazf?ﬂ(m) ECx - x% Wfdfehar ¥ 91
IdHe; ELx - x% Ufafehar ¥ &t AT &x; EmS - TUTqHhIe- Uegd; ENCS - el 3R =Y
RS Uard (STAF); ErCx - x% gla & Uldihd ¥ &1 e, ERG - SUddIa uidfshar
TMES; GHS - Affe TR W WId RIEeH; GLP - 37l TTRITel T, IARC - HER W 3igger & fo
Toidl; IATA - SRS arg ofae TORIGRM; 1BC - R H1ET & WaRAie I8! ard
asﬁmfm ah?auwa?ﬁﬂz Tfa; 1650 - 3 Sfiwmd FRIUTHS Ydhe; ICAO -
RIS AR faAMA W16, IECSC - I # Hieal IS erdl & 3dedl; IMDG - SRy
WWW IMO - aﬂﬁgﬁnﬂaﬁ’rw ISHL - SN JR&T SR WA HTA (STUH);
ISO - AF®IHRl & T SRITI W16, KECI - HIRAT HISET T 3dedl; LC50 - TR0 el
B 50% PI Ulddh Hbg; LD50 - UH&UT HEIEl BT 50% HI Gldcs TRID (W °ldd ERID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiSia §a; n.o.s. - 31 FAfEY FT; Neh - feredt
708, NO(A)EC - 3@did- 7 fohar mar (ufded) wua ddba; NO(A)EL - 3fadid- = febar
(@B THTE TR; NOELR - TR-3(TdIHH-070 THIG e aX; NOM - TGRS AfRyes o,
NTP - P10 fu-fas S1iH; NZIoC - 8R! &t ol o $desl; OECD - e TEANT IR
I TT6; OPPTS - IS TREM 3R UGN AHUH HRATA; PBT - RIRR, Sa-THAHR0T 3R
fawred yeref; PICCS - Wﬁwwﬁﬁwﬁﬁﬁﬁ«ﬂmﬂsﬁeﬂ (Q)SAR - (AHTEHS) T
Tfafaf Yey; REACH - RIUTT T4 3R AT USRI, edid, MASGR 3R ufasy aRkug &
fafaw= (EC) 7. 1907/2006; SADT - W-tadl 3{Ude diudH; SDS - YR&T Sel /ie; TCSI - agd™
ITafe uerd gdedt; TDG - WkATe HId &1 ulkag; TSCA - faurad uerd Fasur siftifem (wgaa
54 3HRT); UN - UG Y; UNRTDG - BIMHRS HHA & URTEH W g Y B RABIRY;
VPVB - Tgd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HTI-RId WRATdh ATt a1 qorett

T & ST 2T A SUS THIRM &1 dRRG B ¢ T THSRI §AR I, THSHRT SR faym &
TR el g | TSR &1 YRIT &1 ¥ YU, TRANT -, Tiehal &, T &, ikag &,
e oA 9UT s & ol Fad ArfexE & w0 § fewm fovar mar  aur faf ueR &t ard o1
ToraRTT &1 fafeRT T8l AT S | Judsy B T ISR 39 SDS & XY W ugar it Haa
faRry areht @ Tefid 8 aur sDS wrht &1 ot oy arelt & Tave H a1 st o ufshan &, 5|
6 UT3T § T ST 7T 81, TRNT - R 94 et 8 Tebell ¢ | It siiaaraif & arg 817 WR, Uaied
& 3ifar IaTg & SDS-TMER &1 JUGaAdl BT HTHT B Aled sod B, YA B, Ufehar dRA
TUT TG TR P 3 3ty &1 3 ARy e & SR ok Ry ot weften sxn =nf{u |

IN / HI
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