TR SeT 2t Lo

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd: Y310y, | 3ifaH IR SR} B B aRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ . Clotrimazole / Gentamicin / Betamethasone (0.05%) Formula-
tion

fratansmyfdeat

HIAT . Organon & Co.

udr ;30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

T : 551-430-6000

SMUTAGTN I TR : 215-631-6999

g_ﬁa HT Ugdl :  EHSSTEWARD@organon.com

T 1R e ofR ufasy
Rpres uam )15 13

2. @a B UgE=H

faafor, viesRUr 3R & SMmATd WaRTe AT fraaTaT, 1989

CUiCa|
TEE-1 3 T | B Fefid AFdS $ AR TaR® & wU § aiifpd el 8

it Q=1 e9-affeeor

S fasTerRTan : faqum gat

fAfya deg-sim efew fawadar  : faum ¢ (dgw U, ufereht &1, 7a, urge s, Yad, siftiga®
- TRIGd 3RET PIRICERERRNS))

SABIAID () T WaT - faumTR
dd@Ifere (o)) Selg @Rt ¢ faumT ]

SI.T9.0Y. A9d dd

- ¢

Thd e
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd: Y310y, | 3ifaH IR SR} B B aRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

T gt SRe © H360D 3T I T g1 Ugar Tl |
H372 €Y STet a1 §RIgd TadTeR (WY UfY, afereft a3,
T, UIEHY TS, I, SHged U (T woTS)) S bt

JoRIT UGl B
H401 STel<R Silad & ford fasa
H410 STei<R Siiad TR are Rl JHTd 3R 1Y &) i faver|

wgfaardl/gdfaeu™ §aM L T

P203 IUTNT H3 § Uga gt JRem fAd= &1 ura 3, g 8k
JhT UTa B |

P260 PG AT YT &I g 7 7 71

P264 IdTdH & &G a1 B 3] aRg Y|

P270 3 I1GA D! YA HRd TG W, UIHT AT YHUuH Td B |
P273 TR0 § BT ¥ URER & |

P280 I&TEH T/ I 3R 37 T/ &0 U |

IR

P318 3R TRl 81 T for=ar g1, fraada gare 1

P391 BA®GIG UHd B |

l'igRUk

P405 HeR drdl H1

|'>'I3RUI:

P501 &= o1 fAueRT Wied a Suvd dREH &

B
3T eIt T afYoms Wy arffewor 98) gl
3

3. 3[qYdl BT GISA/STHHRI
Terd/frsior - fry
3auq
g T WU (F9) - TR | TS (FIATH) (%
wiw)

Ueiferay 8009-03-8 >=10-<20
TRt ad 8012-95-1 >=5.<10
SRS D-1-0l, TUNFIACS 9004-95-9 >=1-<25
Clotrimazole 23593-75-1 >=1-<25
I 3rchigd 100-51-6 >=1-<5
Gentamicin 1403-66-3 >=0.1-<0.25
Betamethasone 378-44-9 >=0.025-<0.1

4. Wyfye Rifesr & Surg
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd:
5.4 09.04.2021

3ifaH IR SR} HA B dRIG: 10.10.2020
U IR SIRT R &I dRIG: 29.04.2016

Y310y, |
610542-00013

BIGIRESIR . 3[R GUcHl Bl A1 da1ad i A @l df AfSHhd T I Jag B
d &0 €6 X8 1 Wbl o1 &R fRufa o Fafeaita warg o

3[R Y1 gRT TgUI Gl ST D g G gRT U8 o fordn i, ol refl Gefl ga1 | o S|
fafcita ggarm o

3R 91 ¥ YU g ST . qWE gF W, R @91 Bl g 3R Igard U I T B |
O 93 T o IAR G|
fafeita wgam o
TGN § Usd avd Uil |

. QAT & B d 9§ Sd 1 38t @Re il

TR 3G § U g ST D gaur (TR & forg Sira &1 urt 9 ey
e e I B 3R oY X8, Ot Fafdrdita geam |

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

Tad Tgaqul qer 3R L 3faITd Y] FI g1 Ug A Wb g

TUIG, G ot SR 38t a“rﬁmqgmamwéﬁwsa‘ﬁr(ahm)ﬁw

Ty fafde & TReor : mumﬁrwwmaﬁ&mﬁv&nwmﬂﬁm%u qdT
SRIH Bt YU B9 TR YT T i YRETHD IYHRU]
BT IUTNT HAT AT (WS 8 W )|

ffrca® & ford g D U SR WEART ¥ SUAR ]|

5. 3R UM

I9gad =M= difgar T R
Tasmgia-uferiedt g
BT STZAHHAZS
/T T

SR (I IH d AHH ¢ 3T

AR F IR AR TR <8 IATE! HT YU WA & T U W g1 Tl g

GRATD &g 3G . BREA AR SY

3TT) g2 & ARy o . g RS OF TNt 3 off R uRfUfY SR S-urg
JIATERYT & 3% Bl |
T fosdl B 381 PR & oY TA-BER BT TIRT By |

SR U1 A1 YRIE g Al 3T & & I &ifage deR Hara o
SIE &1 WTell HRam |

M & TRV SAE W & OH WR, W94-Ma3d 41 Sua0r ugH |
JGHR| STt Y&TE® JUBRT TN He |
6. ATHIRTPH Neld SUT
Jufdasd qEUT, WeTAS  © Aol eI IS0 YA HY |
JUHRN TUT SATTTBTA IRIEra Fefeit sl (W3 7 37 ) 3R fdarTa JRem Iuaun
gfchaTe & gTal (TS 8 ¢ ) BT fUTeH B |
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd: Y310y, | 3ifaH IR SR} B B aRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

qgfaRuity Fraenfar : gIdTeaRYl H Bie ¥ URER $R |
e BT R, SR T 19 a1 ST B s |
S &% | o I Ab (I<T8R0T: F=0r a1 At Afdrepn)
g I T g DI |1 T T |
gfe He@yul SAHIa U AT 81 Gab, dl RIMHTG UfIHTRET B
gferd ®1|
THTs B R e AAP 3R e U # |
& uerd ud e S g & oy ST a1 31 Iugad AU Ue & dlfds
Targ 3R 9 93| TS S5 o1 T8 Ul &1 Uy fohar o Iobdr &1
ql I IUGH R ST P KR PR
IUgad TeREC & 1Y Hard &1 A AR B A% B
R 1 A1 faf i 59 gerd &) fawfa ok Rueq &3 &
fore @y &Y Wehd €, Ty 8 37 HeRigay iR SgeHyq wR o ot
ET U @) Reie 3 GBTE § JuhRT N TR o | Y B
fAufa & B 6 P fag| o] 8 €
9 THEITH & 31HTT 13 3R 15 $© Y 1 W Revreri<

%aﬁﬁ SFHRI UeH HRd ] |

7. TATA 3R USRI

qH-e! U ;AU (URIURR) ¥ 9 & =0/ ol §91d 3/ HM & d8d
Sofifafe Jumg 3|

RN/ Fd dfeawH © 3R Al dfeawH sruas ], df wirHig ey dfeas@ &
1Y ST He |

R gTye & forg IO BUS! R A1 fRA )

graetfa PG T UMY Y I 7 T |
et 7@l
il & Ty Td I uRER S

I & §1¢ 9T i D] aRe Y|
3B SIS TaFdT 3R GR& TAT3T & SR HUTd, it
HIIRW THIUIOR Tha TR YR 61
o B T B I¢ b 9|
T S I TN HRd T 1, UHT 1 YW Jd B |
w@g@h@ﬁ%ﬁﬁﬁmﬁ@,ﬁmﬁwﬁwﬁ
DH I

R YeRU & URfUfcr ¢ 3BT IR ¥ dad bt gu fosal & 34|
YR drd H1
Y PR ¢ IR G |
faR It fafodl & AR HeRU @1

39 Uerdf ¥ 9 - fFufafed teR & diede & 919 939
GIEREERICRUIBRUE LAY
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd:
5.4 09.04.2021

3ifaH IR SR} HA B dRIG: 10.10.2020
U IR SIRT R &I dRIG: 29.04.2016

Y310y, |
610542-00013

8. Sy ferdmror / feit gRam

FTIIYT 01 & A & 1Y 3agd
3qud T (Y) | G UBR ez U / YR
- TR (3R&TT BT PRENICK
UFR) HITCIH
Toreraq 8009-03-8 TWA (@R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (ﬂm 5 mg/m3 ACGIH
SERIEER)
I dd 8012-95-1 TWA (dR) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (ﬂm 5 mg/m3 ACGIH
SERIEEEY)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB KIGIEGa
2
Gentamicin 1403-66-3 TWA 0.)1 mg/m3 (OEB KIGIEGa
2
Betamethasone 378-44-9 TWA 1)pg/m3 (OEB 4) KIGIEGa
ST STHBRI:
| ofea & T | 10 ug/100 cm? | 3ffaR®
s Rrdor L gy SelifaReT gl @) uReER fewre gRT erifd en
1T 3R ITal, S, 3R wafaror &) ven & folw GMP &
Rygidl & SruR Haferd foran ST =gl
3ifrard =0 3 fopdt eft TuTa 31 3rgafa el B

S R T |
EEICEICEIRIEP I
o1y Tadft s=Tg D IR YO ™Y ey dfede Sudsy Tl § I1 TegueR
3TeHa SRR fA=m-Fee & a1eR TaaeR vefRid #Rdr g,
Al 4T GR&MT BT SUIANT B |
ek UPR : Ugad FUFHUT IR HIe-d AT ThR
BTl daeh sag
garf D ERE-I g
fuoh D 39 T IR faeR $Y
i@l daeft gama L 1ES e AT TN & 1Y YR&T I=AT UgH |

§¢ TR Riked a1 Jdumm Uefiifeal &1 swaard a3 |

3R TR & forg Tura= Aiegg 8, af yanmemer &
YA S W, IR ¥ H ST &1 7T 9id-GR& biare, T’H
TS, P SXTA | 3R Jg YT HISG Tal &, dl g ¢ ar

3R HTH & HIETe a1 TIfafafy & ¢t ot fRufaar, o a1 woRiied
i g, aF S e ugH |
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& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

LB TemeE ot fafd:
5.4 09.04.2021

Y310y, |
610542-00013

Apuhlic

-5 ORGANON

3ifaH IR SR} HA B dRIG: 10.10.2020
U IR SIRT R &I dRIG: 29.04.2016

91 U4 IRR Ja&t =1

WBdl geet Iurg

TR Y, Yo, T TR o AT 1Y A9 1 FUE 81,
TuRiTes a1 IR dgR BT 37 &0 UG |

;. odf a1 s ®ie 8§ S Bl

JONR &1 ! gdg! 9 9919 & oI B off I8! BRI & YR W
ISSIEERE ]

GyTfad gitd s HepTer & forg Sferd Shmfot adb-ia! &1
AT B |

© 3R MY IUTNT & SR I & JUh H 3 Bt GUIGT §,

@ BT B b WM S BT 3G O Pt yorferar iR Jrem
QMR YGH B |

TN & SR, BT, YT a1 45 7d HY |

TN HUS! B 8 F 915 8t TR F SqaTd |

gfauT o gyTd! Tare o Sonf-ai oo o1 e, 3fa
I GRET JUBRT, IRId ST IR ufk=ite ufparst,
3NNfe Tsar R, fefedr AR stk srawigs

[RRELCIRSSEINRIEREGEICIRHY

9. Wifa® wd Traf~® 1T

fa@mae ad

a1 L STl Uy gl

Tiey D 3T Juds et

Ty BT gl D ST Uy g

fom T K I |

IEPREEEEAKICEIC] ;8T Suasy gl

RS I H1 g/ Iqem : ST Iuasy Tat

@

e foig D e IUAsy el

arefiRor Bl &R D Sel Iuds el

SaeRITedT (319, 9 ) e o i o

ST (ael Uere) : 3T IUasy gl

I fawple T/ IR SIS I |

AR T (30

BHodfaferc! formie)

oH fawpie A/ et : 8T Iuasy gl
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

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

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
SAARITEdT ST (TSR
TaAfaferd fadie)
Gl EEIG] D ST IS et
o a1 T D 3l IuAY et
108 g7 D ST IUds e
T 8l IuAs el
NP
| faaadn Sl IuAs el
EISRRIICHCE] R e
g AIe/ar)
3fieIs Rz &1 aruHH ;o1 Iudsy et
3Ye BT YA © ST IUAs TR
igar (i)
fawifct 8l IudAs el
faepies urRayTa ;. fowpies gl
STFATHRU1 & [URGHTT g uerd ar iy & siRfieRe Fiffea 6t frar mar |
10. FRY=aT auT wfaferaar
URIeR : fftfprarsiierar & WOk & U H T e |
T fRRar D I wfRufe A RR B
gRIsery ufafsparsit DA RGP RS Toiel & 1y ufafesar & godr B
3 gRfufaa @ o< D3RI
ST ATt SRy Teley
3ge yerdf ¥ sifay . Pls TR dTd (FoRSY) 3Uge yerd J1d et
11. fawrdsn=ra g
TG 3REUT (THIUISR)  aR 19 gRT UG BT
A IHSRY 1§ Iudh
IBUSEI
3@ ¥ Iudh

7128



& Ser e A
Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

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

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
GIEAGRIESE]
IUAS THGR W T ipd Tal|
werd:
g Mifaw fasradar : STl fasTear SIgHM: > 5,000 mg/kg
GHNEIRILEIGRED]
GIEENENCLICSG : SffAuUTCt fauTeRdr SIgHM: > 10 mg/l

e Tra & ford Huh (ToTIeR) 9 4 h
TRI&(0T ATdTaRUT: Yei/paiar

WIBT: T RIBT

GIERSEIRACLIESGI] : 3ffquTell faWTeRIdT 3HH: > 5,000 mg/kg
WIBT: T RIBT

3Ad4d:

ﬂaﬁnm:

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

TAPBT: OECD URTefur fa=mAar 401
fewguft: uer St IrEfEt & e W snuid

GERCEIRAELIESG . LD50 (IET (}2)): > 2,000 mglkg
TRIBT: OECD URIefuT fE=mgsr 402
3ficper: Teref a1 fiyeur Y SIS e e fauTadr el |
fewuft: ue it It &% et wR sneria

W da:
g e faTadar . LD50 (JgT (X€)): > 5,000 mg/kg
GIERCEIRAERIESG © D50 (J/RIMRD): > 2,000 mg/kg

3fiera: uard a1 e B Hig T SRIe fawTaddr et §

TS ®H-1-0l, gtﬁ%lﬁ%z
g M fawradar . LD50 (IET (RT)): 2,500 mg/kg

Clotrimazole:

g Mifaw fasradar . LD50 (IET (RT)): 708 mg/kg
LD50 (F{¥h (HI3H)): 761 mg/kg
LD50 (ARIIRD): > 1,000 mg/kg

GIEESEAELICSG . LC50 (JF8T (RT)): > 0.73 my/l
™ Tma & ford Tudh (TRIUISR) g3 4 h
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& Ser e

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

Apuhlic

= ORGANON

BT e B fafd: U349 FeR: ST IR SR FRA B dRRG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
TRI&I0T ATaTaRoT: Ye/GHe
GIEECEIRAELIESG LD50 (AN (HT3%)): 923 mglkg
I srepiga:
LIEREITCERCLIEREI] LD50 (IET (}2)): 1,620 mg/kg
GIEE R ERCRIES| © LC50 (F§T (RT)): > 4.178 mg/!
feper THa & ford Huh (ToTIeR) o 4 h
TRI&0T ATATaRUT: Ye/HaIa
TIHT: OECD URTefur fg=mfgsr 403
Gentamicin:
g e fasTaddr LD50 (JgT (X€)): 8,000 - 10,000 mg/kg
LD50 (¥ (HI3H)): 10,000 mg/kg
GIEE R EACNIESG| © LC50 (JET (RT)): > 0.2 mg/l
fpam g & ford Tuss (TFTIR) §3MT: 4 h
TRI&IUT ITATaRT: Ye/pa il
feuoft: 12 gg 39 Sivt W 76l & wh
fia fawredar (RESM & =1 LD50 (JgT (RT)): 67 - 96 mglkg
A1) TSR & TR SRR
LD50 (JgT (X€)): 371 - 384 mg/kg
UGB R & I AGuRE! d
LDLo (§aX): 30 mg/kg
TP & I 3fd:RRT
Betamethasone:
g Mifae fasradar LD50 (JgT (X€)): > 5,000 mg/kg
LD50 ({N& (AT3¥)): > 4,500 mg/kg
GIEESEAELIESE . LC50 (8T (RT)): 0.4 mg/l
o Tg & ford Fudh (TaUioR) §3MT: 4 h
91 & fore ergeRY S
JUA] SHHRI W aFffpd gl
3{d9d:
ﬁg’lﬁ-mw:
EIIG] G B

9/28



& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifaH IR SR} HA B dRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
GRNEA :  OECD Utefur femnfader 404
gikomy 9 H oad ol
feuoft : TH o JHARET & ST WR SmeTiRd
W da:
PRI R CRR )|
gfikomy : 91 H oad ot
Clotrimazole:
PRI G RR )|
gfikomy : 91 H oad ot
aﬁﬂm
PRI G RR )|
RG] . OECD Uierur fe=ntad=r 404
gfikomg : 91 H oad ol
Gentamicin:
I G RR )|
gfomg ;. gad! I &1 B S
Betamethasone:
I G RR )|
gfomg . gad! I &1 B S
iR A7 afasdes
JUAS THGRI W Ngd Tal|
3dad:
a@ﬁmﬂ:
Tt G RR )|
GEiCal :  OECD udierur femnfad=r 405
gfomH : 3@ A Se T8t
fewuft T o gl & ST wR setid
W d
ToTTfa G RO
gfomH : 3@ A Se T8t
BHITSH-1-0l, SYIfFETRIcS:
gfomy L 3l B ofa, % el & iR feadd
fewguft T o gl & Ser wR serid
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& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

LB TemeE ot fafd:
5.4 09.04.2021

Y310y, |
610542-00013

Clotrimazole:

I
gikomy

aﬁﬁﬁﬁﬁ'&fﬁ
I

NG

gikomg

Gentamicin:

RG]
L IEIE

Betamethasone:

RG]
L IEIE

YT 91 TS GATGTHUT
T B GG

JUAS THGRI W Ngd Tal|
YTI-YYTH D GITRIT
JUAS THGRI R aNgd Tal|
3H{dYUdq:

ﬁaﬁﬁmw:

TRI&f0T Pl

U (THIUTER) & IR
verfd

gikomy
fewuft

T el
TRiefor ot fored

U (TRITIER) & I
U]

EiEQ
giomH

Gentamicin:

fewft

; g 1 3 1 S

G RO
. OECD URtefur fe=mfrd=r 405

3t @1 ofe, 8 fart & offeR ot

GRSl
© B! It 3Gl DI Sfe

GRS )|

3@ B S et

TYeR X

9T YU

D e O

. BUTHSD

C T S grEiE & e W myTiRd

DRSO o
GGl e o

SRR vE

:  OECD Ustefur feenfder 406
. BUTHD

L 3T IuASY Te
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& Ser e A
Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

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

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
Betamethasone:
YU (THUIER) & I i)
I e o
giomg . HAVR RIS
SiaT] 99 WereRidt
YA TSR R Fiffhd 8]
H{dYUdq:
ﬁgﬁﬁmw:
fSFIciBaRc 3 fagt L ORIEM0T Bt fohe: hIASIE TSR ¢ 34 facl
TR TS
fewoft: v St IRt & S W eneia
fSIeIn Rt 3 faar D TRIET B T TAUTRET o THURITST JETTNe 1 URT&or
(Stifaa wroft # Wrgeoied uRd)
TSIl gV (H139)
TRITHRH o I SeUNReHId SolaRH
T OECD Tier fRanfids 474
TR HUTHS

fewuft: ver St IERET & e W nuTid

Clotrimazole:

IERIEER IS EESIEE L TRl ot fw: dadifear Seeh fausia ufvads @t o (AMES)
gRkomy: Funds

UJ&r0T o1 fobe: hield TaRYH ¢ 34 fagl
UiRumy: BUTdD

TRI&01 B fheT: IRR & d1eR YeAATHDH I TRier
URumy: BUTdD

fSeIBRE 3 faar D TRIET B o TR & TIRINITSE e 1T URT&ur
(Shfad gmof & ArgcioiHicd IRd)

STHaTU] e TEToIHRIeT - . 18T T Fol- INTY] HITRAHT IARATH & T & TI(HR0T o
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd: Y310y, | 3ifaH IR SR} B B aRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

i T Tef FRaT gl

R iRe 5 el - ofierr 3 R e T Rt fad 7 St (AMES)
o HBUTES

fSIeIneRid 3 faar L ORI BT e WAl o TS e YEAAT N g siam
(Shfad 9o & ArgcioiHfcd o)
DT S (H134) .
TWHTHRM & IR SR SoraRH
URoH: SBUTEHD

Gentamicin:

fSFIciBaRc 3 fagt D TRIET B fhe: YRR & J1eR WHUTRAT B DIRIBI3HT BT i
Iafkad uieor
LRI I ED

LRI EIE

fSHcIBaRe 3 faar D ORIEM0T B foh e IUTRAT & TIRIINITSC GEAAT e g URIeo
(Shfad 9o & ArgcioiHfcd IRd)
wf%r:ngw(um)_ .
TEHRMA & I 3 RRT SolaR™
RUMH: BUTHS

Betamethasone:

IEBIEERIREESIE] Tl ot few: dadifear et fausta ufvads @t §ifa (AMES)
ko BUTES

TR0 B fh: IRR & T18R WU B BIRABT3 BT S
IaRad= ueor
RIS D

URJ&10T 1 fobe: hiHTelH TaREH ¢ 34 fagl
giRomy: ardfdd

fSFctnHIfict 3 faal L ORIEOT B [ IUTRAT & TIRIINITSC QAT Neh g URIeoT
(Siifad oot & Argdomfesd TRa)
TS Oy (H139)
TP IE & I AfeS
gfvoms: fHfdd

SitaTu] I TeToRIeT - : &Y DT Fol- INTY] HITRIHT IARATT & &G H qIIHR0T B
fipar YT & HRAT B
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&1 e e A

Clotrimazole / Gentamicin / Betamethasone " ORGANON

(0.05%) Formulation

THRUT Ty &1 fafd: U931, Ja: 3ifaH IR SR} HA B dRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

RSB

JUAsy SFRI R aifferd 78]

< CREN

ﬁaﬁnm:

T L gRI (T)

TiH T & I SR EUGKSE |

o g & o Ius © 29

(TRTAISR) g3

L IEIE BUTHD

Clotrimazole:

NG| ; e

TAIHTA & I : %

frda g & ford duss : 78 gWl®

(TRTTISR) B3

L IEIE BUTHD

aﬁflﬁm

G| ¢ Y& (HISE)

TIPSR & I R I GAGE |

frda g & fod Ius © 103 9T

(TRTASR) g3

LRG| :  OECD Udtefur femnfAdwr 451

oy . BUTHD

Gentamicin:

RS - el . SCT SUAs gl

3T fauTardan

31Tl I Y BT Ugen Shell B

AdUd:

a@ﬁﬂm:

3R B YU : TRl B feeH: USH/fa TS fasTaddr whif=T udieor
gelTer: 8T (RT)
TAIBRA &b IE: FRTe T
ECIERIERE Y IED
fewuft: uer St IraRET & e W nuTid

MR & e muyal e & o yor-mier Rg faswm|

gerTer: I8T (Re) ‘
T & I 91 T GUdh
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

LB TemeE ot fafd: Y310y, | 3ifaH IR SR} B B aRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

LRI ED
fewuft: wer St IEREt & e W nuTid

Clotrimazole:

3R & YU : Uiequr & foeed: wiferdt / ey &1 Tl faerg
golTar: <81 (<)
TRAHTE & IK: AfgS
JdaTn: LOAEL: 50 famm/fem IsifRes 1R
TR IS &Hd IR UHTA |

TR R & AP R UG G0 3 fveT: Yoy Rig faem|
wl%remi‘c')

f[admraTe® fauTaddr: LOAEL: 100 firm/fe Ikie R
gfome: Yor-miey g fauredan, eeiforie Hd T8t |

Tieor 3t fpw: yor-miy Rig] fawm|

genfa: g7 (X©)

tﬂfﬂ%&ﬂ%?ﬂ% Afas

fadmraTe® fauTaddr: NOAEL: 50 fFrm/fam IRIiNe 4R
gfeomy: yor-mies Ry fawreddr |, eeifsrie gy T8

Tieon ot few: yor-miwy Rig) fasm|
TSIl g (H139)

TEHHIE & I MRS

fasTTE® fauTdId: NOAEL: 200 f&m/fom RIS YR
gfomd: TR RIY] & faswr R gHE T8t

uﬂ&rﬂTaﬁW Yor-miwy g fasr |
EEIIGERCIIR

TEB I % TR DRA®
fomrareT® fauTadarn: NOAEL: 180 f&rm/fa IRING 4R
gfeomd: TR RIY] & faswr R guE T8t

ST faNToRTaT - Sfiche D ORI R o0 T TR & SMUR TR Yagd BRI SR Yol
&A1 TR Ufddd UHTd ST WY ad e g1, uel R {63 m
TN & STYR WR [IHN R Ufdgd THd & $© 99d &

a'%lﬁ\%lﬁﬁﬁﬁ:

3(ARdT & UHIT : U0 o1 fore: eI / 3R BT Tl fas Ty
golTar: <81 (<)
TEAIHTH & I FTd a1
TR HunES

feuoft: v Sft IRt & Ser W enefia
TR RIY & fabra RuHE! gl Bl e Yo Rig faer |
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& Ser e A
Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

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

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
TSIl g (H139)
TENHRMA & I e o
TR S
Gentamicin:
AT & YHTT D ORIE0 Bt fobe: G Uil gs e favrdddn srera-
geTifar: T ()

JaRdl: NOAEL: 20 i/ IRife UR
giony: fi Ayl ufied UuTa &t ga-T Tet ot

TR R & AP R UG G0 3 e Yoy Rig faewm|
S IRRCRUIE]
fom TS fauTaddr: NOAEL: 3.6 i/ IIRIRS UR
Ui yor-rHey Rig] fasmear &6t

Yer0r o1 fore: yor-miey g fawr |

yiTid: 6T (Re) L

Ulef[on [ % RIxd: gclHRcll1dd

fapTaTHS fauTaadr: LOAEL: 75 form/fas Ikie 4R
Ui yor-Hey R fasmerd|

qﬁ?ﬂaﬁw wnﬁwMﬁW|

W%W s?raﬁaﬁw
fomraTd® fauTadar: LOAEL: 10 fiRm/fa i IkiRe 4R
gfvoms: TR RIg] g &)1, faeuansit =gt & i

qﬁ?ﬂaﬁw Yor- ey Ry fas |

W%W ERILINEIEUK]
fomraTd® fauTadar: LOAEL: 50 firm/fa IkiiRe 4R
gfvome: TR Ry g &)1, faeuansit =gt o=t i

ST foSITerRTd - Sfida . A4 USSR Sega- ¥ f[de ™ WR Ufded uHE
HHRIAD T

Betamethasone:

MR & e R uyEl © Yofd: SR
TAIBRA & I AFGUREf |
fomraTe® fauTadar: LOAEL: 0.05 ffrm/fa IRiNe 4R
gfvoms: T Rg) fawreddn|, faeudrei ¢&t mi |

golTar: <81 (<)

TEAHTE & I & &

fomrare® fauTadar: LOAEL: 0.42 ffrm/fe IRiNe HR
gRum: faeuarel it mit
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& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifaH IR SR} HA B dRIG: 10.10.2020

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

wﬁr:w(m)' N
THIH R o I ANGUREf J
fomTaTd® fauTaddr: LOAEL: 1 fi/fam IkiRe YR
o faeuarel 3wt mit

ST foSTerd - Sidpar D ORI WR el T TR & STYR WR fad T WR Ufddd UHTd &1 Wy
d e B

STOT - Tohd Siifgw

JUA] BRI R aFfiepd gl

STOT - Sg3T sifgw

e Brefl= 7 TRIGT CuioR (Figy 3f, TfcRelt o3, #He, YrgHd wofs, Iod, Siftigees Ui (Teiae

1)) ST Bl T Ug AT 8|

3Ad4d:

Clotrimazole:

| 3agd . fOFR, Tet, siftgae 3R (Tedea wWis) '

e ;e o1 URT SREUT BIF IR 3T (SRR BT IHuT g
o1 gl

Gentamicin:

e 3agd : T, fat dE

e : aﬁ?fmqgmﬂ&r{&rwaﬁmawmmw
REEISIN

Betamethasone:

e 3agd L Uiy Uiy, uforel 7, T, ursHY WS, Yo, siftigae Uiy
(TST T 8)

e : aﬁ?fmqgmﬂ&r{&rwaﬁmaﬁu‘ummw
PREISIE]

U G fauTaaar

AdYUd:

a@ﬁ‘mﬁ:

BV L gl (e)

NOAEL : 5,000 mg/kg

TAIHTA &b I ;

P g7 & ford gudh o 2yr

(THIUTSR) gl

I aa
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& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifaH IR SR} HA B dRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
I : g1 (), AreT (fraa)
LOAEL . 161 mg/kg
TAIH R &b I R O AGE |
fram g & ford Tuss : 90 Days
(THIUTSR) g3l
Clotrimazole:
PRI G RR )|
LOAEL . 5-40 mg/kg
TEAHTH & I 9T YUD
frds g9 & ford Iudh 3 Weeks
(TFUISR) oMl
& 3qgd CoodT
3R : NS, T, AR, el
B R (T)
LOAEL ;10 mg/kg
TAIH R b I
P g & o) Ius 18 Months
(THIUTOR) g . .
&I 3aad . TR, et siftrgaw 3R (Tedna )
I -l
LOAEL : 25 mg/kg
TEhIH & I nfae
frds g9g & ford Iudh 6 - 12 Months
(TRIUTOR) gl . ‘
A& 3aaq 3fdgae Ui (TSIHT i)
SNIR Y oI, 3AYYUl, Il
T Srepiga:
LRI L 981 ()
NOAEL : 1.072 mg/l
TS & T A ISKEIIC R t)
P g7 & ford gudh . 28 Days
(THIUIGR) gl
LRG| OECD usterur feenfader 412
Gentamicin:
IIIG] il
LOAEL . 3 mg/kg
A . e
foa o & o) Tudh 12 Months
(TFAUISR) gaTl
&g 3fqud : 113{
SR : Jeel, Yb g8
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&1 e e A

Clotrimazole / Gentamicin / Betamethasone " ORGANON

(0.05%) Formulation

THRUT Ty &1 fafd: U931, Ja: 3ifaH IR SR} HA B dRIG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
PRI DoAR
LOAEL ;50 mg/kg
TAIH A &b I L Tg e A
frda g & o) Iudh : 3 Weeks
(THIUTSR) g3l
eI 3T : TEf, i vm
PRI DAR
LOAEL © 6 mglkg
TEAHTA & I Aol &
frda g & ford duss 3 Weeks
(TFUISR) oMl
| 3agd : X9, Ta], Y e, (R
g L g1 Re)
NOAEL : 5 mg/kg
LOAEL 10 mg/kg
TAIHTA & I Aol §
frda Ty & ford duss 52 Weeks
(THIUTSR) G
&g 3aad : e, e
gl LRI (@)
NOAEL : 12.5 mg/kg
LOAEL 50 mg/kg
TEABLA & I AigulREl §
o g & o) Ius 13 Weeks
(TFAUISR) ol
&g 3{daq : ﬂa‘f
Betamethasone:
Tt G RO
LOAEL © 0.05%
UGB & I GGl e o
frda g & ford Ius © 10-30d
(TFIUISR) gaTl
&g 3fad Uiy Uiy, ufarelt &3, 7aa
Tt : gRI (T)
LOAEL © 0.05%
TENH A & T GGl e o
frdm g9g & ford Judh 8 Weeks
(TEUISR) g ‘
&Y Aqgd YIZHY TS
ToTta L Hu® (HIS9)
LOAEL ©01%
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& Ser e A
Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

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

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
UGB & I L T IUH
P g7 & ford Iudh . 8 Weeks
(TRIUIGR) a3 _
Y 3fqud D YRAY S
EIIG] -l
LOAEL : 0.05 mg/kg
TRHIHTA & I . ARk
oo THg & fod Tues : 28d
(TTISR) g . . .
&g 3qgd L e, ITSHY s, e Y (TedHd WE)
Y& AT
YA TSR R Fffhd 8]
HdYUdq:
W da:

U1 91d @ 1 39 uerd a1 fyyor @ Ara § wqdRe T &1 89S giar ¢ a1 391 AT T |
3T {9 A THUYRTH fauTedar &1 gfs sidr gl

U9 S| & 91y 3gya
3qyd:

Clotrimazole:
Y U L SHTIR: T (XTM), Gorel, BTa TS, ST, aret
[RUGESE L IR IR et <, Adel, Iecl, g5

Gentamicin:

[BUNEE L 8T 3faad: &l
e 3fayq: Hiast B

Betamethasone:

Y RT TG0 BT L TeT 3faga; 3figad Y (TESd de)

T § U © 3NR: ATl , SIa

12. uTRfRUfa@Ta Ja=n

rivfRufa® faurarar

Sdd:

a@ﬁ‘mﬁ:

B ENIEARELIESKI : LL50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): > 100 mg/l
P Imy & ford WU (TaUIoRR) §31T: 96 h
X o ST STer gerd: ofd JEmrifoTd iRt
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& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

Apuhlic

BT e B fafd: U349 FeR: ST IR SR FRA B dRRG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
8T OECD udigrmr fezmid=r 203
fewoht: v SRR R & Ser iR enerid
SHAT T 3= e-3fed © EC50 (Daphnia magna (@Tex E&h)): > 10,000 mg/l
ERCRAELIESG o T & o) Fudh (TauioR) g3l 48 h
X o ST STen gerd: ofd JERifod iR
femoht: ve SR IR & Ser iR 3neTid
Qara/STed uiel o fawregdar T sh'sqa( Pseudokirchneriella subcapitata (Eﬂ??la'l?f
(Tasi)): >= 100 mg/l
fordm Tra & ford Fudh (TaITIeR) g3 72 h
oXc forar oI aTen gard: S gHmEifoa iRt
T 3 3.4 S 2 fdwr 201
fewoht: v SRR IR & Ser iR 3nerid
ST g 3= dexfed : NOEC: 10 mg/l
ERERGCNIESCIRERCAING P Ima & ford Tue (TaUIoR) g3 21 d
IELIESED) USTIfd: Daphnia magna (dTex Ue)
oXc forar 9 aTen gard: ST gHmifoa iRt
femoht: Te SR IR & SeT IR 3neTid
Wit A
EENIEARELIESEI] : LL50 (Scophthalmus maximus (€8e)): > 100 mg/l
P gmy & ford WU (TaUIoR) §31T: 96 h
e fopar o a1l verd: Sra wHmaifod 3w
fewoht: v SRf IR & Ser iR 3nerid
SHiAaT g 3= de-fed . EL50 (Acartia tonsa): > 100 mg/|
SR fasTaadn fa Ima & ford WU (TaUIoR) g3 48 h
e fopar o a1l verd: Sra wHmaifod 3w
fewoht: v SRf IR & Ser iR 3nerid
QaTel/STelTg el Y fasTarda EL50 ( Skeletonema costatum (W)): > 100 mg/l

BRITS®H-1-0l, gtﬁ%lﬁ%s
Al ol fauradar

| fpam THg & ford Tudh (

5R) §3M: 72 h
T a1 9IM 91 yerd: S gHEmifo Sier
fewgoht: wer St AT & ST R SeTRd

NOELR ( Skeletonema costatum (wﬁr E@GI)): > 1 mgl/l

o Tg & ford Hudh (TauioR) g3 72 h
T fpur S a1 yer: o gHE Sfer
fewoft: v St It & S W anetia

LC50: > 1-10 mg/l

' WW%@W(@H‘@T)@@H: 96 h

fewoRt: wes St AR & ST IR SeTRd

21/ 28
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&1 e e A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

BT e B fafd: U349 FeR: ST IR SR FRA B dRRG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
S Td o dexfga : EC50:>1-10 mg/l
SR fAsTaadn o wa & o) Hudh (TaUIoR) g3l 48 h
femoht: we SR IR & Ser IR 3neTid
RaTel/STelg arelf b1 fawTerRddr EC50: > 10 - 100 mg/l

Clotrimazole:

| b T & o U (THUIeR) ge: 72 h

fewuft: uer St IERET & e W nuid

T3l B fauradar : LC50 (Brachydanio rerio ( SISTTHRT)): > 0.29 mg/l
™ Tma & ford Tudh (TaITISR) g3 96 h
TRIBT: OECD URIefur fe=mfAgsr 203
SHAT TE 3 e-Xfed :  EC50 (Daphnia magna (dTcR l)): 0.02 mgl/l
ENERACLIESEI] o Tg & o) Hudh (TaUIoR) g3l 48 h
aTe/STelg el &Y fasTadr EC50 ( Desmodesmus subspicatus (Eﬁ BICI] (Qc_\rﬁ)): 0.268
mg/|
™ Tma & ford Yudh (TaITIeR) g3 72 h
NOEC ( Desmodesmus subspicatus (Eﬂ ard (Qc_\rﬁ)): 0.017
mg/l
P ama & ford Tus (TaUIoR) g3 72 h
TH-Thaexy (SATUTe Sfear 10
[ELIESGD)
Sharuait 7 fasraan : EC50: > 10,000 mg/!
o wg & ford Fudh (TaRUieR) g3 3 h
U&7 o1 fohe: 4T9-URA | =hlac
Tt 3 3. S 2w A= 209
T3l B fauradar (RR&1fae : NOEC: 0.025 mg/l
fwTaRTam) - ama & ford Tus (TaUIoR) g3 32 d
SIS Oncorhynchus mykiss ( cl3¢)
Tt 3N 3.4 S e A= 210
ST Td 3= Hefed . NOEC: 0.01 mg/I
ERERSELICSEIREREAINED P amy & ford WU (TaUoR) g3 21 d
[ELIESED) USTId: Daphnia magna (9Tex U<l
Tt 33 . e fdwr 211
TH-Thaey (RRepifered wieek @ 10
[ELIESED)
f<a srewiga:
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TR SeT 2t Lar

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

BT e B fafd: U349 FeR: ST IR SR FRA B dRRG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
EENIEARELIESEI : LC50 (Pimephales promelas (Fegs fHa)): 460 mgll
o g & ford Yudh (TaUIeR) g3l 96 h
SHAT T 3= e-3fed :  EC50 (Daphnia magna (dTeX h)): 230 mg/l
ERETCLIEREI] o T & o) Hudh (TauioR) g3l 48 h
T 3 3.4 S e Fdwr 202
QaTel/STelTg el T fasTarda EC50 ( Pseudokirchneriella subcapitata (81 RaTeT (Testl)): 770
mg/l
™ Tma & ford Judh (TaITIeR) g3 72 h
Tt 33 . T Fdwr 201
NOEC ( Pseudokirchneriella subcapitata (83} RidTet (Tesil)):
310 mg/l
P Ioy & ford WU (TaUIoR) g3 72 h
Tt 3.3 . e fdwr 201
WA Td 3 Hefed : NOEC: 51 mg/l
SR e (RR&II® o wg & ford Hudh (TaioR) gofm: 21 d
[ELIESED) Ui Daphnia magna (9TeR Uil
TWr: 3 3.4 S e gz 211
Gentamicin:
SHATT Td g Ae-Xfgd . EC50 (Daphnia magna (dTc Tl)): 86 mgl/l
STereR fauTadan o Tg & ford Hudh (TauIoR) g3l 48 h
Tt 3N 3.4 St e w202
LC50 (Americamysis (ST USTTfd)): 30 mg/l
fordm Tma & ford Judhs (TaRTUISR) g3 96 h
TRT: gug-HY Sididided 850.1035
QaTel/STelTg el b fasTarda EC50 ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)): 10

I
%ﬁw%%ﬁm(m)g&n: 72 h

e 8 $ 4t & e R 201

NOEC ( Pseudokirchneriella subcapitata (Bﬁ ard (Q?rﬁ)):
1.5 g/l

P gmy & ford WU (TaUIoR) g3 72 h

T 3 3.3 €. 2w A= 201

EC50 ( Anabaena flos-aquae (TTSAISGCIaN)): 4.7 pg/l
P gmy & ford WU (TaUIoR) g3 72 h
Tt ot 3.3 2w A= 201

NOEC ( Anabaena flos-aquae (TAISaH)): 1.6 gl
P ama & ford WU (TaUIoR) g3 72 h
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&1 e e A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

BT e B fafd: U349 FeR: SHfoH TR OIRT &3 &I aRIE: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
et o153l e Fdw 201
TH-Thaexy (3ifard! Sierer 100
[ELIESED)
SitaTops | fasTerdar : EC50: 288.7 mgl/l
fora THg & o Yudh (TaUIeR) §3MT: 3 h
TJ&10T 1 foh e YT9-Ud | Fhlac
T 3 3.8 e A= 209
TH-Baexy (RRP1a® oadar @ 1
[ELIESGD)
Betamethasone:
SHAT T 3= Ae-Xfed . EC50 (Americamysis (17T USTIfd)): > 50 mg/l
STereR fauTean P Imy & ford WU (TaIUIeR) g3 96 h
QaTal/STelIg Uiel F fawreddr ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬁ PG| (Qc_vﬁ)): >
34 mg/l
P Imy & ford Wue (TaUIoR) g3 72 h
ThT: 3.3 e = 201
fewoht: facaar & dim R &3 faraddr T8t
NOEC ( Pseudokirchneriella subcapitata (EQQI BICI] (Qc_\:ﬁ)): 34
mg/|
WW%%&W(@@W)@W 72 h
Tt 33 . e Fdwr 201
fewoht: facaar & dm R @5 fauraddr T8t
A3t @l fauredar (RR&1feiee @ NOEC: 0.052 mgl/
ICLIESEI) fra™ Tma & ford Tudh (TaRITISR) g3l 32 d
T Pimephales promelas (W@E &Eﬁ)
TheT: 3 3. St e A 210
NOEC: 0.07 pgll
™ T & ford Tudh (TaRTISR) g3l 219 d
T Oryzias latipes (\_rlTCrFﬁ fIW)
THT: OECD Utefur fE=mfAdsr 229
ST Td 3= He-fed . NOEC: 8 mg/l
STereR v (RRaTe® o wg & ford Hudh (TauioR) gl 21 d
[ELIESED) U Daphnia magna (dTeR Uil
TheT: 33 T e 211
TH-Baexy (RRIA® SR @ 1,000
[ELIESGD)
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& Ser e

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

Apuhlic

BT e B fafd: U349 FeR: ST IR SR FRA B dRRG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
R 3R Ao
3d9d:
a@ﬁﬂm:
e SAHHUIT BT & L ORUTH: G & 1Y Wihide dile ¥ SashHUbR]

BHITSH-1-0l, SYIfFERICS:

Sfd THHUIT B &FdT

Clotrimazole:

U A fRRA

e srepiga:
Sfd SaHHUT P &HdT

Gentamicin:

Sfdd THHUIT B &FdT

T Sifae J=a=

WA A

fayre Tuiies: (T
gAY

afra GIWﬁBF[ :
fayre Ui (T
SfiecHIe/arT)

@fsTsiad) 7 g4 aran

W SaHHUET: 31 %

o Tg & o Hudh (TaioR) gofT: 28 d
TPBT: OECD Utefur fe=mAaer 301F
fewuft: uer St IEREY & e W nuid

: UROIE: T & 1Y Ui diids ¥ SHIhHUTBRI

CRIESESIREREIS]
STHAUET > 99 %
P Ima & ford WU (TaUIoR) g3 19 d

D OTerg fIsINT: 50 % (242 d)

: ORUITH: YA & 1Y UIpide diid Y SahHUGRI

QIRISESIERIEREIR]
SIHHUIET: 92 - 96 %
- ama & ford WU (TaUIoR) g3 14 d

;g g i 9 3uafiford g areft

Sfde THATET: 100 %
o™ Tma & ford Judh (TaITIeR) g3l 28 d
TPBT: OECD Utequr fa=maer 314

log Pow: >4

. Rudh: uReseH

log Pow: 1.05
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&1 e e A

Clotrimazole / Gentamicin / Betamethasone " ORGANON

(0.05%) Formulation

THRUT Ty &1 fafd: T9.81.u9. 9 3ifqH IR SIRT A BT ARRG: 10.10.2020
5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016
Gentamicin:
fqurer Tuties: (T log Pow: < -2
3facIa/ar)
Betamethasone:
faUTS T[uries: (T log Pow: 2.11
g AIe/ar)
firdt o wfa=fteran
3T IuA el
3= yfded yuE
31 A et
13. fArger Aifgard
fueR & e
/W I w1 7 (uer) T fafeEt egEy B |
gita ufd : Greh fSsdl Bl 9% B gISd B dTclt hdTeiet A SHgahaiT a1
T & ford o S|
3R 3T fafAfEy =181 fovam Tam: sgad Idie & U &
fAgem H |
14. Ufag= gaAT
iRty fafraw
UNRTDG
UN FsR UN 3082
Aragd &1 get 19 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone, clotrimazole)
a1 9
OfeTT U [
NEN] 9
31ms € & T-31 ot 3R
/373 B =R UN 3082
m;@‘[ a9 Environmentally hazardous substance, liquid, n.o.s.
(betamethasone, clotrimazole)
G 9
ofeT U I
NEN] Miscellaneous
ISSICEHEFNHR RGN 964
EEFSEE)

26/ 28



&1 e e A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

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

5.4 09.04.2021 610542-00013 Ugell IR ORI H Bl dRIG: 29.04.2016

fEsaed! @1 feamad @t gars © 964

SEE)

qgfaRur & ford WaATs Lol

(@)

3T TH 81 Sh-dis

UN dsR : UN 3082

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

gt )

e U Sl

GEG] : 9

EmS dfgar : F-A,S-F

TS UguH . g

IMO JUFBRUN & AR Uid H gRkagd &

3Tyfef fore U Uirsae & forg am] et

IuanTEHar & fore faxiy araenfai

Tgl fau 7 ufag avife_ur Had GemT & Wil & ol §, 3iR ThHE ¥U ¥ 3fFidss 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 fiyor & g Grem, W@y, 3R yafavor & faframfaus

39 I & 3fayd fAwfiafl@d sHa= v § gRa §:

AICS R CUIRG T
DSL R CUIRG T
IECSC o fuffa &t
16. 3= AT
Sffaf¥ed SIS RY
a1 2ffe & ddhad & ford . %= HId SDSs, OECD eChem ¥ 3{idlke d@-id! scl, 3T
TIRT fohdl 4 axaras TIéd Wit aRume aut Rg e Tei,
http://echa.europa.eu/
fei® Uy . RAamad
3= AN & qut arR
ACGIH . gudu| ACGIH IHR™EN AH (TLV)
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Clotrimazole / Gentamicin / Betamethasone

= ORGANON

(0.05%) Formulation

THRUT Ty &1 fafd: U931, Ja: 3ifaH IR SR} HA B dRIG: 10.10.2020
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IN OEL D YRA| S oA B $ I gerdf &t srafd & wiR
ACGIH / TWA © 8-Ue, gHY- gui 3d
IN OEL / TWA D gug ard ehgd
IN OEL / STEL . 3[OPIId 3REUT TIHT

AIIC - 3T Tl & Sffeferrs el ANTT - sifor & g yffl uftae Toidll; ASTM -
SAReT ATl TdieuT HTACT; bw - STST 31 39; CMR - HIRIAOH, Geoifd a1 Joi+ favaT; DIN -
S AFPIHRUl I & W AF%; DSL - aiqqazfﬂjﬁ(m) ECx - x% Wfdfshar ¥ a1
IHe; ELx - x% Ufafehar ¥ &t ST &x; EmS - ATUTqHhIe- Uegd; ENCS - Hiel 3R =Y
RS Tard (ST9F); ErCx - x% s & Ufdihd § &1 e, ERG - SUddIa uidfhar
TMES; GHS - 4 TR TR AT RiteH; GLP - Sredl GHNTRITE U2/T; IARC - HER R Sa & forg
TSIHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YR AR # WaRAIeh 15! arcl
%ﬁﬁmﬁvm%iﬁ: HfgaT; 1C50 - 31T SfiHad RIS Adha; ICAO -
SRITT AR faAA W6, IECSC - I & Hival I™MH® Uardf &1 3dedl; IMDG - SHRig™
T GARATD IS IMO - SRIFT Tl W16, ISHL - NNy JR& SR WA ST (),
ISO - AM®IHRUT & T SfeRTFRT 13, KECI - HIRAT Hie[aT T8 $de; LC50 - TR 3Marat
®1 50% BT Gidd Tobgd; LD50 - URI&UN SHTETEl BT 50% B Gl WRIH (A1 °ldd GAD);
MARPOL - STgTsll ¥ UgNUl &1 AHYUMH & 1T SIaRTFR T9a; n.o.s. - 3T FAEE =&T; Neh - feredt
f798; NO(A)EC - s@died = fdar Tar wfded) WU Hdhg; NO(A)EL - iadre- = fdbar
(uﬁ@)mna'w NOELR - TR-3(q@AI-d1 YHId AGH &x; NOM - SIS dfaae fam;
NTP - T8 IR BRIHH,; NZIoC - THRFT @ =g 3 33¢8); OECD - e TealT 3R
I TT6; OPPTS - IS TREM 3R UGHU AHUH HRTAd; PBT - RITRR, Sa-THAHR0T 3R
fqwred uard; piccs - Wﬁﬁﬂ%wﬁﬁﬁﬁﬁlﬂﬂsﬁﬁ (Q)SAR - (AHTEE) IXTT
Tffafy Tafer; REACH - JRIUN T¥eE 3R I UsiahRul, eide, WASGR R ufady aRug &1
fafae= (EC) 7. 1907/2006; SADT - W-dldgdl 3{qde drgq; SDS - YR&T saf 2fie; TCSI - qrgar
A terd $hesl; TDG - WaRHATe HTd &1 URkag; TSCA - faurad uerd Fa=or sififem (wgaa
5y 3RS, UN - ¥gad Y; UNRTDG - aﬁmww%uﬁa%:rmwﬂgaﬂw
VPVB - Tgd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HT-RId WRATdh ATt a1 qorett

T &M 37 Ste & SUF THIRH &1 dRRG & &} T TSR §AR I, THHRT SR {3y &
IR T G| SHHRY B QRI&T &1 I JUTA, TIRT A, UichaT 3, T A, URagd Hee,
fAgem B quT e & o Faa Anfex= & wu § fEoma= faar man g qur e ueR & ard ar
ToraTT &1 fafe=T T8t AT ST | Judsy B T ISR 39 SDS & XY W ugar Tt Haa
faRry areht @ Tefid 8 aur sSDS wrht &1 ot oy arlt & Tate H a1 it o ufshan &, 5|
% U1 H 7 FdT1 71 81, TRANT & IR 94 a1 81 ol ¢ | It Tiiaansdl &1 ang 811 W, Taiad
¥ sifam IaTe & SDS-UT & JUGEIdT HT BT B Ted 28d B, YA &, Uishar d
TYT T B & 30 34efiy &1 o ARy el & e iR R &t weten & =nfeu |

IN / HI
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