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EI"C'J?‘f:ﬂﬂ . Betamethasone / Clotrimazole Cream Formulation
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H372 <t STef= a1 TR1gd TadteR (Uigy AfY, ufereft o,
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P264 HaTdH & 916 d] B 3! a’g Y|

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

P273 QTR H BISH d URER B |

P280 I&TETH T/ I 3R 371 T/ &0 U |

3R

P318 3R 3R 81 IT for=t 81, feraa<dfia geireg 2|

P391 SADI UHAd B |

HSTRUT:
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3= g1t et uitoms ey arffewor 48 giarl
ST
3. 3[AUQ! PT AICASTTPRI
Terd/fargo . forspor
3quq
g T WU () - TR | TS (FIATH) (%
w/w)
gelfergd 8009-03-8 >=10-<20
qrse fRa 31ad (YeiferdH) 8042-47-5 >=5-<10
gUIRfIeS, C16-18 , Tehlald 68439-49-6 >=1-<25
Clotrimazole 23593-75-1 >=1-<25
Betamethasone 378-44-9 >=0.025-<0.1
4. yiyfire fafes & Iurg

I GATS . 3R CHel 8l T deiud did 9 & dl Afghd T J Iag B

T AT T I8 1 Vehl &1 &R fUfq | ey gare o
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

BT Tened ot fafd: T9.81.u9. 9 ST IR SR FRA Bt dRRG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
3qud AT T (39) | 5 UDR =0T U / YR
- TR (3IR&UT BT PRENICK
THR) HITCIA
Taferay 8009-03-8 TWA (@R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (I 5 mg/m3 ACGIH
SERIEER)
qrse FHRd 3iad (ﬁa'l%vm'q) 8042-47-5 TWA (dR) 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (&g 5 mg/m3 ACGIH
SERIEER)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB KIGIEGa
2
Betamethasone 378-44-9 TWA 1)pg/m3 (OEB 4) KIGIEGa
SR SHSRT: &1
| Ofea & T | 10 ug/100 cm? | 3faR®
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foroht s &t I
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Betamethasone / Clotrimazole Cream Formula-

tion

Apuhlic

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
JToef g : a1 Iudsy et
T gl IuAs TRt
N
T A faedn gl IudAs TRt
fauTS TuTies: (@A © ST JUA g
g AIe/ar)
3SR P1 argH= 3T U gl
YT &1 dYHT : SC1 JUA g
BIEGIREEEAIRE))
fampIfct . UaNg el
faemles TuRayE ;. fawples w81
STRIHRUT & TORGHTT : g uerd a1 iyl &t sfafieRe aiffed T8t fvar mar g
U BT AT . UaNg el
10. fRRar quT ufafsaar
UfdPpR : ftfpariiciar & @R & =0 H Fifepd e
T fRRAT L g iR 7 RR B
IRIseHyg ufafparait DA ATRfiP RS Tolel & 91y ufafhar B Jhdl g
29 uRfRufoal O o . 3T
ST st SNty Teley
3qee- uerdf ¥ sfaw PSR dTd (FoRSY) 3qge uerd Jd gt
11. fawmasnfora g
TrHT SRETT (TRTAISR) F IR I1Y GRT TG0 Al
A SR GEIR:RES
AL
3G § Iudh
GIERGLIESEIN
JUAS TSGR W A Ngpd Tal|
uard:
SIEREIECERCRIEREI] : SffoaTch fasTaar SIgHM: > 5,000 mg/kg

WRIBT: AT RIBT
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Betamethasone / Clotrimazole Cream Formula- i ORGANON
tion

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

5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
GEECEIRAELIESG . Sffaurdt fauTedar 3[HM: > 5,000 mg/kg
SREIRRINEIGRED
3dad:
ﬁaﬁnm:
dig e fasradar . LD50 (I8 (}2)): > 5,000 mglkg

TPBT: OECD Utefur fammfAeer 401
fewuft: ver St IEREt & e W nuTid

GIERSEIRAERIESE : LD50 (I8 (}2)): > 2,000 mglkg
TRIHT: OECD URTefur fE=mfdsr 402
Sficra: uard a1 firsor & Hig T SfRIe fawTaRdal et §
femoht: Te SR IR & SeT TR 3neTRd

qrsge firRa oifaa (ﬁ@ﬁ—mﬂ)
g e faTaddr . LD50 (JgT (X€)): > 5,000 mg/kg
it Y fasTean ; LCSO@&-@)) > 5 mg/l

P Ta & W(W@IGT)E&H 4h
URI&0T ATATaRUT: Ye/HaiaT
3ficpar: uard a1 fEyeur B IS 4T rerge FasTaar e @

GIERSEIRACRIESG © D50 (J/RIMRD): > 2,000 mg/kg
3fiera: uard a1 fireor &Y Hig T SfRIe fawTada et §

YIRS, C16-18 , Ve IgIa:

NICREICERCLIEREI] . LD50 (a;s’r (@)): > 2,000 mglkg
ol T St G % et R anuiRa

Clotrimazole:
g Mifae fasradar . LD50 (JgT (XT)): 708 mglkg
LD50 (qN& (HI3¥)): 761 mg/kg

LD50 (@RITIRD): > 1,000 mg/kg

GIEE R ERCRIESGI © LC50 (JFET (RT)): > 0.73 my/l
e Trra & ford Tuh (ToTIeR) 3 4 h
URI&(0T ATATeaRUT: Yei/paiar

GIEECEIRAELIESG : D50 (& (H139)): 923 mg/kg
Betamethasone:
SIEREIECERCRIEREI] . LD50 (JgT (}2)): > 5,000 mg/kg
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Betamethasone / Clotrimazole Cream Formula-

tion

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
LD50 (N (HT3¥)): > 4,500 mg/kg
g = faeTean . LC50 (JIET (RT)): 0.4 mg/l
o Tg & ford Tudh (TaRUioR) §3MT: 4 h
1 & o ergerRSaT
JUAK] SHHRI R aFfiepd gl
AdYUd:
ﬂaﬁnm:
PRI G RR )|
RG] . OECD uiefur fe=nt=d=r 404
L IEIE G kAT NE |
fewuft C T o grEREl & e W muTiRd
arde e sifaa (eiferaw):
I GRS )|
L IEIE G kA NE |
gYIRIALS, C16-18 , Veplgia:
I G RR )|
GRCa) . OECD Uierur femnfad=r 404
RIS G kAT NE |
feaoft D U o grEiEl & Ser R Sutia
Clotrimazole:
I G RR )|
gfkomy ;91 H oad ot
Betamethasone:
Tt G RR o)
gfome : gad! IO T B S
iR A7 efasdes
JUAS] SHHRI W aFffpd gl
3dd:
a@ﬁ‘mﬁ:
ToTta G RR )|
T ! OECD Tigfur fa=mad=r 405
gRume I rG) = AT I C T |
feaoft L U o grEiEl & Ser R Sutia
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Betamethasone / Clotrimazole Cream Formula-

tion

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

arse e sifaa (Aeiferam):

PRI G RO

giomg : 3@ A Sa T8t

FYIiIAes, C16-18 , Uepigia:

I GRS )|

Rl :  OECD WRigfur fe=md=r 405

gfikomy : 3IEl H @ T8l

fewuft © T S grERE & e W muTiRd

Clotrimazole:

I GRS )|

gfRome © gl I 3Gl B AT

Betamethasone:

I GRS )|

gfkomg : 3G A Sa T8t

YT 91 TS GATGTHUT

T B GGl

JUA] BRI W aFiipd gl

YTI-UYTT Y GITGHar

JUAS THGRI R aNgd Tal|

3dqd:

ﬁaﬁﬁmw:

TR1&01 i . PR

YU (TFIUIER) & IR A Y U

I : TR fom

gikomy . BUTHD

feaoft L U oI grEiEl & Ser R SutiRa

arse firRa sifaa (Uetferm):

RA&01 1 fbe . TR T

U (TRITIER) & I I U

I : TR fom

gikomy . BUTHD

gUIRiees, c16-18 , Tepigid

e o1 foe . SR T
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

SiaT] 99 WereRidt

I SR R aiffep el
HdYUdq:

ﬁgﬁﬁmw:
fSFIciBaRc 3 fagt

[SEIEERIINEESIEE

YIRS, c16-18 , Tepigla:
D Tl ) fhw: dadifear et fausta ufvads @t S (AMES)

ISEIEERINEESIEC]

BT Tened ot fafd: T9.81.u9. 9 ST IR SR FRA Bt dRRG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

TU& (TFIUTER) & IR A Y D

S| e o

NHED ©  OECD URlefur fa=mfd=r 406

gikomy . BUTHD

fewuft © T O gl & ST wR Sutid

Betamethasone:

YU (THIUIER) & I e Eiu]

o o
gfRomy . HHOIR RS

;&1 Bt fbeH: ShIHTSNH TsRRH ¢ 3 fagt

LRI I ED
fewuft: ver St IERET & e W nuTid

L URIEU BT e WAl o TS C YEATYa 1 Usiam

(Shfad 9o & ArgcioiHfcd uRd)

YTl U (H139) .
TATHRM & IR SR ad goraRH
TPBT: OECD Utequr favm-aer 474
TR HUTEHS

fewuft: ver St IERET & e W nuTid

TRl B fhH: YRR & I18R WAUTRAT B BIRIB13N BT S

IaRad= ueor
RIS D

D TRIET B o TAUTRE! o TIRINITST e 1 URT&ur

(Shifad wroft 7 Wrgeoied uR)

TSI g (H139)

TP & I s?raﬂ?ﬁuﬁs@am
TPT: OECD TlerT =My 474

TR Humd®

fewuft: uer St IERET & e W nuTid

TBT: OECD Ulleur fazmfAewr 471
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

LRI ED
fewuft: ver St IEREt & e W nuTid

TR0 B fhed: IRR & T18R WU B HITRADB13 BT S
Iafkad udieor

THT: OECD Uterur feenfcer 476

LRI ED

fewuft: ver St IEREt & e W nuTid

Uterur @ fore: Sl TaREH e 39 fagt
TBT: OECD Uteur fazmfAcer 473

giumH: FundHS

fewuft: uer St IERET & e W nuTid

Clotrimazole:

IEBIEERIGEESIEM] Tl 1 few: dadifear Seeh faudta ufvads @t o (AMES)
URUMH: BUTHES

RI&01 B fheT: BT TR ¢ 3 fagl
LRI I ED

U&7 o1 fore: IRR & a8 YEAITam 1 TRI&on
URUIH: BUTHD

IRt 3 faa L Qe Bt fbw: WAURAl & THNISe YD g uigon
(Shfad 9o & ArgcioiHfcd IRd)
goTifar: T ()
TP P IK): HifkGD
IR IREED
e ot e YR TWHAMATd HIARH YYiaRor utem
(Shfad groft #)
TSI §HTeR
TR Humd®

SitaTu] I TeToRIeT - © &Y DT Fol- INTTY] HITRIHT IARATT &b TG H qHIHR0T B
fipa Y & HRAT B

Betamethasone:

IEBIEERIREESIEM) D Tl ) T dadifear et faudta ufvads @t §ifa (AMES)
o FBoTES

TR B fh: IRR & T18R WU B BIRABT3 BT Sh
IaRad= uemr
RIS IR ED
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

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

5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

UJ&r0T o1 fobe: hiHTelH TaREH ¢¥ 34 fagl
gRkumy: aRafds

SRRyt s faar D TRIET B e TR o TIRINITST e I URT&or
(Shfad gTof # ArgcioiHicd o)
USO8 (H139)
TP P IK: HikGD
gfRoma: e

STtaTu] I TeToRIeT - L 1&Y DT Fol- INTTY] HIRIHT IARATT b TG H THIHR0T B

3 Jadq TS PR B

FIRSTDAI

YA TSR R Fffhd 8]

3dad:

ﬁgﬁﬁmw:

EEIY L 98I (XQ)

TEAHTA & I R GGG

frda Ty & fod duss L 29T

(TEIUISR) gafm

oy BUTHD

arse firRa sifaa (ASiferaw):

gt L 9EI (e)

TEABTA & I ;

frda Ty & fod duss 247N

(TERIUISR) g

RIS BUTHD

Clotrimazole:

PEII] : )

TAIHTA &b I ; %

fram g7 & ford Iudh . 78 I

(TEUISR) g

giomH BUTHD

3T faumarar

31T IR 1 71 g e 21

3dYq:

ﬁ@ﬁﬂw:

3R B YU : O B foh: UoHA/ T fawTadar whif=T usteror
IolTfar: <81 (<)
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Betamethasone / Clotrimazole Cream Formula-
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Apuhlic

-5 ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

TR RY & e muyEl

arde e sifaa (eiferaw):
3(ARdT & UHTG

MR RIY & G muvE|

gUIRTAds, C16-18 Q?qﬁem
3Rl & gUTd

iR RR & fdem muyEl

Clotrimazole:

3R b UHTG

MR RIY & fger muvmE!

TAIBRA & I FRTe T
TR HUe®
fewuft: uer St IrERET & T W nuTid

Tigor ot fpw: yor-miwy Rig) faem|
golTar: <81 (Re) .

THH YA P I I I UDh

giRumH: FundHS

fewuft: uer St IEREY & T W nuid

L TR B b Th-iidl gedre faurdar sigra
golTar: <81 (<) .
TWHHIE & I @1 § GUD

R BUTHED

Yer0r o1 fore: yor-miey g fasr |
geTifar: IT (X©)

TAIB R &b ;T T

LRI I ED

L TRig &1 e &l Uie! gredTed fawTadan sieqa=
golTar: <81 (<) .

UGB & I 791§ Judh

IR IREED

fewoft: e St It & e W anutia

RIET Bt fore: &t UGl Joare fauTarddr e
golTar: <81 (<) .

UGB & I 791§ Judh

IR IREED

fewuft: ver St =Rt & e W snuTid

D O ot fore: e / 3 T Wil faeTy

gelTer: 8T (RT)

TEHH A & I AIfGH

JdRdT: LOAEL: 50 form/faem smifRes 4R
TR IS &HdT TR UHTd |

Yeror o1 fore: yor-miey Ry faw |

gelTer: 8T (Re)

TEH A & IR AIfGH

fomraTH® fauTadan: LOAEL: 100 FBRTI/HT IRING YR
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TR SeT 2t Lar

Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

gfome: Yor-miey g fauredan!, eeiforie uHd 81|

e 3t fpem: Yoy Ry faewm |

golTar: 8T (Re)

TP IE & I AfeS

famraTE® fauTadd: NOAEL: 50 fi/feT IRIRS YR
gfome: Yor-miey g fauredan!, eeiforie uHd 81|

Yer0r o1 fore: yor-miey g fawm |

TSIl g (H139)

TRAHTE & IK: AfS

fas T fauTadar: NOAEL: 200 fim/fam IRiRe YR
gfomd: TR RIY] & faswr R gHE T8t

uﬁ&rﬂTaﬁW Yor-miey Ry fasm |
P [v) | RERCRRIIN

wﬂ%mésm%f Afas
fadmraTe® fauTaddr: NOAEL: 180 fFrm/fasm IRIN® 4R
gfomd: TR RIY] & faswr R guE T8t

3T fawTeRTeT - Stfeper D U B T WA & STUR W A BRI 3R TS
&A1 R Ufdpd UHTd &1 WP Jad e 81, Ut R f$3 ™
TR & 3MYR W 3™ W Ufdgd UHE & $ I9d ©

Betamethasone:

MR & TEmwRuyE!  Yolfd: SR
THIH R & IRd: A0 &
A TITEH® fauTeRIdl: LOAEL: 0.05 ff/fm =IRIRS YR
gfeomy: mfey R fasredar, faeadrseit ¢t it

golTar: <81 (<)

TAIBRA & I @1 & J1d

fomraTeT® fauTadar: LOAEL: 0.42 firm/fe IRiNe HR
gRum: faeuarel it mit

TS Oy (H139)

TAIBRA & I AFGUREf #

fomraTH® fauTadar: LOAEL: 1 fimm/fem IkiRe 1R
gRum: faeuarel it mit

ST foSITerRTd - Sfida D ORI WR ford TR TR & STYR WR fas T WR Ufddd UHTd &1 0y
Tod i g1

STOT - T d JfaH

JUA®] BRI R aFfipd gl
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
STOT - ST SIf@H

a?ﬁaﬂ?ﬁ?quwwchm(tﬂqwm yferelt 3, 799, UTSHY de, Yo, Ugad Y (TedHa
S)) 3N &I T Ugardl gl

3dd:

Clotrimazole:

&g 3agd . R, e, sifiges Uiy (Tesdia e) .

e : e T GRIG SReUr B TR ST (3R Y JHA Ugal
Igpargl

Betamethasone:

| 3agd L Uiy U, uforel o, T9d, YIsHY e, Yo, Siftigas Uiy
ERERESE)

3fipe : a‘}_efmqgmﬂ&r{&maﬁmaﬁu‘mhwmmﬂ
Ugdrd g

U GRTS fauraaarn

3dad:

ﬁ@ﬁnm:

ot LR (XQ)

NOAEL © 5,000 mg/kg

TEAIH A &b I ;

oo THg & ford Tues Co2yr

(TRITTSR) gl

arse firRa sifaa (ASiferaw):

gl LRI (@)

LOAEL . 160 mg/kg

TEAIH T &b I ;

fpam g & ford Tuds : 90 Days

(THIUIGR) gl

BV L gl (e)

LOAEL : >=1mg/

TP F IR DI T (Yo e H)

fordm g9g & ford Judh : 4 Weeks

(TFIUISR) ol

et . OECD Uudierur femnfad=r 412

gUIRIees, c16-18 , Teplgia:

Tt Tl (Re)

NOAEL : >100 mg/kg

&b IR
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Betamethasone / Clotrimazole Cream Formula- i ORGANON
tion

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

5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
fram g7 & ford guds 90 Days
(TRTATSR) g3
LRG| :  OECD udierur femnfad=r 408
feuguft L T S IrERE & e W UTiRd
Clotrimazole:
PRI G RR )|
LOAEL . 5-40 mg/kg
Tl & T GGG
frdm g9 & ford Iudh 3 Weeks
(TRITTSR) gt
&g 3aad G|
3R : NS, T, AR, el
LRI LRI (e)
LOAEL ;10 mg/kg
T Th R & I
o g & o)) Ius 18 Months
(TFUIGR) gl . .
&I 3aud . R, e, sifiges Uiy (Tesdia e)
I -l
LOAEL : 25 mg/kg
TEhIH & I nfae
fods g9g & ford Iudh 6 - 12 Months
(TRIUTSR) B3 , .
&I 3aud SHfITIP Y (TSI i8)
3R Y §gT, Syquf, It
Betamethasone:
Tt G RO
LOAEL © 0.05%
TEAIH T &b I g U
frda g & ford Ius © 10-30d
(THIUTSR) Gl
&g 3fagd Uiy Uiy, ufarelt &3, 79a
BV L gl (@)
LOAEL © 0.05%
TENH A & I GGl e o
fords g7g & ford Judh 8 Weeks
(TERITTSR) G .
&g 3ad YTSHY TS
PG| o Y& (HISN)
LOAEL © 01%
TEHH A & T GGl e o
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

Clotrimazole:

BT e B fafd: U349 FeR: ST IR SR FRA Bt dRRG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

fpam g & ford Tuds 8 Weeks

(TEHUISR) B3 ‘

&g Adad YISHY TS

EEIG] gl

LOAEL : 0.05 mg/kg

TENH R & I ;

fpam g & ford Tuds . 28d

(TTISR) gaiT . . N

&g 3fagd L e, 413HY T, fUgad Y (TedHd wiE)

AT AT

JUAK] BRI W aFfiepd gl

UG S| & 91y 3gya

3Ad4d:

Y U TR FHT (X2N), Jorett, BTe TS, ST, @t
IBUGENE TR Jex Yaeht g, Aqal!, Ieel, axd
Betamethasone:
1Y gRT UG HIAT . d&d 3faYa; 3iftigae Ui (Tedd ds)
@ § dudh L INR: @, gikfew, siaq
12. TIRfRAfaw T JE=T
i fRyfa® faumaar
3dYd:
a@ﬁmﬂ:
EENICIRCLIESE : LL50 (Pimephales promelas (%bcas fil): > 100 mg/l
fordm Tra & ford Tudh (TaRTTISR) g3 96 h
oXe foran oA aTen gerd: ST gHmEifoTd iRt
TIHT: OECD Utefur femmficer 203
feuoft: v St IRt & Ser W enenfia
SHATT Td o Ae-Xfed :  EC50 (Daphnia magna (dTex Teih)): > 10,000 mg/l
ERERCLIESG o Tg & ford Hudh (TauIoR) g3l 48 h
oxe foran o aTen gard: S gHmEifoTa iRt
fewoht: we SRf IR & Ser iR 3nerid
QaTa/sTed uiel o) fawregdar T4 3 T Ud ( Pseudokirchneriella subcapitata (Bﬂ Qard

(Tasih)): >= 100 mgll
o Tg & o Hudh (TauIoR) g3 72 h
X o ST aTer uerd: ofd qEriford iRt
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

TWeT: 3 3 3 S e Adwr 201
fewuft: wer St IEREt & e W nuTid

ST Td 3 de-fed : NOEC: 10 mg/!

STereR faTadar (RRepIe fora wma & for Hueh (TaTUieR) gefl: 21 d
[ELIESED) USTId: Daphnia magna (9Tex Uil
<% foan o arat vy S SHmiford i

fewuft: uer St IEREY & T W nuid

qrse firRa sifaa (ﬁ@ﬁ—mﬂ)
EENICARCRIESG LC50 (Oncorhynchus mykiss (38T 1¥¢)): > 100 mg/
ﬁmﬁw%%ﬁw(mﬁlm)g&n: 96 h
TRIBT: OECD TRIEUT fE=Me=T 203
SHAT T 3= Ae-Xfed : EC50 (Daphnia magna (dTex T)): > 100 mgll
EECHELIESG P Imd & ford Tue (TaUIoR) g3 48 h

T 33 4t S e w202

aTe/STelg uiel @ fawreddr @ NOEC ( Pseudokirchneriella subcapitata (Eﬁ QT (Q(-_\:ﬁ)):
100 mg/l
o Tg & ford Hudh (TaioR) g3 72 h
T 31 3.5 . e =T 201

Aol & fauTedan (RRepifees @ NOEC: 1,000 mg/!

ICLIESG)) P ama & ford Tus (TaUIoR) g3 28 d
SIS Oncorhynchus mykiss (W ¢l3Q)

WA U9 3 Te-3fed : NOEC: 1,000 mg/l

SR fauTeRan (RRep1f® o wg & ford udh (TaioR) gofl: 21 d

[ELIESED) USTTfd: Daphnia magna (dTeR Uil

gUIRTAds, C16-18 Q?qﬁem

EENICARERIESE : LC50 (Leuciscus idus (e 3ft)): > 1 - 10 mgl/l
P gmy & ford WU (TaUIoRR) §31T: 96 h

ST ud 3= Se-fed :  EC50 (Daphnia magna (aTex &iT)): > 100 mg/l

STereR fauTaan fa gma & ford WU (TaUISRR) §31: 48 h

fewgolt: wes St AT & ST R SeTRd

Clotrimazole:

EENICARCRIESE] : LC50 (Brachydamo rerio ( SISITHRT)): > 0.29 mg/l
fpam g & ford Tuss (WGT) g3M 96 h
TIHT: OECD URIefur fg=mgsr 203

ST Td 3= Se-fed . EC50 (Daphnia magna (dTeX Tit)): 0.02 mg/l
ERERCHIESG o Tg & ford Hudh (TauIoR) g3l 48 h
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

BT e B fafd: U349 FeR: SHfoH TR OIRT &3 &I aRIE: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
aTel/STelTg Uil Y fasTarda EC50 ( Desmodesmus subspicatus (6?‘3[ BICI] (Hc_\rﬁ)): 0.268
mg/l
™ Tma & ford Judh (TaRTTISR) g3 72 h
NOEC ( Desmodesmus subspicatus (Eﬁ ard (E(Tsﬁ)): 0.017
mg/|
™ Tma & ford Judh (TaITIeR) g3 72 h
TH-Thaexy (SATUTe Sfear 10
[ELIESGD)
Sfarogan & fasredan : EC50: > 10,000 mg/l
foram THg & R Tudh (TeUIoR) §3MT: 3 h
TJ&10T 1 fhe: YT9-Ud | Fhlac
Tt 3 3.4 S e A= 209
a3t @ fauredar (RR&1feiee @ NOEC: 0.025 mg/|
fAySTaRT) ™ Tma & ford Yudh (TaTTIeR) g3l 32 d
TSI Oncorhynchus mykiss (W ¢I3¢)
TheT: 3 3.1 .St e A 210
BT Td 3 Hefed : NOEC: 0.01 mg/l
SR fasradar (R o wg & ford Hudh (TaioR) gofm: 21 d
[ELIESED) Ui Daphnia magna (dTeR Uil
iep: 3N.EHSY. e g 211
TH-Thaey (RRepifered oieerk @ 10
[ELIESGD)
Betamethasone:
SHATT Td g fe-Xfgd :  EC50 (Americamysis (ST USTTfdl)): > 50 mgl/l
STereR fauTadan o Tg & ford Hudh (TaUIoR) §3MT: 96 h
Qara/sTad gl @) faurgdar @ EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (Q?rﬁ)): >
34 mg/l
P gmy & ford WU (TaUIeR) g3 72 h
TWr: 3 3.4 S e fdw 201
feuoft: facaar &1 T R S fasraddr 78t
NOEC ( Pseudokirchneriella subcapitata (83} RidTet (Tesil): 34
mg/|
o wg & ford Hudh (TaUioR) g3 72 h
Tt 3N 3. . e fdwr 201
feooht: facrar &t W W SIS e Tt
A3t @ fauredar (RR&1feies @ NOEC: 0.052 mgl/|
CEIESEI) o wg & ford Hudh (TauioR) gofl: 32 d
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

SIS Pimephales promelas (ﬁ'ﬁ%_s’ ﬁﬁﬁ)
T ot 3.4 8. T fd=r 210

NOEC: 0.07 ug/l

o wg & ford Tudh (TaUIeR) g3l 219 d
SIS Oryzias latipes (GITCFFﬁ fIW)

TRiPT: OECD TefuT famm-ider 229

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

T o3 M. T M= 211
TH-Thae’y (FRRapIferp Sferer 1,000

[ELIESGD)
RITRIE 3R SraspufORrrar
Sayd:
ﬂaﬁnm:
fdd SAHHUIAT BT & D ORUTY: YA & 1Y Whide dile § SashHubR]
@euSiae) 7 8 aran
STHAUE: 31 %
- ama & ford WU (TaUIoR) g3 28 d
TRIT: OECD TRI&fUT fE=MT1=T 301F
fewuft: ue SRft It &% et wR snenfka
arde e sifaa (eiferaw):
fdd SAHHUIT BT & D URUTY: YA & 1Y Whidd dile ¥ SashHubR]

@feuSiae) 7 8 aran
STHHUIET: 31 %
o Tg & o Hudh (TauioR) gofT: 28 d

gUIRiaes, c16-18 , Tepigla:
s SAHHUIT BT & L OROTY: AT & A1 WHTae diie o SahHueRT
CRIEPSENREERRIN
SIHHUET: > 60 %
P gmy & ford WU (TaUIoR) g3 28 d
TRI®T: OECD TRTefT f=n-a=r 3018
fewuft: ue it It & et wR snerfka

Clotrimazole:

O # RRT : OTorT fIsINT: 50 %(242 d)
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

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

5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015
JuTfad A Joaq
SdUd:
gYiRiiaes, c16-18, Qﬁﬁ?’[ﬁ
Sfe T USITa: At

TSI e (FRITTH): < 500
fewoht: v SRf IR & Ser iR 3nerid

IGHISE TUlich: (T : log Pow: >4

g Ie/ar)

Betamethasone:

faUTe Turier: (T : log Pow: 2.11

g Ie/ar)

gt o wfa=fteran

321 Iy el

3= Ufapd gHG

32T IUAH Tet

13. fAuer ifgard

fAreq & a8e

/N I 541 7Y (Tere) WY fafaet sy s |

afa A : dreh sl Bl 3% Bl gISd B dTclt hdTeiiet A ST a1
T & ford o Sma|
TR 3= fafafdy =& fopan T srogad S@re & U H
fAueE |

14. gf¥ag g

ity fafrraw

UNRTDG

UN R . UN 3082

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

i o9

o g [l

NEK 9

38 T -3 ot 3R

g TH/3TE ST TR © UN 3082

A9g- BT IS 91 : Environmentally hazardous substance, liquid, n.o.s.
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Betamethasone / Clotrimazole Cream Formula- i ORGANON

tion

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

5.4 10.10.2020 412902-00014 Ugell IR ORI B3 &1 dRIG: 14.12.2015

(clotrimazole, betamethasone)

g : 9

e g Sl

NEN] . Miscellaneous

fSsamacl @1 feer@d @RM ¢ 964

EESEE)

fEsaed @1 feamad @t gars © 964

EHE)!

TgiaRur & ford WaRAT® gl

(@SY)

373 TH St oi-dIs

UN R : UN 3082

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

i : 9

e U Sl

GEG] : 9

EmS dfgar . F-A S-F

SRR Dol

IMO SUFBRVN & AR P H gRkagd &

3Yfef for 7Y Ursae & forg @y &t

IuanTEHar & fore faxiy araenfat

Tgl fau 7 ufag avife_ur Had geT & Wil & ol §, 3R ThHE ¥U ¥ 3Fids Al &
0T TR 31T § SR b 5 R et 2t & ViaR g9eT quiH e 71 uikae @ fAfY, dow
BRI, 3R &=fig a1 22 & fafae & fafdedrsit & 3rguR ufkae arffezor forg-fir & g a g1

15. faferaras Jan

gerd a1 fyor & g qrem, W@y, 3R yatavor & faframfaus

39 IdTeH & 3fayd fAwfiaf@d sHa= v & gRa §:

AICS o fRuffa 8
DSL o fRuffa 8
IECSC o Fuffa =
16. 3T AT
Sffafved SF&RY
3T Y & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe d&Id! Sel, Sel
TIRT fohdl 4 axarast Iéd Wit aRume aut Rg e Tei,
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 23.03.2020

5.4 10.10.2020 412902-00014 Ugell IR ORI H Bl dRIG: 14.12.2015

http://echa.europa.eu/

feie uRey . feqasay

3= SreftdieR & quf gt

ACGIH . gugu| ACGIH ITHRE A (TLV)

IN OEL D URA | HT uika B $@ I gerdf a5t orgufa &% wiR

ACGIH / TWA : g-de, guy- 9o i gd

IN OEL / TWA D gug ard ehgd

IN OEL / STEL . 3[eOPpIfcId 3R AT

AIIC - STIENfiTen JEraH] 1 Sfieeferars el ANTT - SR 31 st oy uRae Tofdl; ASTM -
ARt arreh gdteror TR bw - SIS BT a9H; CMR - SRS, TSI 1 TS fasar; DIN -
THA AMS IR0 IRIM & o AF®; DSL - aiquazf?ﬂ(m) ECx - x% WUfdfehar ¥ 91
Hohe; ELx - x%uﬁW@rﬁ?ﬁFﬂﬁmR EmS - SMUId&T eqel; ENCS - HISEl 3R 7T
NS gerd (STAH); ErCx - x% e &X Uidforar & &1 Ydhad; ERG - MTATddIe ufafar
TES; GHS - WWWWW;GLP-WWHW|ARC-WW@@¥TW$%E
Toidl; IATA - (RS arg afag TOIRIGRM; 1BC - R H1ET & WaRAis I8! ard
asﬁmfm ah?auwa?ﬁﬂz Tfar; 1650 - 3 Sfidma FRIUTHS dhe; ICAO -
RIS AR fGAMA T3, IECSC - I # Hieal IS erdl & 3dedl; IMDG - SRy
G@WW IMO - e«mﬁ@uﬂaﬁrw ISHL - SN JREM SR WA HTA (STUH);
ISO - TFAIHUT ¥ RIT SIRIPT T, KEC! - HINGT el T8 33¢8; LC50 - TRIer airsre
B 50% PI Ulddh Hbg; LD50 - UH&UT HEIEl BT 50% HI Gldcs GRID (HIH °lddh ERID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiSia §a; n.o.s. - 31 FAfEY 7T Neh - feredt
708, NO(A)EC - 3@did- 7 fohar mar (ufded) wua ddba; NO(A)EL - 3fadie- = febar
(@B THTE TR; NOELR - TR-3{TdIHH-070 UHIG e aX; NOM - TGRS AfRyes o,
NTP - P10 fu-fas S1iH; NZIoC - 8R! &t ol o $desl; OECD - S AT IR
fa&T™ W&, OPPTS - IMMAMS JRET 3R UGN AHUH HHATA; PBT - RITH, S9-THAH0T 3R
fawred yerl; PICCS - A 3R I9EE et &t fhaidig sdedl; (Q)SAR - (WD) ST
Tfafaf Yey; REACH - RIUTT T4g 3R GG USRI, edid, WMASGR 3R ufasy aRkug &
fafaw= (EC) 7. 1907/2006; SADT - W-tdtadl 3{Ude dludH; SDS - YR&T el /ie; TCSI - agd™
ITafe uerd gdedt; TDG - WakATe HId &1 ulkag; TSCA - faurad uerd fasur siftifem (wgaa
Y SHRSDT); UN - UG Y; UNRTDG - BIMHRS HHH & URTEH W TG Y B RABIR;
VPVB - 950 RIT 3R §gd SIa-THAHRUN TT; WHMIS - HT-RIT W1 QIERf 2T Yot

T & ST Te A SUS THIRH BT dRG B ¢ T THSRI §AR I, THHRT SR faym &
TR el g | TSR &1 YRIT &1 ¥ YU, TRANT &, Tiehal &, T &, ikag &,
e o3 9UT s & ol Fad ArfexE & w0 § fewmm forar mar  qur faf ueR &t ard o1
ToraTT &1 fafe=T 8T AT S | Juetsy B T SR 39 SDS & XY W ugar Tt Haa
fafry arht § Tefid § 9yt Sps wrlt &1 foeddt s arht & Saem | a1 fddt s uforan &, o9
6 1T § T ST 7T 81, TRNT - R 94 et 8 Toball ¢ | It siiaaraif &1 arg 817 WR, Uaied
& 3ifqm 3G & SDS-TTHH BT JUGHIT BT BT B Aed 88d B, TINT B, UiehaT dx
TUT TG TR P 3 ftE &1 3 ARy W & SR SR Ry ot weften sxn =iy |

IN / HI
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