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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

1. ITE Ud HHI Bl Ugd=

werd M - Clotrimazole / Gentamicin / Betamethasone (0.05%)
Formulation

frafansmyfdeat

C2eE] * Organon & Co.

Ydr 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

TAHmH © +1-551-430-6000
SMTUTABRTA CATBIA TR . +1-215-631-6999
3-Hd 1 el ©  EHSSTEWARD@organon.com
TR OR Ry o ufdsy
RprTes uanT T i
IUINT R gfaey v s i i
2. @a B ugaH

frmfor, YeRUT 3R & STATd WaRATS T FraHTaett, 1989

Tiffevor
SgEt-1 & 4T | A Fefd TFds & SuR @R & wu & giifpd 781 8

Sit. 9. 8g-auffevor

S fasTardan : faumT gat

fAfya deg-oi ¢few fawrgaar  © faumT ¢ (figw 3y, uferelt &3, 1@, ureew ds, Yo, Siftigad
- TRIGd 3RET PIRICSHEGESS))!

AAPIAD () T Wl fAURTR
I (Soh) el @avT— © faumT g
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

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

5.10 30.09.2023 610542-00019 Ugell IR SIRT A BT ARIE: 29.04.2016
ofl.va.u9. d9d 9@
Sifad &1 e : ‘% ‘%‘
BERICH SR CGN
BT Fra=i e : H360D 3T I & g1 Ugar Tl |

H372 <t STef= a1 TRTga Uauter (Uigy 4fY, ufereft o3,
HY, UTSHY i, e, 3iftiges U (TS i) ST i
TRI TG |

H401 STereR Sita & forg fadrer|

H410 STeeR Stad TR T R TS 3R 91y g 3ieawd fasa|

wgfaardl/gafay™ sam SN

P203 IUART & F Uga T+t gRefm e &) o %, U $iR
RECIRVINE Y

P260 g1 a1 YT & a1 J 7 o

P264 IATAH & d1G @l B 3! a8 T

P270 39 IU1GA D! YA HRd TG W1, YHT I YHuH Td B |

P273 IIdTaRUT H DTS- ¥ URER B |
P280 Y& X/ I 3R 3G T/ I&f07 Ug |
[CAS LS
P318 3[R 3{ATaRUI g1 4T fora Y, feraa<ia game <
P391 BADId UhAd BN
HYSRUT;
P405 HER drdl H |
fAaru:
;(71 e &1 FueRT Wied dt Sivd sREH 3
3= It foreeT afivome o=y aeffewor =8 gharl
M RIGE
3. Y4l BT USRI
garf/fysor : forsyor
3auq
e 9 N T (FE) - TR | TS (HFITRRM) (%

w/w)
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Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation
TWHI0T Y Bt fafd:

Y. 8109, AR S TR 9R B3 DI GRIG: 04.04.2023
610542-00019 gl IR SIRI A DI dRIG: 29.04.2016

5.10 30.09.2023
ERINRE 8009-03-8 >=10 - < 20
WG I 8012-95-1 >=5-<10
TRISHH-1-0l, SAFIACS 9004-95-9 >=1-<25
Clotrimazole 23593-75-1 >=1-<25
9T Sfehigd 100-51-6 >=1-<5
Gentamicin 1403-66-3 >=0.1-<0.25
Betamethasone 378-44-9 >=0.025-<0.1
4. wryfie Rifeer & surg
g I © 3R gHedl 81 I qegd 31 9 af af Afshd W T T &Y
d &0 €6 Xg 31 bl &1 &R fRufa o Fafeita warg o
AR WY gRI U8Vl 8l W1 : gfe 91 gRT U5 o foran Y, ot aTeht gelt ga1 § o S|
Rt Tgan o
3R 91 ¥ YU g ST . gWd g W, R @91 Bl T 3R Igard U I T B |
TS %l U4 Sd SaR |
fafercita wgan ol
G € Ugd g 4l
. QTN § Ueel 9 S P ST e U
3R 3G § U g1 ST : gam (Oeee) & o il &l art § el
gie o I 8 3R SR IR, o Fafeciia weam ||
3R fATra feran Se : gfe fAerar o, a9+ URkd 7d |
fafer i qeai of|
Ut & 1Y 4§ 31 aRg Pedll Bl |
T8 AEaquf & 3R L e IR 1 g1 U Gl &
THTE, G g TR &3t ﬁﬁmqg&?@ﬁ&r{w@ﬁmszﬂﬁr(ahm)ﬁw
T fafdren & TRem : mumﬁrwmaﬁaﬁ&mﬁv&nwmﬂhm%q qT
SRIH Bt YU B9 TR YA T dAfdids YRETHAD ITHI
BT IUTNT HAT I1eT (WS 8 W )|
EIEREEANCESCRIl D o SR WEalT ¥ SUER HR|
5. JAFI=HA U
I9ged PR Hifgar T R
Terehgiar-UfaRleh Zm
HTe SRAHTHIARS
T[S LT I
SR (M IH G AEH ¢ 3
AR F IRARRT @R T8 I &1 U W F ol T TavT g1 Il 3
GRATH Gg-1 TG . HREA RS
3TT) 2 & ARy o © g RS O3 TNt % off R R SR S-urg
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

IATRUI & 35 Bl |
T S o1 38T A & I8 TA-BeR &1 YA He |
SR U1 BT YRI& § Al 3T & & I &ifag= dbeR e o

SIE & WTell HRa |
M & U ARV Sad @ W & OH WR, W9d-MafAd 419 Iuaor ugH|
RECZU STt Y&TET® JUBRT TN He |

6. 3T AT® Rele Ut
Jufdad AEUT, ReTAS ¢ Aol &1 IS YA HY |

USR] AYT STUTAHTE IRIEa BefeiT Rl (WS 7 3% ) 3R fdaTd JRem Su@ui
gfehaTe & gITal (TS 8 ¢W ) DT SATATA By |
YgiaRuit graen=ar . IR0 A B ¥ URER I

e HAT A&, SR 3w Rra a1 SeaTd &1 A |

S AP 7 thad I AP (IaTexuT: =0 a1 ad Afdrepn)
Hgftd Ui T U i @1 Td T

¢ AgaYUl SAbId UK 1 81 ¥, a1 R WGl HI

gferd &1

IBTs B AR BaT AAB © 3R e g 7 A

& uerd ud e 93 g & oy ST a1 31 Iugad AU UeH & dlfds
Tharg 3R 7 931 IS TP B T Ui &Y Uy fhar S Teva &)
dl IY IUGad HeR ST B TR BRI

IUYS TEIRSC & 1Y B Pt AW AT B 9Ih H |
R a1 A1 fafaw 39 verd &1 famfi ik Fue &3 &
fore AN B Ihd €, Ty 81 39 ARigey 3R 3rgeny wR off o
(@ yerd @) Refie 3 THTE § ST Y 7R o 31 ST B

faufg 31 8 i P farfiam e 8ia €
T THSITH & STHTT 13 3R 15 F© RIH 1 I Rebrgrie
& TR T IFHRI U Hd § |
7. TATA 3R YSRUT

qPH-1p] SU™ ;U (CERUIER) ¥ g9 & (a=0n/fAel s9ra Sy & dgd
SN S ¢ |

R / $o dfeawH : 3R T Afea=M Sudsy &, dl R Fe dfed’E &
1Y SUART B |

IRIEA grieH o forg L @ g HUS! W AT RA

gt PG AT UG &) A A 7
e 7|
3Tt & 1Y g § URER B |

AT & 971G @l I 3! a8 U
3B RIS TFdT 3R YR&M TATST & SFAR HHT, il
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

BT =ne o fafd: Y. 8109, AR S TR 9R B3 DI GRIG: 04.04.2023
5.10 30.09.2023 610542-00019 Ugal IR SR} & B aRIG: 29.04.2016
PO TRIUISR THT TR TR 8
& B HH T ¢ IR G |
Y JAIG &I YA HRd I WM, UHT AT YHUHE Fd D1 |
w@g&h@ﬁ@ﬂﬁﬁwﬁ@, 3R TgiaRur H 69 I
®H |
Wi HeRu o gRfRufdar  : 318 kg U dad bt gu fSaal 1 3|
USR drdt |
B DR G HRb T4 |
o=y ISt fafedt & SR HeRu Y|
S UeTdl § : FofaRed TeR & dieae & Iy A 39
g SiRiHRUNY Toley
8. Siifaw ferd=ror / foreft gram
FARIA 0 & US| & A1 3aad
3ayd I T T (B¥) | 59 PR =T Ut / YR
- TR (3IRETUT BT Rt
UDR) HYACT
Telrerad 8009-03-8 TWA (@¥R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH
o+ I 3i=M)
WMt et 8012-95-1 | TWA (@WR) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH
o+ I 3i=M)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB 3idfyd
2)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 3ake
2)
SR STHBRI: OTO
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | sfidi®
SfARad SR @
| O &Y T | 10 ug/100 cm? | 3riaRe®
it forsor ot SonfafeT o @1 ufRR fewga gt srffad gH

T 3R IaTal, BT, 3R Tafarur & & & fow GMP &
Rigidl o IR Haferd foar ST arfgul

3ifrard =0 3 fopdt eft T Bt 3rgafa el B

s TR Rew a1 Ay Wenfifeal o1 waurd &1 |
TR TRINATSRM & o SHTaHT JiS[g 81, < JanT=men #
TUTA T IR, I ¥ § FET18 BT 175 SI9-JREM Hio-e, /A
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

TS, BT IWATE H | 3R Tg JHIGT HIS[g el §, o arga ¢ ot
gl R T |

freht aama 3t InEh

YT el g : TR gaf wg e dfede Sudsy 8 § a1 ToueR
3fTra SRR feem-Feen & S1eR TeueR yefid #Rdr g,
Al T YRET BT SUANT DR |

fheex TBR . Igad fFHUT 3R Bre-e A YR
BTl daeh s

gard D A e

feaoft ; Sue e W faER B

3 Heet s D HI3S Tiies AT & 1Y QRETIAATURH |
3[R HTH & HIGS a1 Tiafafd & eet ot fRufea, o a1 Ty
e g, ol Sfer Tred v |
IR Yd, Y, T7T TR & AT Y Yudh & FH1aT g1, ol
Toefics a1 IR AT BT 3T TREUT UgH |

91 Td IRR aeht s . odf a1 ganTRITa e | HE B
IR &9 &1 Al o F91d & fo1T B} off g1 H & 3MYR W
feaiad o) |
Hutfad gfid wus FMaraq & fore Ifra SRifeiT aob-ia! &1
ST B |

W=l gadl Sur D 3R WA IWINT & GRI IHIAH & U H 3 B JHIE g,
@ BT B b WM & BT 1Y 4 Pt yorierar iR Jreq
QMR Y& B |
TN & SR, ST, FHT1 31 You= 7d 3|
TN HUS! B O & 916 B R I SXqaTd |
gfaeT o guTdt darad 8 Soitt-aie fa=or o witen, Ifad
I YREM JUBHRT, IId SN R ufRk=ie ufrarst,
N s AR, fafdren AR SiR srawiTgs

[BEELCIRSSEINRIIBCEEE G
9. Wifa® Td Traf~® 1T
feaTae EC
1 © ST IUAsy gl
Tig : 8T Suasy gl
Ty BY g LS U el
DIReG] ;3T IUasy gl
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
30.09.2023 610542-00019 Ugall IR SIRT R &1 dRRG: 29.04.2016
fUgam/ds &1 arga= . STl Iuds el
IR Iga S fdg/ Iaad @ SeT Uy ol
CARsIE]
waw g © 3T U g
BT B &R : a1 Iudsy et
SaeRITEdT (319, 9 ) R o i o
SITTRITTAT (AR Uere) D 3T I e
3= fawpie I/ SR 3T s gl
AR T (30
ToHfafee! formie)
&Y fawple Iar / ad STl Iudsy gl
SAARITEdT ST (TSR
THodfafere! formie)
G EEEIG] : ST Iuasy gt
o8l I T : 32T U el
qTuef T D 3T U gl
g9 . STl Iuds T8l
PO
A e . gel Iudas et
QU TUTie: (T R
gAY
3eIs =M &1 aruHH ;o1 Iudsy et
UGS BT dTIH L Sl Uy gl
igdr (fawpifae)
oIyt . Sel Iudsy T8l
faepies urRaya . fowples =t
STRFHIOT & TORGHTT 39 uerd a1 e &) SRS afferd et foar T g
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& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation
TWHI0T Y Bt fafd:

Y. 8109, AR S TR 9R B3 DI GRIG: 04.04.2023
610542-00019 gl IR SIRI A DI dRIG: 29.04.2016

5.10 30.09.2023
10. FRy=ar aut ufaferaar
PIEIN : ffforamRiiadr & WaR & U B arfidd el |
T R D g gifRufo A RR g
uRImery ufafsparsit DAY 3R Toiel & I1Y Ufdfehdr R Ibdl B
3 giRfyfaar 9 &< 3
SIS TR D SfiRfieRity Teley
3ge yardf ey . I3 TR dId (goRSY) uge uerd Jrd et
11. fawmasnfa g
TIUF SREUN (TEUISR) & IR T GRT TG0l 3T
ERSIBEAR @ U
frer
3@ ¥ Iudh
GIEACLIESEI
JUAK] BRI R aFfiepd gl
LACH
g Mifaw fasradar : SffquIdt fawTaaar $H: > 5,000 mg/kg
RIEIRRIE NG
GIER SEACRICSKII : SffcrTelt faNTeRTaT SIHT: > 10 mg/l
foe T & ford Tueh (TeTdloR) ofm: 4 h
URI&(0T ATATaRUT: Yei/paiar
WIDT: T ARIBbT
GEECEIRAELIESG : Sffqurelt fauTeIdm 3HH: > 5,000 mg/kg
SRERRINEIGRED
3{d9d:
ﬁgﬁﬁnm:
GIERCIIRCED . LD50 (JgT (}2)): > 5,000 mg/kg
TIBT: OECD URTEfUT fE=mAd=T 401
fewoht: ue SRf IR & Ser iR anetid
GIERSEIRACLIESGI] ©  LD50 (FET (}2)): > 2,000 mg/kg

T8HT: OECD Uterur femnfder 402
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

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

UEd! IR SR A Bl dRIG: 29.04.2016

TY. 31U, Fa:
610542-00019

5.10 30.09.2023
3ficra: uard a1 e &Y Hig T e fawTadar T8t §
fewuft: ue it It & et wR enerRa
WA e
dig e fasmadar LD50 (TET (X<)): > 5,000 mg/kg
GEECEIRAELIESG LD50 (FIR): > 2,000 mg/kg

TRITS®-1-0l, SUFATCS:

g Mfae fawradar

Clotrimazole:

3ffera: yerd ot fhrsior ot i @ e fasradar et |

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

g Mifaw fasradar LD50 (JgT (X€)): 708 mg/kg
LD50 (qN& (HT3W)): 761 mg/kg
LD50 (/RIMR): > 1,000 mg/kg
GIEE R ERCRIESG © LC50 (FET (RT)): > 0.73 my/l
e THa & ford Tuh (ToTIeR) o 4 h
URI&(0T ATdTeaRUT: Yei/paiar
GEECEIRAELIESG LD50 (H¥® (H139)): 923 mg/kg
af=a Sremiga:
g Mifaw fasmadar LD50 (IET (R)): 1,620 mg/kg
GIEE R ERCRIESGI : LC50 (8T (RT)): > 4.178 mgll
e Trra & ford Tuh (ToTIeR) oM 4 h
URI&(0T ATdTaRT: Yei/paiar
THT: OECD Uterur fg=mfAdsr 403
Gentamicin:
g M fawradar LD50 (T (X<)): 8,000 - 10,000 mg/kg
LD50 (8@ (HI3¥)): 10,000 mg/kg
GIEESEAELIESE . LCS0 (J8T (RT)): > 0.2 mg/l

WW%@W(WW)@W 4h
TRI&I0T ITATaRT: Ye/pa T
fewoht: His 9 39 SI9 R T8t ot TR
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation
TWHI0T Y Bt fafd:

TY. 31U, Fa:
610542-00019

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

5.10 30.09.2023 Ugall IR SIRT R &1 dRRG: 29.04.2016
g faoraaar (RUSM & 8= LD50 (I8T (X<)): 67 - 96 mg/kg
A) TP & I: SHa:RRT

LD50 (IET (}<)): 371 - 384 mg/kg
TEHH T & I HigulRE! &
LDLo (§&X): 30 mg/kg
TAIB R o I 3fd:RRT
Betamethasone:
dig e fasTadar LD50 (IET (}<)): > 5,000 mg/kg
LD50 (AN (AT3¥)): > 4,500 mg/kg
GIEESEAELICSG . LC50 (I8T (XT)): 0.4 mgll
o wg & ford Tudh (TaRUIoR) §3MT: 4 h
1 & T ergerieTeE
JUAS] BRI W aFfipd gl
AdYUd:
ﬁaﬁﬁmw:
Tt G RO
RG] :  OECD URtefur femmfrdsr 404
giomH G kAT LE |
feaoft D U o grEiEl & ST R Sutid
W da
Tt G RR o)
gikomy G kA LE |
Clotrimazole:
Tt G RR o)
gikomy G kA LE |
T srepiga:
Tt G RR o)
GREA :  OECD Usierur femnfder 404
gikomy G kA LE |
Gentamicin:
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& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation
TWHI0T Y Bt fafd:

TY. 31U, Fa:
610542-00019

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

5.10 30.09.2023 Ugdll 9R ORI &R &1 dRIG: 29.04.2016
I N1
gikomy SNEARIRCEIE AR
Betamethasone:
I DN
gfomy . gad! I &l B ST
™R 97 gfasdeq

YA TSR R Flfhd 8|

Clotrimazole:

PRI
giomH

aﬁﬁﬁlﬁﬁ?ﬁ
PG|

Wi

giome

Gentamicin:

IIIG]
gfome

Betamethasone:

RG]

G RO

:  OECD Uit famd=r 405

: 3Gl H Oa T8l

L T S rEiEt & e W uid

RGOSl
Y o = R TG e

D 3fiEl Bt STer, 2 fet & R e
D UH o IrEEt & ST WR snetia

G RO
. gD! It 3{IREl Bl Sfe

G RO
. OECD Uudierur femnfad=r 405
L 3l B ofa, % ol & iR feadd

G RR o)
. gAD! At 3Gl B ofe

R COR Bl
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it

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
5.10 30.09.2023 610542-00019 Ugall IR SIRT R &1 dRRG: 29.04.2016

giomg : 3@ A Sa T8t

YT qT UG GUT DR

AT D gATS AT

JUA] SHHRI TR aFfiepd gl

YTI-UYTT S GITGHar

YA TSR R Fffhd 8]

3dad:

ﬂaﬁnm:

Tieqor Bt . §gR T

YU (THIUTER) & IR A Y U

ToTTfa c TR fom

L IEIE . BUTHD

feuoft D U o grEiEl B ST W SuiRa

T Srepiga:

e Bt fed . ORfAEeRE o

YU (TFIUIER) & IR A Y U

ToTTfa : foed fom

Tt :  OECD udierur femnfd=r 406

RIS . BUTHD

Gentamicin:

feuoft : Sel IS T8l

Betamethasone:

TU& (THIUTER) & IR i)

ToTTfa : TR fom

gfomy . HAVR RIS

SiaTy] 96 WereRidt

JUAS THGR W A Npd Tal|

3HdUd:

a@ﬁﬂm:

RS 37 faer L ORI BT e BIEIT TaRRH oXe 3 fagt

RIS I ED
fewuft: ver St Rl & e W snuTid
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

fSHcIRaRe 3 faar D TRIET B e TR o TIRINITST e I URT&ur
(Stifaa wroft # Arseoied uRa)
Wﬁ-{:&qaﬁ(m) .
THTHRM & IR SR SoraRH
TIBT: OECD URIefUT fe=mfAgsr 474
URUMH: BUTHES
femoht: we SR IR & SeT IR 3neTid

Clotrimazole:

IEBIEERIREESIEME) D T ) fw: dadifear Seeh fausta ufvads @ o (AMES)
URUME: BUMTHED

RI&01 B T HIHIIY TR ¢ 3 fagl
LRI I ED

TRI&01 B fhe: IRR & d1eR YEAAITHD I TRie
URumy: BUTdD

IRt 3 faa L Qe Bt fbw: WUl & THNISe YD g udign
(Shfad 9o & ArgcioiHfcd IRd)
goTifar: T ()
AR & IR M
o BUMTES

TEI01 BT fobed: TR TWH T ShIHEH GYTaRUT T1&ur
(Shfad groft #)

T gHTCR

IR IR ED

STtaTu] I TeToHRIe! - . 18T T goi- INTTY] HITRIHT IARATH & T & T{HR0 o
fipar Y & HRAT ]

RS ARE 3 el e 3 R e T Rl fac 7 9t (AMES)
oA HBUTES

IERICCRIISEESIEE] D TRIET B o TR o TIRINITST eI 1 URT&Or
(Shfad 9o # ArgcioiHicd IRd)
wﬁf:w(um) .
TRITHRH o I: SeUReHId SolaRH
gfRumy: BuTdD

Gentamicin:
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

fSHCIhaRe 37 fagt D TRIET B fhe: IRR & S8 WHUTRAT B DITRABISHT BT i
IR TRTEf
GO BuTdD

UY&r0T o fobe: hiTeld TaRYH ¢ 34 fagl
gfeomy: ifAfda

fSAICIL RS o faar D ORiET B T TRl o THUNITST GEaa 1 Ui
(Siifad gt o Asciomicd k)
TSllfd: U (AI3)

tﬂfﬂ%&ﬂ%?ﬂ% mﬁms@w
giRumH: FundHS

Betamethasone:

IEBIEERIREESIEE) D T ) fw: dadifear Seeh fausta ufvads @ S (AMES)
R BUTHED

Tefur B fobed: IRR & F18R WYY BT BIRB13MT &1 S
IaRad= gdtemr
IR IR ED

UJ&r0T o1 fobe: hield TaRYH ¢ 34 fagl
URO: ardidd

I RICT 3 faa L Qe Bt fbw: WUl & THNISe YD g uign
(Shifad wroft 7 Argeoied uR)
TSIl g (H139)
TEHHIE & I MRS
gfomd: i3

STtaTu] I TEToHRIe! - . 18T T goi- INTTY] HITRIHT IARATH & T & T{HR0 o
fipar Y & HRAT ]

)
. fa A
frda g & ford Ius 29T
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

Clotrimazole:

T : 98I (T)

U & IR : Hife®

o g & o) Ius 78 98

(TRTAISR) g3

L IEIE BUTHD

1T el

PTI] D HuD (HISY)

TiH YA & I SR EUGKSE|

o g & o) Ius © 103 9wT8

(TRTAISR) g3

T :  OECD Uiefur fe=mdr 451

L IEIE . BUTHD

Gentamicin:

SRS - e L ST U o

3T fauTardan

31T IR 1 g1 g b B

AdUd:

a@ﬁmﬂ:

3R & YU . TRIeUT B fbd: U/ [T fasTaddr whif=RT uteor
goTifar: T (X©)
TEAIHTE & I FTd a1
RIS D

femoft: ue Sft Imfat & e W sneria
MR RRY & e uuEl - gdeo ot few: yor-miw Ry fdem|

RIS D
fewgoht: wes St AR & ST IR SeTRd

Clotrimazole:

3R B YU : Uequr 1 foped: Bicferd) / ey &1 Tl fae
el I8T (RT)
TEHH YA & IR AIfGH
JIRdT: LOAEL: 50 frm/faem smsifRes UR
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

UIRUMH: US4 &HdT IR UHTd|

TR R & AP R UG © Gheor o foreT: Yoy Ry faem|
golTar: <81 (<)
TRAHIE & IK: AS
AT fauTeRTdr: LOAEL: 100 fETi/feem RIS 4R
gfome: yor-miey g fauredan, eXeiforie uHa T8t |

Tieor 3t fpw: yor-miw Rig] faem|
oIt 98T ( 3‘6)

fddmraTe® fauTaddr: NOAEL: 50 fFrm/fam IRie 4R
gfome: Yor-miey g fauradan, eeiforie uHa 81|

Tieon ot fow: yor-mi Rig] faem|
TSI gV (H139)

TRAHIE & IK: ARS

fasTTE® fauTdId: NOAEL: 200 f&T/fom RIS YR
gfeomd: TR RIY] & faswr R guE T8t

Tieor 3t few: yor-miwy Rig) faem|

EEIIGERCIIR

TG & I MRS

AT fauTeRidr: NOAEL: 180 fa/fam RIS 4R
gfomd: TR RIY] & faswr R gHE T8t

ST fATeRTel! - Srieper D ORI WR bl T TR & SMYR WR el Ueb R SR TS
&A1 TR Ufdde UHTd ST WY ad e g1, uel R {6 m
TR & 3MTYR W 3™ W ufdgd UHE & $© 990 ©

a'%lﬁ\%lﬁﬁﬁﬁ:

3(ARdT & UHIT : U o1 fore: BRI / 3R BT Tl fasTy
golTar: <81 (<)
TEAIHTH & I FTd a1
TR HunES

fewqoft: ue Sft ImfiEt & Ser wR sneiia
MR & e mudEal e o o yor-mier Ry fawm|

TSI g (H139)
(ﬂ?ﬁ%m%m% ﬁmaé:n
RIS D
Gentamicin:
SRAT & THIE L gdemr ot few: § Wil gedred fauTddn sreraH
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

IolTar: 8T (<)
Jdar: NOAEL: 20 farm/feem eiRe 4R
gfvomy: foret Hea@yuf ufdgd THId &1 gamm el fireht

TR R & AP R UG © G&0r 3 e Yoy Rig faem|
I SIRRCRUIE]
fomT TS fauTaddr: NOAEL: 3.6 i/ RIS UR
gfoms: yor-miey R fawredar 76t

Yer0r o1 fore: yor-miey g fas |

Ulef[on [ % RIxd: glHIRcllHdd

fapTaTHS fauTaadr: LOAEL: 75 form/fas Ikie 4R
OfRomH: Yo R fawreddn

Yermr o1 fore: yor-miey g fae |

TS g8 (H139)

TRITHRM & I FUReIad

fawraTa® faurdddn: LOAEL: 10 fBrm/fem ke 4R
gfvomy: e RIg] 9 o, faeuanstt g1 <t wit|

RYeror @1 fore: yor-miey Ry fawr |
goTifar: T (X©)

TRITHRM & I FUReI-ad

fawraTE® fauTdddr: LOAEL: 50 fBrm/fam ke 4R
gfvomy: miw RIg] 9 o, faeuarstt g1 <t wit|

ST foSTerd - Sidpa . A4 USSR 3eaa- O fde ™ WR ufddd uHE
YHRIAD Jgd

Betamethasone:

T RIY & e wmuuEl @ Yol TR
TRITHRH o I AU |

fomraTe® fauTadar: LOAEL: 0.05 ffrm/fa IRie 4R
gfvoms: T RIg) fawreddn|, faeudrei ¢&t wi|

golTar: <81 (<)

TAIHRA & I @l & J1d

fomraTd® fauTadar: LOAEL: 0.42 ffrm/fem IRie HR
gRum: fauarel ¢t mit

USO8 (H139)
TAIBRA & I AFGUREf #
fomraTd® fauTadar: LOAEL: 1 firm/fe ImiRe R
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

o faeuarel it mit

ST foSITaRTd - Sfidha D ORI R T T TR o YR R fad R ufdgd UuTd o1 Wy
Tod i §1

STOT - U&hd Sy

JUAK] SHHRI R aFfiepd gl

STOT - g™l |faw

a?ﬁaﬂ?ﬂqmwwm(tﬂqwﬂ gfeRel d, 79q, UTH wiE, 394, Siftigae Uiy (TedAa
S)) 3N T T Ugardr g |

HAdYUdq:

Clotrimazole:

| 3agd . ROFR, Tet, siftgae 3Ry (Tedea wis) '

e L 2t T ORI SREUT §IF IR ST (SRR Bl IHuT g
Jhar gl

Gentamicin:

e 3agd : T, fiat dE

3fiper : aﬁgmqgmﬂ&r{&rwaﬁmaﬁa‘ummw
Ugdldi el

Betamethasone:

| 3agd L Uiy U, ufcRelt dF, 09d, UisHY s, Yo, sifigad U
(TSE T S)

3fieer : aﬁgmqgmﬂ&r{&rwaﬁmaﬁa‘ummw
UgdIdi g |

U GRTS fauraar

3d4dq:

a@ﬁﬂm:

BT L 81 ()

NOAEL . 5,000 mg/kg

UGB & I ;

fram g & ford guds D2y

(THIUTSR) Gl

W da:

ol : ggT (Xc), TTeT (i)
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

THRT e &1 fafd:

TY. 31U, Fa:
610542-00019

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! IR SR A Bl dRIG: 29.04.2016

30.09.2023
LOAEL 161 mg/kg
TA ST & I o
o g & ford udh : 90 Days
(THIUTGR) gl
Clotrimazole:
I GRS o)
LOAEL . 5-40 mg/kg
Tl & T NGl RCICY
o ama & ford S : 3 Weeks
(TRTTISR) g3l
&g 3agd SCEIl
3R : NS, TR, AR, arelt
BRI L FE ()
LOAEL . 10 mg/kg
TEABTA & I
b= aug & ford Tuh 18 Months
(TRIUTSR) B3 . .
T 3HaTd : R, 1, eifeigerp 4 (Tsda o)
G| Lol
LOAEL . 25 mg/kg
TEABTA & I ;
fods gmg & ford gudh : 6-12 Months
(TRIUTOR) g3l . .
L T L offtgae Uy (TS )
MR : Y ggI, 3fyqul, I
T el
BV L gl (e)
NOAEL : 1,072 mg/l
TP & IR LI T (Yo e )
frda g & ford Ius : 28 Days
(THRIUISR) g3l
W1 . OECD Uudierur femnfad=r 412
Gentamicin:
I Sl
LOAEL : 3 mg/kg
THHL P I ' K
T wma & ford WU 12 Months
(TRIUIGR) g3l
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Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation
TWHI0T Y Bt fafd:

TY. 31U, Fa:
610542-00019

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

5.10 30.09.2023 Ugall IR SIRT R &1 dRRG: 29.04.2016
&g fqud : Jla‘f
SNR : Qeel, Y g8
PG| o0y
LOAEL . 50 mg/kg
TEH YA & I L G ® AR
frdm g7g & ford Tudh 3 Weeks
(TRTATSR) g3
e 3agd C T, fiat dE
PITII] D ¥R
LOAEL © 6 mglkg
UGB & I LT o
fods I9g & ford Iudh : 3 Weeks
(TRTTISR) g3
&g 3faud © ad, Taf, Wi &, TR
PEIIG . g (RT)
NOAEL : 5 mg/kg
LOAEL - 10 mg/kg
UGB & I . Aoy
o g & o) Ius © 52 Weeks
(TRTAISR) g3
&g 3aag : e, e
BICIIT] L gl Re)
NOAEL : 12.5 mg/kg
LOAEL 50 mglkg
UGB & I ' K|
o g & o) Ius 13 Weeks
(TTUISR) g
&g 3fqud : 113‘f
Betamethasone:
PG| D WM
LOAEL © 0.05%
TEHH A & I GGl e o
P g7 & ford Iudh © 10-30d
(TTUISR) g
&g 3faud Uiy Uiy, uforelt o3, wad
g I
LOAEL © 0.05%
THH P I 9T YUD
P g7 & ford gudh : 8 Weeks
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

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

5.10 30.09.2023 610542-00019 Ugall IR SIRT R &1 dRRG: 29.04.2016
(TFHUIR) §ofl -
&g 3{aqd L YIBHY TS
I ¢ YO (HISN)
LOAEL ©01%
TEAHIH & I . TET YUD
frdm g7g & ford Tudh . 8 Weeks
(TFUIGR) gl _
&g 3{aqd L YA TS
PITII] 5 ||
LOAEL : 0.05 mg/kg
TG & I  AfRe
o g & o) Ius . 28d
(TFUIGR) gl _ _ .
e 3fagd L9, TSy A, SHiUqad Ui (Tesid )
CIGEEGH]
JUAS THGRI W Ngd Tal|
3dad:
Waﬁ

1 91d © o 59 yerd a1 firgor & wra & CoiRRH fauTeddr o1 89S giaT & a1 X9 911 T @ b
Y HFd B THURYH fIuTeddr o1 gvfs gidr g

U9 S| & 91y 3gya
3qyd:

Clotrimazole:
Y U L TR Tl (XTM), goTel, BTa IS, ST, aret
IBUGESE L IR IR Yaeh g, Adell, e, o

Gentamicin:

[BUGASEI] . e 3agq: &l
&g 3fayd; Yiadt &

Betamethasone:
Y RT TG0 BT L &Y 3faga; 3figad Y (TSd W)
CEIRE L TR aran, gRfew, S
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
5.10 30.09.2023 610542-00019 Ugal IR SR R B dRIG: 29.04.2016
12. uiifRufaea JE=r
urfefRufae faumamar
3d9dq:
ﬂaﬁnm:
T3l B fauradar : LL50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): > 100 mg/l
ford™ Tma & ford Tudh (TaTUISR) g3 96 h
¥ a1 ST aTer ugr: Sfd gemiford iR
TIHT: OECD URTefur fe=mfdsr 203
femoht: we SR IR & SeT IR 3neTid
SHAT T 3= Ae-Xfed . EC50 (Daphnia magna (dTeX il)): > 10,000 mg/l
ENERACLIESEI] o Tg & o) Fudh (TauioR) g3l 48 h
¥ forar ST STer ugrd: Sfd qemiford iR
femoht: we SR IR & SeT iR 3neTid
aTe/STelg Uil o fawTedar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ ard
(Testh): >= 100 mg/!
feb e §T & ford Hueh (TeRIUISR) gafT: 72 h
¥ fohaT ST ST Yard: Siet QN 31
;37581 ¢ g 201
fewoft: wep SRt Al & Set W St
SWHiAaT U 3 de-fed : NOEC: 10 mg/l
e fasradar (Rreifere fpa ama & ford WU (TaUIoR) g3 21 d
IELIESED) USTId: Daphnia magna (9Tex U<l
¥ o ST STer ugrd: ofd qEriford iR
fewoht: we oA IR & Ser IR 3neTid
TP A
B ENIEARELIESKI :  LL50 (Scophthalmus maximus (€8e)): > 100 mg/l
P gmy & ford WU (TaUISRR) §31T: 96 h
e fopar o a1l et Sra wHmaioa S
feuoft: v St IRt & Ser W eneia
SHATT Td o Ae-Xfed . EL50 (Acartia tonsa (@IS HIUUIS)): > 100 mg/l
ERERCLIESG o Tg & ford Hudh (TauIoRR) §3MT: 48 h
oxc foran oA aTer gerd: S gHmEifoTd iRt
feuoft: v St IRt & Ser W eneia
QaTa/STad are ) fauTedar EL50 ( Skeletonema costatum (W)): > 100 mg/l

| P gy & ford WU (TaUIeR) g3 72 h
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd:
5.10 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! IR SR A Bl dRIG: 29.04.2016

TY. 31U, Fa:
610542-00019

BHITSH-1-0l, SYIfFERICS:

T fpaT 9 91 yerd: o gHEf Sfwr
fewuft: uer St IEfEt & ST W nuTid

NOELR ( Skeletonema costatum (ﬂ'ﬂiﬁ 3’@5{)): > 1 mgl/l
o g & o) Hudh (TaioR) g3 72 h

<% fou1 S arett uard: S gHrford of

feugoft: ue oRft It & SeT W snutia

TSl ®I fauradarn : LC50:>1- 10 mgll
™ Tma & ford Tudh (TaIUIsR) g3 96 h
fewuft: ue SRft It &% et W sneria
ST U 3= defed . EC50:>1-10 mg/l
SeeR fauTean P ama & ford WU (TaUIoR) g3 48 h
fewuft: ue it It & e wR enerfka
QaTe/STelra el ol fasrerdarn EC50: > 10 - 100 mg/|

Clotrimazole:

' fpa amy & ford Wue (TaUIoR) g3 72 h

fewuft: ver St IEREY & IeT W nyTid

EENICARERIESE] :  LC50 (Brachydanio rerio ( SISITARI)): > 0.29 mg/l
fordm Tma & ford Judh (TaRTUISR) g3 96 h
TRIBT: OECD URIefuT fg=mfgsr 203
SHATT Td = Ae-Xfa :  EC50 (Daphnia magna (dTcR Tl)): 0.02 mgl/l
ERERCNIESG o Tg & o Hudh (TauioR) g3l 48 h
QaTel/STelTg el oY fasTadar EC50 ( Desmodesmus subspicatus (81 R1aTd (Tesh)): 0.268
mg/|
P ama & ford WU (TaUIoR) g3 72 h
NOEC ( Desmodesmus subspicatus (Bﬁ ard (Q?rﬁ)): 0.017
mg/|
P amy & ford WU (TaUIoR) g3 72 h
Y-ty (3ffauTdt STereR 10
[ELIESKED)
Siarugsdt o fouTerdd EC50: > 10,000 mg/l

' P gma & ford Tudh (TaRTAeR) §3MT: 3 h

TRI&01 1 fhd: YT9-TRaT A ©hlae
T 3 3. S T w209
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! IR SR A Bl dRIG: 29.04.2016

THRT e &1 fafd: T9.81.u9. F:

610542-00019

5.10 30.09.2023

a3t @l fauredar (RR&1feiee © NOEC: 0.025 mg/

[CLIESED) o wg & ford Yudh (TauieR) g3l 32 d
SIS Oncorhynchus mykiss (W c¢l3Q)
T ot 3.4 8. T fd=r 210

WA Td 3 Hefed . NOEC: 0.01 mg/l

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

IELIESED) USTIfd: Daphnia magna (dTex Ue)
T 3t 3.0 B 2w = 211

T-Thaexy (RPIfeId SRk @ 10

[CLIESGL)

df=r sreplea:

EENICIRCLESG :  LC50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): 460 mg/l
™ Tma & ford Judh (TaTISR) g3 96 h

SHAT T 3= e-Xfed . EC50 (Daphnia magna (dTex Teih)): 230 mg/l

ERCHELIESG fpar g & ford Juds (Qam‘m)g&n 48 h
TPr: 371 3.0 & e fd= 202

QaTa/STad aie @ fauTeaar EC50 ( Pseudokirchneriella subcapitata EQQI ard (Qc_\rﬁ)): 770
mg/|
WW%@W(@@W)E&H 72 h
BT 3t 3 30 B, 2w = 201
NOEC ( Pseudokirchneriella subcapitata (EQQI BIECI] (Qc_\rﬁ)):
310 mg/l
o Tg & ford Hudh (TaioR) g3 72 h
BT 37t 3 3 B, 2w =T 201

ST Td 3= Se-3fed . NOEC: 51 mg/l

SRR fasradar (Rre1fere P gy & ford WU (TaUIoR) g3 21 d

[ELIESED) USTd: Daphnia magna (3Tex U<l
BT 37t 3 3 B 2w = 211

Gentamicin:

ST ud 3= Se-fed . EC50 (Daphnla magna (@Tex FAT)): 86 myll

EECRELIESG P gmy & ford WU (TaUIoR) g3 48 h

T &ﬁéxﬁe"r @ e 202

LC50 (Americamysis (ST ISTTd)): 30 mg/l
o Tg & ford Fudh (TaUIoR) §3MT: 96 h
TSB! gUI-SUY Aoy 850.1035
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

QaTa/STelIg Uiel F fawieddl @ EC50 ( Pseudokirchneriella subcapitata (8<1 RiaTd (Test)): 10

g/l
%ﬁw%%ﬁw(wﬁm)gen: 72 h

T 3 3. S T Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (83} RiaTet (Tesil)):
1.5 g/l

™ Tma & ford Judh (TaTTISR) g3 72 h

Tt 33 . T fdwr 201

EC50 ( Anabaena flos-aquae (TAISadH)): 4.7 gl
P Iy & ford WU (TaUIoR) g3 72 h
T o .31 . 2w fdwr 201

NOEC ( Anabaena flos-aquae (TAISadH)): 1.6 ugll
P Ima & ford WU (TaUIoR) g3 72 h
T 3 .31 . 2w Fdwr 201

TA-Thaexy (3ifdurdl ek~ 100
[ERIESED!

EICIYEI RACNIESI) :  EC50: 288.7 mg/l
o™ Tma & ford Judh (TaRTUISR) g3 3 h

TRI&0T Dt foh e YT-IRa H Thlde
TWeT: o S S e e 209

TH-ThaeRy (RReprfered wieer © 1

[ELIESKD)

Betamethasone:

SHATT Td g Ae-Xfed :  EC50 (Americamysis (ST USTTfdl)): > 50 mgll

STereR fauTean P gmy & ford WU (TaUIoRR) §31: 96 h

Qara/sTad aiel @) faurgaar @ EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (Q?rﬁ)): >

34 mg/l

fPa gmy & ford WU (TaUIoR) g3 72 h
T 3 3.4 S e fdwr 201

feooht: facrar &t W W SIS e T8t

NOEC ( Pseudokirchneriella subcapitata (83} RiaTet (Tesil): 34
mg/|

o wg & ford Hudh (TauioR) g3 72 h

Tt 3t 3. . 2w = 201

fewoht: facaar & dm R &3 fauraddr T8t
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

BHITSH-1-0l, SYIfFETRIcS:

S SrahaudT BT &HaT

Clotrimazole:

BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
5.10 30.09.2023 610542-00019 Ugal IR SR R B dRIG: 29.04.2016
T3t @ fauredar (RR&1feie @ NOEC: 0.052 mgl/
[CLIESED) o g & ford Tudh (TauioR) g3l 32 d
SIS Pimephales promelas (ﬁ'ﬁ%_s’ ﬁﬁﬁ)
T 3 3.4 S e FAd=r 210
NOEC: 0.07 ug/l
o wg & ford Hudh (TauioR) g3l 219 d
SIS Oryzias latipes (\_SITCH:ﬁ fl?aﬁ)
TRIBT: OECD URIEfUT fE=mfAgsr 229
WA Td 3 efed : NOEC: 8 mg/l
STereR fasTadan (RRe1few o Tma & ford Judh (TaIUIeR) g3l 21 d
[ELIESED) U Daphnia magna (dTeR Uil
Tt 33 . e fdwr 211
-ty (RR&Ife® Siaark 1,000
[ELIESED)
R 3R Ao
3dadq:
a@ﬁmﬂ:
I SIaHHId BT & ;ORI I & 1Y Ui diids O SHIhHUTBRI

@feuSiad) 7 89 aran

Sfdd THATET: 31 %

o wg & o Hudh (TauioR) gl 28 d
BT OECD Ultequr femmfAdwr 301F
fewuft: uer St IERET & e W nuTid

D OROT: I & A1 WHTae diie o SashHueR]

QIRISESESEREIN]
Sifde SaHHUET: > 99 %
o wg & ford Hudh (TauioR) g3 19 d

O # RRT : OTerg fIsINn: 50 %(242 d)
e srewiga:
I SIahavd SI & : ORI T & 1Y Ui diid ° HIHHUBRI

QRISPSEREEEIS
Sifdd IThHUT: 92 - 96 %
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

o g & o Hudh (TaioR) gofm: 14 d

Gentamicin:

Wfdp 3ITHHUIAT bt & . gfvome: dg 7fa 3 sruefiforg g arch
Sfdd THHTET: 100 %
P ama & ford Wue (TaUIoR) g3 28 d
TBT: OECD Uteur fazmfAcer 314

TuTfaa Sfae waaq
SdYd:
TRIfp A

ICHISE] TUlich: (T . log Pow: >4
Sfiaerarar) fewft: uRee

e sremiga:
fayre Tuies: (T . log Pow: 1.05
g Ae/ar)

Gentamicin:
fayre Tuies: (T : log Pow: < -2
ST arn)

Betamethasone:
faUTS Turier: (T . log Pow: 2.11
SfgeIe/ar)

firdY o wfo=fteran
3T A gt

3 yfagpd gy
o1 Iudsy et

13. fAger Hifgard

e & 8%

/N F s 7Y (Ter) . o Pl AT H Od B |
YT faf ! sy has |

RGRIER D Tl fos B 3R Pl g8 HRA arelt Hatelic! B g et an
PEEEANDEESIY
3R gyt fafAfEy =1t fara T srvged Iare & = u &
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
5.10 30.09.2023 610542-00019 Ugall IR SIRT R &1 dRRG: 29.04.2016
fAgem &3
14, gRkag g
JeRfgia fafaw
UNRTDG
UN &R UN 3082
Araeq &1 e 9| ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone, clotrimazole)
g 9
e U I
NE] 9
TRl & o @RI gl
ESER)
3ms T & T3 ot 3R
/3118 S =R UN 3082
Wﬂ@‘[ a9 Environmentally hazardous substance, liquid, n.o.s.
(betamethasone, clotrimazole)
i 9
e U I
q9d Miscellaneous
fesaraidl #t figard (@R 964
EIEEEE))
fEsaract @ feerad @e gars © 964
SRS
JTIeRUT & for) WaR-Th gl
(Bored)
3(TS TH S oft-wls
UN d&R UN 3082
Araeq &1 e 9| ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone, clotrimazole)
G 9
ofeT U I
NE] 9
EmS dfgar F-A, S-F
R R A &l
IMO JUHRUN & AR U1 | ufiagd &
3Yfef fopu 7Y Ursae & forg @y et
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

SuaRTHdt & fore faRiy wraenf=rai

Tgl fau 7T ufkag avife_ur Had YeT & Wil & o §, 3R THHE U ¥ e Al &
O TR 37eTRd § ORI b 0 JRe S1et Tite & iR et aulF fasan mar 81 uRkae &t fafdy, 9
THRI, AR &= a1 <=1 & fafaal & fafaedrefl & SruR ufkag avffexur firm-fir g1 9ad g |

15. faf~ramae Ja=n

verdf ar fireor F i g, W@y, 3R yaiarur & fafawfaem

39 ITeA ¥ 3aud fAmfrfad gHa=< v ¥ gfua &

AICS o fRuffea 7Y

DSL . Fyffea 78

IECSC o fRuffea 7Y

16. 30 AT

Tene ot fafy ©30.09.2023

Sfafvad SR

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

AT {0 g aaraw Ui Qe TR a1 GRITE IS Tor,
http://echa.europa.eu/

faie ursy . feAumad

3 HURE & quf Aty

ACGIH © guHU| ACGIH HHRET dH (TLV)

IN OEL  YRA| S URAR B $& IS Tl Bt A & W

ACGIH / TWA . 8-Ue, gHY- qui 3Nd

IN OEL / TWA C gHg did 3id

IN OEL / STEL D 3{Uplfeld R0 AT

AIIC - STENfe I @1 SiReferrs gl ANTT - Sford &1 P Yl i@ Toidl; ASTM -
AT ATt uierr FIRIET; bw - SiaT BT Fol; CMR - BRI, Jeol-d IT Yol fasar; DIN -
THT AHS IR0 GRIM & T AF®; DSL - O UaId Gl (@1ST); ECx - x% Uiaiehdr I T

HohaT; ELx - x% Ufdfohdr I TSt ST &; EmS - HTUTdhTei Yegd; ENCS - ﬁwﬁvﬂq
ITA® gerd (STUH); ErCx - x% g ax Ufdferar § J&T Ydhad; ERG - MTATdedmIe ufafsar
MES; GHS - AfYF TR W W ReH; GLP - 33T TANTRIET YT IARC - $¥R TR ¥ & forg
RIS Toidl; 1ATA - SR a1 uRagd THIRURH; IBC - YR A1 § Wkl 9! ard
SIRTSIl & IO SR IUBRU & AT SfaRigha i, 1C50 - ofme sifieaH RIS Hdba; ICAO -
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Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
5.10 30.09.2023 610542-00019 gl IR SR} A B dRIG: 29.04.2016

RIS AR faAA 16, IECSC - 9 & Hival IS Uardf 31 3dedl; IMDG - SHaRig™

WA AT; IMO - SRS FHGT W6; ISHL - ST R&T 3R WA B (STUH);
SO - W%W&m@uw KEC! - HIRaT Biefa T8Ta g-3e8Y; LC50 - TRamT JMretc
®1 50% BT Giddh Tobgd; LD50 - URI&UN SHTETEl BT 50% B Gl WRIH (AT °Idd GD);
MARPOL - STgTsll ¥ UgNUl &1 AHYUMH & 1T SIaRTTR T9e; n.o.s. - 3T FAEY =&; Neh - feredt
f78; NO(A)EC - s@died = fohar Tar wided) THE Fdhg; NO(A)EL - iadre- = fabar
(W)Uﬂ-ﬂ'q’w NOELR - TR-3/adie-a YHIG TEH oR; NOM - e Bfde Fam;
NTP - I81a fav-fa SRIH; NZIoC - 8T $1 et s $desl; OECD - 3 Tgam IR
fIBT™ TT6; OPPTS - IS TREM 3R UGHU AHUH HRATAd; PBT - VIR, Sa-THAHR0T 3R
fawmad uerdl; PICCS - A SR ITEHSG wﬁﬁﬁwﬁdﬁsﬁzﬁ (Q)SAR - (HETHD) HTT
A Fee; REACH - T THe SR T/ TS0, Fedir, WIPR 3R yfdisler aRkee o
%ﬁum(EC)q 1907/2006; SADT - W-dIgdT 3f0ee d9a; SDS - Y& 3el JMe; TCSI - ArgaH
e gerd 3de’l; TDG - WavAd ATd &1 URag; TEC! - U3ds TR -dest; TSCA -
ﬁwwﬁﬁuam&rfﬁﬁm(ﬂgaﬁm&m) UN - §g& IF; UNRTDG - BIH®RS IMHH &
ORTET IR TG P BT RABINRY; vPvB - Tgd W IR Tgd 9a-THAHRUT IF; WHMIS - HT-
RIc] WaRATb AUl =T Jumat

U & ST T A SUS THIRH BT dRG B ¢} T THSRT §AR I, THHRT SR faym &
IR e § | STHBRT Bl JRI&T &1 | JUITH, T B4, UiehaT B4, T B, URae He,
PITeH B33 qu1 SIS B R baa ARTag 3 =0 & ResTa a1 a7 & quT fball U R # ardt
T[UTadT T fAfERT 181 [T SITE | Juds Sl Tl STHeRT 59 SDS & XY R ggar Tt »ad
fafry areht @ Tefid € aur sDs wrlt &1 et o Irlt & Tatem o a1 it o ufshan &, 5|
I UTd H T FdT9T 7T &Y, TRNT - R 94 et 8 Tabell ¢ | It siiaansdi &1 arg 811 W, Uaied
¥ ifaw IadTe o SDS-TH & JuGHIdT HT 3Mbe B Ted 88T B, YANT B, Ufshar d
TUT TG TR & 30 3fiE &1 3 ARy e & SHaRY SR Rywii=i ot weften o =gy |

IN/HI
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