mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

1. ITE Ud HHH! Bt Ugd=

LEREIE] © Clotrimazole / Gentamicin / Betamethasone (0.1%)
Formulation

ﬁ%ﬂ'ﬁ%gﬂi’ﬁ% : OTOMAX OINTMENT (51104)

frafansmyfdeat

ST ' MSD

Yl - Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

TAHBH ! +1-908-740-4000
JMUTABTA CATBI TR ! +1-908-423-6000
S-Hel 1 Udl ' EHSDATASTEWARD@msd.com
TURT R e 3R ufady
Repose yam : gy fefarear Sarg
I R Ufaey 05| o e i
2. @R & yga=

famfor, WSRO 3R & ST WaRTS Y91 frgHTaedt, 1989

AT
A1 & urT | & FRufika Ards & SguR Tave & & & iffpd T8 3

ot gu.e-aifevor

S fsTatan : faum e

A3 deg-off Sfew fawraaar  : faum ¢ (digw IfY, ufereft @3, 1o, ursew s, 394, siftigas
- TRTGd 3RET0T Ui (Ted o))

ABIAID (Tdd) ST Wl faumT g
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&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

i (ol ST @ar @ fAumT g

SI.U9.0Y. d9d d
R SR
Hdhd e RGN
BT et e : H360D 3{ITd fRIY] P &1 ugan wehdi g1
H372 &g STt a1 §Rigd TaRdToR (WY UfY, gfereft a3,
HE, YTZHY ToiS, e, Sifeiqac U (TS wefs)) 3T ol
TR g 8|
H410 SRR Sitgd TR v RIRH UHTg 3R I1 g} 3 faver|
efaard/gdiay™ §a N
P203 IUANT a3 § Uga it JRe SR o) o &%, UG iR
ISP UT B |
P260 18T T HTT &I Jig § 7

P264 TATAH UYTd 9qUf =9 9 BTy &1 o |

P270 39 ITG DI TN Hd FHI WM, WHT a1 4G qd R |
P273 ATaRUT H BISH J URER |

P280 &THD T/ I 3R 3G T/ I&f01 ug |

3R

P318 3[R 3FT6RUI g1 AT fa=1 81, o™il g < |

P391 BABIE UHAd BN |

YSRUT:

P405 HSR dra 1

Ao

%501 . & &1 FueRT Wied aw v sRE™ A
|

3= g1t foraesT ufvum ==y aeffewor g} giani
S HIG

3. 3AYdl PT HYCA/SITTPTRI

Terd/frgor . fRrgor
3qUq
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TRl Teney= &1 fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugd! gR SR} A Bl dRIG: 22.07.2016
GICIEEAE It W T () - TR | TS (HFIAH) (%

w/w)

s fOFRA 3i1ad (Yeiferas) 8042-47-5 >=90 - <= 100
Clotrimazole 23593-75-1 >=1-<25
Gentamicin 1403-66-3 >=0.3-<1
Betamethasone 378-44-9 >=0.1-<0.25

4. yfire fafee & Iur

I IS . 3R gHeA 81 I1 d8iad i A @ dl AfSHhd W ¥ JaTg B
. ISl TI&(UT € Xg U1 Vbl i &R FRUf H fafeheity Jeire o |
3[R U §RT UgUI &1 ST . i 919 gRT 95T o forar Y, ot rent gt ga1 § o g
fafreita wgarm o
3R & ¥ YU 8 Sy . WS gF W, IR &9l Bl g 3R Igard Ut I 1% L |
Tgd 9% U4 9 IR < |
fafeaita ggar o
YN ¥ Ugd aXd il |
_ QYGNT & Uge A S P 3! IRE Ui
IR 3{E § YU g S : gam (OHeE) & g i) &1 Ut 9 |
e e I 8 3R I} X8, o Fafrcdiia gean |
3R T feran smg : gfe e 9, 98 ORa dd &
fafeeita Fgam o
U & 91 48 31 kg Heell hRal|
T Tgaquf damr 3R L 3foTTd Y] &1 81 Ugan Wb g
TuTE, I iy 3R a8 ﬁﬁmqg&?@ﬂ&r{&rwﬁﬁwsiﬂ@r(m ) P IHIH
Ty fafde & TRemor : mmﬁmmaﬁﬁmﬁv&nmmﬂﬁm%q T
SIRIH Pt YU B TR YU T dfdads YRETHD ITHIU
PT IUUNT HAT I (WS 8 W )|
fafrcrs & o g L Qe SR HEIRT § SUER X
5. JFIRTHA IUN
Iugad SR Hifear ST GRS
Tapgra-ufaRre S
FaT SRS
[/ T
A (M) A S TEH ¢ IF
AT F IRFA R TR <84 I HT Yudh WA & oY Ueh W1 81 Tehall g
GRATD &g 3G L PHREA ARZSY
(31FT) I & faRy adies : g RS IF TaT ©3 o R uRfRUfT SR Sma-ury
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&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

AT’ & 3Hd ol |
I {&aal Bl 31 PR F o TIT-FeR BT UanT B |
SR T AT RIS & < 31T & &7 9 &fagH deR Foma o

I8 &1 WIeh HRAY |
M S Ul Sa 3 o1 oM R, W3-FRifAd 41 Iuasr ugH |
JUH Al 8T IuHRUT TN B |

6. 3PS el Sura
JafFad Ay, ReMdTd ¢ (Aol IETAS IUSI0 TART He |

JUHRUN YT TUTIB IS RIS sfeiT sl (WS 7 37 ) iR cfdaTa qrem Iusui
yfsharg & gATal (TS 8 ¢ ) BT fUTe B |
qgiaRuity g : gIdTaRul § Bie ¥ URER & |

g AT JRIEr, 3R 31 RA1a a1 SahTd Bl A5 |

A ST | o AP (ISTER0T: gz 71 Jt )

g U T O Dl @1 U4 HepTaT |

%@meﬁﬁ,ﬁwmﬁ
|

JBTE B MR BT AAB 3R N Ui 7 O |

& uerd v aid ¥S g & forg ST a1 3 Iugad AU UG & dlfds
o SR 7 93| A SR BI 718 Uy oI Uy foram S I 8
ql 3 IUYdd DR ST PR LR PR
IUYad TeHReC & 1Y Halld & AW AR 6 916 B |
R a1 IS fafaw 39 verd ot fagfi ok Fuem & &
o AN &) Gehd B, T & I ATey SR 3MgeHy W ot 5t
(9 yerd &) Refiel & Iwrs 3 ST A 9/ §d ] 1 39 &1

fufg 31 B i PR fa-iiam o 8 81
U THSITH & SIHTT 13 3R 15 $© RIFT AP Reprge
F IR A BRI UGH Hd 8|
7. FATEA 3R HSRUT

qH-ih! SU™ ;AU (URIORR) ¥ 99 & fa=07/oh 9919 S HT & d8d
SonfaieT Iurg |

R / $d dfca=H L 3R Ui AR ey B, af R Ry dfedse &
1Y SUART He |

IRfErd gTye & forg . AT BUS R A1 R €|

graeTtar P AT HIY &1 ARG | A
BUGRG]
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone

(0.1%) Formulation

TEHRT Teney= &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 U5l §R ORI A $i dRIG: 22.07.2016
3{iEt & T qreh ¥ URER H1 |
AT & 916 @l B 3! dvg U
3Bt 3NN T dl TR GREM TUTST & SR T, St
PRI TRIUIOR Ha IR SR 81
fSed B Y HR g PR W |
Y Id1e DI YA HRd FHY T, UHT AT YHAT Hd D1 |
@ﬂ%@;ﬁéﬁﬁﬂﬁﬁwwﬁ@, 3R TaiaRu § HH J
&H |
Riga HeRu o gRfRUfaET 38 e U dad fot gu fSaal 1 34|
HSR a1 ||
DY B TG HIP 19|
fa=Iy iy fafodl & SER HSRU |
A Uerdf 9 9 : Fefafed TR & Mede & 91y | 39
g SfiRfeuiY Toleq
8. Siifay forimror / it R
PRI A0 & AT & 1Y g
EERE! N (@9 [ qEueR | e e/ MR
- TR (3RETUT T PRENICK
TPhR) YT
Jrsc fOFRE ifgd (Ueifemd) | 8042-47-5 | TWA (@IR) | 5 mg/m3 IN OEL
STEL (q¥R) | 10 mg/m3 IN OEL
TWA @™ 5 mg/m3 ACGIH
SRR
Clotrimazole 23593-75-1 | TWA 0.2 mg/m3 (OEB | 3fidRa®
2)
Gentamicin 1403-66-3 | TWA 0.1 mg/m3 (OEB | 3fidRa®
2)
3faRed SR OTO
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB4) | sfidR®
SfaRed STHSRY: @@=
| ofg= & I | 10 ug/100 cm? | 3iaR®
ESIIERITUREUEL] gt Zeiifafe ol & afeR feemza gr1 effad g9

TR SR IATS], ST, 3R TATaR0T B &M & T GMP &
Rgidl & R Haferd foar ST amfgul

Sffrard wu  fordt et JuTet ot SrgHfa el ]

g TR Ren a1 Asum il &7 Swamd B |

TR TRIIATSHRA & fIT WHTET [iS[E 81, af TanT=mem &
HYTA SH R, IRId ¥4 1 ST &1 T oid-GR&f Biare, /e
TS, BT IKHTA HY | 3R Tg JUTGT HiSlg el §, Al arga ¢ a1
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugalt IR SR} & B dRiG: 22.07.2016
S9CIT IR T |
it T=ma & aneh
o1 Gaeft s=Tg © 3R g Wy e dfede Sudsy 8T § o1 TaaeR
fTera SRR fa=m-Fd=i & aTeR vaueR UeRid #rar g,
Al T YRET BT SUANT DY |
fheer TR L g fFH IR HIdfAE I ThR
RUEERIEEIES
gerd R g
fewoft LS9 Tl R faaR 1
3fiar daeht gama L 1S XiieS a1 TNTed & 1Y Y& I=HT UgH |

3R BT & AR a1 Mafafy § 4@ &t fRufaar, o a1 wRied
M BT, dl Iferd Mred ugH|
TR Y, Yo, I TR o ATHAT 1Y TG o1 FUTa1 81,
Tefics a1 R AER BT 3T TREUT U |

T Ud TRR Faeh s . gdf a1 yrEnTRITE die § HTH R
IR @l B Ade! Y d1d & (A4 D1 off X! B B YR T
Sffafad STel 3% UgH (S, Wildded, T, Medcd,
fSeoed o) |
Tuifad gfd sus FMeraq & fore I Shnfei aa-ia! &1
XA B |

Tl gaeht Iur D 3R WM ITNT % GRT WA & AU H 3 B JHIET g,
@ BT B B WM S BT 1Y O Pt yonierat 3R JRem
QMR YGH B |
TN & SR, ST, U1 a1 (5 7d HY |
TN HUS! B U & 916 B R J SXqaTd B
giayT & THTdT TareH § Seiifare Fa=or ot aeften, 3faa
T GR& IUHRT, IIa ST iR ufk=iie= ufesana,
e Wesar AR, Rifeean FRE iR srawimes

=01 1 ST LM BT A1
9. Hifow Td Iamaf® ur
fagrae ad
2l ¢ Uy gl
Ty D Sa1 Uy el
Y BT g L 3T IUA e
fiwg S Td RC G |
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& seT e

TAlgd gRAMISSIS WHeH & 3R

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugdll R ORI R &1 dRI: 22.07.2016
fUgem/ds &1 aaa Sl IUAS gl
URMAG Iqa I fdg/Iaa  ©  SeT1 Iudsy el
D1 T
i fag © 3T U e
iR B R D 3l IUAsY g
TR (319, 19 ) R
SqeRiedT (@R uerd) D 3T IUAs el
3= fowpie Tur/ S=aR D SeT IUA TR
SR THT (30
THadfaferd fadie)

%A fawpie dr / S : SeT Uy gl
SRS ST (AR
THadfaferd fadie)
99 gaTd © $e1 IUAs TR
qrug aT g 8l IuAs el
o T D Sl IUAsY g
T © $e1 IUAs TR
Oy SE—
= | faogan Sl IUAs gl
fquTe Tuies: (T R
SfgeHIa/a
3SR &1 aruHH L 2o IuAsy g
3ge &1 g . SC1 3UAsY gl
igar (o iRich
: $e1 3UAs TRl
fqepies oRayT ;. fowpies T8t
SIRFHIUT & TURGHTT : g uerd a1 iyl &t sfafieR® aiifed 8t fovan T 5|
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone

(0.1%) Formulation

TEHRT Teney= &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugal IR SR R & dRIG: 22.07.2016
U R
10. fRy=ar ayt wfafeaar
iR : Siffsareiidar & TR & ¥ § FEifed 81|
1T fRRET L g RifRfaa A RR B
g ery ufafsparsit DAY 3B R® Tsicl & 1Y Ufafehdr HR Iohdl g
3 ufefRufaal @ o i
ST AT D SRITRUg Toley
3qge yardf I shfgq . Bl ok ad (3oReY) 3uged ugrd J1d gt
11. fwrasnfora g
TG SREUT (THAUIGR) F IR © I gRT TGN FH=AT
A ISR 1§ Iudh
BRSEL
3@ ¥ Iudh
GIERGEIESG
JUAS SHHRI R aFiiepd el
LIAKH
g Mifae fasmadar : Sffquret fawTadar $H: > 5,000 mg/kg
WD T RIBbT
e Y fasTedarn : Sforardt fawTadar $=HH: > 10 mg/l
foberl T & fordl Tueh (TeRTUISR) G 4 h
TRIEIOT TR0 Ye/HRram
Rl [ U] dR]d]
NEECEIRAELIESGII 1 Sffcardt fauTedar 3HM: > 5,000 mg/kg
SRERRIUEIGRED
3dUdq:
arde R sifaa (Aeiferaw):
SIEREIRCEACLIERI] . LD50 (IET (}<)): > 5,000 mg/kg
SIEESEACRICSE] ; Lcso(a@éa)»gmgn

fobe THg o ford Tueh (TeTUIoR) afT: 4 h
URI&IUT aTaTaRuT: Yel/dpa
Sfira: ugrd a1 fEreor &t IS Y1 SreRge fasTaRTan et §

8/26



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

BT =me ot fafd: Y. 8109, AR 3ifdH SR SIRT &= &1 dRIG: 06.07.2024
28.09.2024 808846-00022 Ugalt IR SR} & B dRiG: 22.07.2016
SIERCEIRAELIESGI LD50 (JRTR): > 2,000 mg/kg
3ficra: uard It g ot Hig T e fawTaddr T8t §
Clotrimazole:
g M fasradar LD50 (IgT (¥€)): 708 mg/kg
LD50 (AN (AI3W)): 761 mg/kg
LD50 (BRIR): > 1,000 mg/kg
SERRSERELIESE ; Lcso(a@éa) >0.73 mg/l
fpam g & ford Tuds Qaﬂthm) g3M 4 h
UY&I0T STATaRT: Y/
SIEASEIRACLICSEI LD50 ({ub (HI3H)): 923 mg/kg
Gentamicin:
SIER:IRCEACRIESEI] LD50 (IET (X<)): 8,000 - 10,000 mg/kg
LD50 (f¥h (HI3H)): 10,000 mg/kg
SIEENSACRIESG © LCS0 (8T (R)): > 0.2 mgll
e THa & ford Tudh (TRITioR) gefm: 4 h
URIE(0T STATaRT: Ye/HaIaT
fewof: 35 gg 39 SIel W 75! ¢! T
ciTg fawraddn (‘AU 9H & =0 LD50 (IgT (¥€)): 67 - 96 mg/kg
taie) I 3 RRT
LD50 (8T (R)): 371 - 384 mglkg
TWHTHA & IR ARFORE &
LDLo (ddX): 30 mg/kg
TEHRE & I SHa:RRT
Betamethasone:
SIER:NIRCEACRIESEI] LD50 (IET (}<)): > 5,000 mg/kg
LD50 (AN (AT3¥)): > 4,500 mg/kg
SERSEAELICSE © LC50 (I8T (X)) 0.4 mg/!
T Tma & ford Judh (TRTUSR) g3 4 h
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone

(0.1%) Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 gl IR SIRI A DI dRIG: 22.07.2016

1 & U ergeRSTaT
JUAS TSR R a¥iiepd el
3H{dUdq:
arde firRa sitaa (Aeiferaw):

| EEIIG] DN
BIRIE G kA E |
Clotrimazole:

| EEIIG] DN
IR I kAT R T |
Gentamicin:
PRI DN
gRomy : gD Ut Ol B oA
Betamethasone:
PRI N0 1]
gRomy : gD Ut Ol B oA
iR A7 gfakdeH
JUAS BRI TR afiepd al|
3ddd:
arse firRa siftaa (Ueiferam):
PRI R RN
SIEIL] ;3G A §a T8t
Clotrimazole:
PG| N0 1]
IR : gt It 3ifE et S
Gentamicin:
EEIIG] SRR
SIEIE] . gAd! I 31aEl oI ST
Betamethasone:
PG RG]
IR : 3{Ial H §e et
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

Clotrimazole:

| [SRIEERISEESAEE)

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 1 Bt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR SRI A &I dRIRG: 22.07.2016
YT q1 UG GATS DRI
AT B gUTSar
JUAS TSR TR aFiiepd al|
Y- D TSIl
JUAS SR TR aFfiepd al|
3dYdq:
arde e sifaa (Aeiferaw):
TR1&(07 B fore D §gR K
U (TRTAER) & IR A Y YUp
PEIIG] SR CiCiRivp|
giomy . BUTHD
Gentamicin:
||fewmft L 3T JuAs el
Betamethasone:
U (TRTAER) & IR i)
: T foe
I[EyIE] © BHHOR JRICTSoR
SHaT] 96 JermRidt
JUAS TSR TR afiepd al|
AdYUd:
arde firRa siftaa (Ueiferam):
[ERIEERISEHESIEE L URIEU B e IRR & S8R WUl Bt HifRreb1ail BT i
Iafgd uliem
RIS KD
ISRIMERIREGRCE]] L TRIET B o TAUTRAT o TIRINITRE JEATND T URT&0r
(Shfad gmof # ArscioiHicd IRW)
TSI JU (13 H) _
TRIHRH & I SeURead goia-H
PT: OECD TSteuT fE=midr 474
TR HUndS

fewguft: uer S IRt & ST W muid

Ul o) o S Weeh fausta ufvads @t St (AMES)
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

gRumy: HUdS

U1&I0T 1 fore: shiHTeld TaREH ¢ 34 fagl
TRUmy: Hund®

TR1&01 1 b IRR & d1eR YeA-I NI TRIefur
IR IR ED

IR RIE 3 faar L e Bt fhe: WUl & THNIse GG udign
(Stifad wroft § Argeiomicsd uR)

Te0T bt forer: TR TWHeMAad HIAEH GyidaRur usieur
(Shfad gmon #)

oI gHTeR

Ry HUdS

SITATY] ¥ RICToMRICT - . &Y T Ioi- Y] HIRIHT IARATH &b TG & qi{HR0T o
i YT TE HRAT B

Gentamicin:

fHIcIhRIE 3 fagr L URIEU B e IRR & S8R WUl Bt HifRreb13il BT i
Iafad uliem
TRUM: HUTES

TRIE0T D1 fed: HIHISIH TaRRH oXe S fagl
gfkoms: fAfdd

forIciRIct 3 faal L ORI b T TAUTRAT o TS YEATYSD g TLian
(Shfad gTof # ArgcioiHfcd uRW)
TS g8 (H139)
E@ﬂ%&ﬁéﬂﬂ% aiams@am
Ruma: BUMED

Betamethasone:

ERIEERIEEESIEM Ul ot o dadifear Weeh fausta ufvads @t St (AMES)
Ruma: UMD

T B fre: IRR & 18R TURAY Bt BT84 o1 ST
Iafad ulieo
TR HUTE®
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugd! gR SR} A Bl dRIG: 22.07.2016

GI&(01 1 fbe: hIHTIH TSR ¥ 3 fagt
Uiy aRdide®

IR RIE 3 faar L TRIET B o TAUTRE! o TIRINITRE JEATND T URT&0r
(Shfad gTof # ArgcioiHicd IRW)
TS g8 (H139)
TP & IK: AifdD
gfoms: SifAfEd

ST e TeToRic! - © 1T BT g ITTY] BHIRIBT IARadT & =0 § GiiichRur &l

IcaE| T Tef a8l

ER: T E ||

JUAS TSR TR aFfiepd al|

AdUd:

arse firRa Sifaa (Aeiferaw):

EEIIGS D EIQRE

TEH Y & A : fra

o 97u & fod duds 24 HEH

(TEUISR) g

BIRIE FHUTHD

Clotrimazole:

PRI ; (<)

TR & ; %

fra- 970 & ford 9uds . 78 W8

(TEHUISR) g1

SIRIL] FHUTHSG

Gentamicin:

3T fauTamdr

31Tl RIg] Y g1 Ug e Tohar 3

3aYa:

arde R sifaa (Aeiferaw):

3Rl & THTT L TRIET B o Th-Ulg! grvddTe A fauTadn sieqa-
geTIfar: IeT (X€) .
TP & I T91 T uH
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

gRumy: HUdS

iR R & e R uHE! - glgur o fe: yomiwy Ry fasm|
geTifar: IeT (XT)
UGB R o I: e o
Ruma: BUMED

Clotrimazole:

3Rl & UHTT © U B fhe: Widfadt / 3mRe o1 Uit fasTg
geTIfar: T (X©)
TRAIHTE & I AfeD
JdRdT: LOAEL: 50 farm/fasTn smsifRes UR
RUMH: IS &Hdl IR THE|

iR R & e R udE @ glgur o fee: Yoy Ry faem|
Tenfd: g7 (X©)
TEHHTH & I MEH
fapr T faureddn: LOAEL: 100 fimm/fe IRiRe YR
ORI Yor-THey RIg] fasraddr], SXeifomie wHTE gt

qieor o1 fre: Yo fRig] foewm |
Tl 98T (}2)

ﬁwﬁw NOAEL: 50 forTi/faeT RIS HR
ORI Yor-THey RIg] fasraddr], SXeifomie wHTE gt

qieor o1 fore: Yo fRig] faem |

TS Gy (H139)

A & I RS

fapraTae® fauTaddr: NOAEL: 200 fBrT/fem RIS YR
gfvome: i RIY) & fasm W wHE T8

qieor ot fore: Yoy fRig] faswm |
ToTTfdl: @RI

wﬂ%&r—@m nias
fomraTe® fauTaddan: NOAEL: 180 famm/fam sk HR
gfvome: i RIY) & fasm W wHE T8

ST faTeRTa - 3fide D O WR ol T AT & YR IR Yad b= IR o
&A1 TR Ufddd UHTd ST WY Iad i g1, el R fHd ™
TR & 3R W 36 W Ufdd UHIT & O I9d &

Gentamicin:

||srdzar & v L TR B b @ Wil gedred fauTaddr sreag-

14 /26



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

goiTar: <81 ()
JARaT: NOAEL: 20 fomm/fas emiiftes yR
gfkomy: foedt Heayuf ufdgd wHTd &1 ga-T a1 et

iR R & e R uHE! - gleur o1 foe: yomiwy Ry fasm|
PEIGERCRIIN
fqepTaTE® fauTeRIar: NOAEL: 3.6 fHTI/fdb T JRIRS HR
gfeomy: yor-miey g fawredar 78t

TRier ot fpe: Yoy R fasmm|

goTfa: g7 (X©)

TWIHRM & IRd: FeURead

fad TS faurddar: LOAEL: 75 o/ -iRe YR
gfeomy: yor-meiey RIg fawTedar|

Tier &t fee: Yoy Ry fawm |

ﬁwﬁw LOAEL: 10 fimm/fem eiiRes HR
ufeomy: miwy RIg) 7 o1, fawudrait 7€t 3w

qier o1 fpe: Yoy Ry fasmm|

goTfa: IeT (X©)

TEHBTH & IK: geoRead

fa T faurddar: LOAEL: 50 /o -iiRes YR
gfvoms; Ty RIg) 7 &)1, faeuaneit et 3@t it

ST fauTadd - sridad . Oa sRSHASISd ieaa- ¥ f[de™ R ufdgd gy
RIS T

Betamethasone:

M RIY & fAem mudE! ol @
TR & IR FiufRm &

fomr s fauTaddrn: LOAEL: 0.05 famm/fem skiRe 4R
gfeomy: miey R fawredan, faudraeit St mt

geTIfar: T (X€)

THTBRA & I @l & J1d

fomrTHS fauTadar: LOAEL: 0.42 fBRT/H IRIRS 4R
oy foreuarel xft T

TSI g (H139)
TEHHRE & I HOuRE §
fomraTd® fauTadar: LOAEL: 1 firm/fa T IkiRe 4R
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IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

gRume: faeuarsh axdt mit

ST fauTeRTar - i D ORI R hY T8 TN o YR WR fadh™ R Ufdgd UHTd o1 Wy
e e g1

STOT - Ushd SiifaH

JUAS TSR R a¥iiepd el

STOT - 3/ ifEH

< TeflT A1 GRIgT TeRaeR (Uigs 9fY, wfoRelt o, mra, ursAs oS, X9, siférgees 9 (Tedina
TT1g)) 3T Y THIH Ug Tl g |

HdUd:

Clotrimazole:

&g 3{agd . R, e, siftrgaes iRy (Tedaa we) .

Hiper L e O ORI SREU B IR S5 (SRR Bl TH I Ugd]
IhdT g |

Gentamicin:

e Sagd : T, fiat dE

3B . A 3REIUN §H TR 5T (ST Bl THAM
u@”?n?n%

Betamethasone:

M REERE] ;Ui Ui, ufoRelt 7, T, usHw WS, Y9, sifigae Uiy
RERERERE)

3B ;i 3REIUN §H TR ST (M) Bl T
u@”?n?n%

U G fauraar

HdUd:

arde fiFRa sifaa (Aeiferaw):

BRI L 1 (T)

LOAEL ;160 mg/kg

INIERRE LS| ;

o I & ford Tudhs : 90 Days

(THIUTGR) g3l

BRIl LTI (Re)

LOAEL . >=1mg/

& I LN T (SR R)
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 1 Bt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR SRI A &I dRIRG: 22.07.2016

fhda g7 & for) Tudh 4 Weeks

(THUTSR) G

cMEQ . OECD Utefur feenfader 412

Clotrimazole:

EEIIG] DN

LOAEL : 5-40 mg/kg

TRAh R & I . Y YUD

fha IHg & ot dudh © 3 Weeks

(TSR g3l

& 3Aagd Dol

3R : 3fiStHn, fsf3i, AR, ara

|1;|T:|Tf?f . gl ()

LOAEL . 10 mg/kg

UGB b I

o 97a & ford dudh 18 Months

(THIUIR) g3 _ .

8T Sagd . R, e, siftigae iRy (Tedaa wis)

|EI\_rlTﬁf Dl

LOAEL . 25 mg/kg

TR & T :

o 97u & ford duds © 6-12 Months

(TSR g ' .

AT 3T L SHfYgae U (TSHT W)

SR L Y g, 3yquf, It

Gentamicin:

PRI |

LOAEL : 3 mg/kg

UGB b IR ' o

fha IHg & ot dudh 12 Months

(TSR g3

<Ied 3fagd DTl

3R L Qeel, Y §gl

PG I re0d

LOAEL . 50 mg/kg

T B & A L @& AR

EREREREANCECY © 3 Weeks

(TRIUISR) g

NEREEERE] L T, et dE
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 1 Bt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR SRI A &I dRIRG: 22.07.2016
EIIG] . W)
LOAEL 6 mg/kg
UGB b I Cw E:
fha- IHg & o) duh : 3 Weeks
(THUTGR) gl
SRR : X9, el Y &, R
ESUE) LRI Re)
NOAEL : 5 mg/kg
LOAEL 10 mg/kg
TEAH L & A . HgulRE A
o 97u & ford duds © 52 Weeks
(THIUIOR) g3
NRECRE] DG, e
ESUE) LRI Re)
NOAEL : 12.5 mg/kg
LOAEL 50 mg/kg
TEH Y & A ArgulRet A
o 97u & ford duds 13 Weeks
(TSR g3
1&g 3fqdd : ggf
Betamethasone:
EIIG] D WRIMY
LOAEL © 0.05%
T P I 9T YUD
EREREREANCELCY © 10-30d
(THIUTSR) §of _ _
EREEERE] L Uiy Uiy, gfarelt o, a9
PRI . gl ()
LOAEL © 0.05%
T P I 9T YUD
fha IHg & ford Tduh : 8 Weeks
(THIUIR) g3 .
NESESERE! . YIEAY TS
ESI] L TS (H1SY)
LOAEL © 01%
UAIB R b I . 9T YUD
fha- IHg & ot duh : 8 Weeks
(TRIUISR) g .
NESESERE! . YIEAY TS
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

Clotrimazole:

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024
28.09.2024 808846-00022 Ugall IR SRI A &I dRIRG: 22.07.2016
EIIG] - |
LOAEL 0.05 mglkg
U h R & T :
o g7a & ford duds - 28d
(TSRTUIOR) gafl _ ‘ .
A& 3HFIT D o, UTSHY oS, Siftigee Uiy (TSN i)
4N Ada
JUAS TSR TR aFiiepd al|
T4 SIRaW & A1Y AU
3dd:

CEIRELEED L 3MTNR: Tl (3), Jolall, BIe TS, SNSHHT, areit

UK L INR: Iox Yaeh gg, Ada, Iecl, axd

Gentamicin:

T o L 8T 3HITa: &l
A& 3fqgd: Hid dH

Betamethasone:

1 GRT UGl AT L e 3agq: 3ifegad Y (TeAd We)

CEIRKLED L STIR: e, gRfew, Siad

12. uifRAfaaTa Ja=r

rivfRufa® faumamear

HAdUd:

arde e sitaa (Aeiferaw):

EENIEANELIESEII © LC50 (Oncorhynchus mykiss (W <¢I3<)): > 100 mgl/l
e Tma & ford Yudhs (THRIUISR) §3T: 96 h
TRIBT: OECD TRTefuT f=m-aer 203

SHiaT Td 3 e-3fed . EC50 (Daphnia magna (dTeX Ti)): > 100 mgl/l

SRERELICSEI o THg & ford Tudh (TaRUioR) g3 48 h
T 3t 3.4 St 2 fAdwr 202

REINERIERIEIERCLIEREI] NOEC ( Pseudokirchneriella subcapitata (Eff Qard (Qc_vﬁ)):
100 mg/I
o Tg & ford Juds (TaRTdioR) g3 72 h
T 3 3.4 S & fAdwr 201
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

BT =me ot fafd: Y. 8109, AR 3ifdH SR SIRT &= &1 dRIG: 06.07.2024
28.09.2024 808846-00022 Ugalt IR SR} & B dRiG: 22.07.2016
e &) fauTeaan (RReifees © NOEC: 1,000 mgll
FrSTarTa) o Tg & ford Hudh (TaUioR) g3 28 d
TSI Oncorhynchus mykiss (w cl3q)
BT U9 3 Sefed : NOEC: 1,000 mg/I
STeeR fauTaddr (Rrepfere o Tg & ford Hudh (TaUioR) g3 21 d
IELIESED) Ui Daphnia magna (dTex U<i)
Clotrimazole:
EENIEARELIESEII - LC50 (Brachydanlo rerio ( @a’rﬁv_&’[)) >0.29 mg/l
o g & ol Wudh (TaRdioR) g3 96 h
TRIBT: OECD TRTefu fa=m-aer 203
ST T 3T de-3fed . EC50 (Daphnia magna (dTeX it)): 0.02 mg/l
SRELCLIESKII o Tg & ford Tudh (TaRUioR) g3 48 h
RIaTel/STelTg el &Y fasTarar EC50 ( Desmodesmus subspicatus ( Eﬁ‘\%ﬂﬁ Qv_\rﬂ)): 0.268
mg/l
WW%%&?W (THIUTSR) §3T: 72 h
NOEC ( Desmodesmus subspicatus (Bﬂ‘jla'lﬁ (QFrﬁ)): 0.017
mg/l
ﬁmﬁw%%ﬁw (TFIUISR) 3T 72 h
TH-Thee (ATl STereR 10
IERIESED)
SiTaTopen | fawredar : EC50: > 10,000 mg/l
fpaa G % Rl 9 (TaHoR) )g3M: 3 h
TRI&UT B! fohe: 4T- mamfrwaz
T 3N 3.4 S 2w Adwr 209
ot @ fauradar (RR&1feies © NOEC: 0.025 mg/|
frTaRT) o Tg & ford Hudh (TaUioR) geim: 32 d
SIS Oncorhynchus mykiss (W cl3¢Q)
TheT: s 2. .S e FAdw 210
BT U9 3 Sefed : NOEC: 0.01 mg/l
BRERACEICSCINELCAINED o Tg & ford Hudh (TaUioR) geim: 21 d
IELIESED) TSI Daphnia magna (dTex U<i)
Tt 3N 2.3 e FAdwr 211
TH-thaey (RR&If® Saer @ 10
IERIESED)

20/ 26



& seT e
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€3 MSD [} v

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TEHRT Teney= &1 fafd:

7.0

28.09.2024

T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 06.07.2024
808846-00022 Ugdl! 9R ORI 3 B dRI: 22.07.2016

Gentamicin:
S Ud o Se-fed
SNERSELIESEII

RIaTel/STelIg el & fasTarta

TH-Thaexy (AfAUTeh Sferar
IELIESED)

EICINEIRAELICSEI]

TH-Bdey (RRPId SR

IEEIESGIN

Betamethasone:
ST T 3 de-3fed
SNERCLICSGII

NEINERIRRICIEARCLIESEI

. EC50 (Daphnia magna (dIc} 13!('4’[)): 86 mg/l
o g & ford Huds (TaRUioR) g3 48 h
T oft 3 . e fAdwr 202

LC50 (Americamysis (ST ISTId)): 30 mg/l
o Tg & ford Tuds (TaRTUIoR) g3 96 h
GRICTE W%ﬂﬁaﬁtﬂtﬂé’r@%o 1035

EC50 ( Pseudokirchneriella subcapitata (Bﬁ Qard (Qc_\rﬂ)): 10

g/l
%mﬁw%%ﬁw (TFIUTSR) §3MT: 72 h

GRS RS élfﬁ?fmzm

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)):
1.5 pgl/l

o g & o Huds (TaRdioR) g 72 h

T 3t 2.3 &Y. e A= 201

EC50 ( Anabaena flos-aquae (W@W»: 4.7 pgl/l
o g & o Huds (TaRdioR) g 72 h
et 3 3.3 . 2w Fdwr 201

NOEC ( Anabaena flos-aquae (ﬂﬁ:ﬁéﬂﬂ'ﬂﬁ)): 1.6 g/l
o Tg & ford Hudh (TaRdioR) g3 72 h
T ot 33 Fh e Fdwr 201

100

. EC50: 288.7 mg/l
P gma & ford Tueh (TaRTAIeR) g3 3 h
TR&01 ot fohe: %mmamﬁwa'd
Ter: 3t g . ¢ [ 209

1

:  EC50 (Americamysis (7T ISTId)): > 50 mgll
o Tg & ford Tuds (TaRTUIoR) g3 96 h

EC50 ( Pseudokirchneriella subcapitata (83t QT (Tesh)): >
34 mg/l
Ww%%ﬁw (TFIUISR) §31T: 72 h
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Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

Clotrimazole:

BT e & fafy: TY.31.09. AR i IR SR R DI dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugal IR SR R & dRIG: 22.07.2016
T 3N 3. S ¢ Fdw 201
femoft: facadr &) W R FE fawreaan T8t
NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)): 34
mg/|
o Tg & ford Tuds (TaRTdioR) g3 72 h
T 3 3.4 S & fAdwr 201
fewoht: facoar &) i R oI5 fauradar T8t
ot @ fauredar (RR&1feies @ NOEC: 0.052 mg/|
frTaRT) o wg & ford Hudh (TaUioR) geim: 32 d
TSI Pimephales promelas (ﬁ'ﬁ%@' ﬁﬁﬁ)
T e $M S e Frdw 210
NOEC: 0.07 pg/l
o g & ford Hudhs (TadioR) geim: 219 d
IS IIFoH Oryzias latipes (\_rITCH:ﬁ fl@',?ﬂ)
a1 OECD Tdlerr fe=md=r 229
BT Td 3 Sefed : NOEC: 8 mgll
SrereR fasTerRTan (RRpIfie b Tma & o Judh (THRIUIeR) g3l 21 d
IERIESED) USTifd: Daphnia magna (dTex U<i)
T 3 3.4 S & fAdwr 211
TH-Thaexy (FeRepTfered SRk : 1,000
IERIESGI
R 3R raspHfordr
HAdUd:
arde e sitaa (Aeiferaw):
Ifde SaHHUT Bt &HdT : ORUME: GHAT & 1Y UIHfadb diid A SHahHuDR]

CRIE SRR
Sfads MBI 31 %
o wg & o Hudh (TaUioR) geim: 28 d

Ot o RRaT L ST fasion: 50 % (242 d)
Gentamicin:
P SrachHUIdT BT & . gRomy: dg wfa I 3muehiforg g9 arclt

Sfde SEAHHUET: 100 %
o Tg & o Hudh (TaUioR) g3 28 d
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugall §R ORI &R &1 dRIG; 22.07.2016
" BT OECD Utequr femnfader 314
Tyifaa wfae dou=
HdUd:
Gentamicin:
QTSI ToTih: (T . log Pow: < -2
S Ie/am)
Betamethasone:
QTSI ToTih: (T . log Pow: 2.11
S HId/am)
gt ¥ wfo=fteran
3T A gl
3= Ufapd gHTa
3T IUAS el
13. fFger ifgard
fAye™ & 8P
/Y T F=1 7 (gere) . HS B AH | A b |
R fafAgdl ey thas |
it ofd : \Ta fSed Bl 9 B g18d HA ard! htaie! # JargdaiT a1
T & ford o S|
3R 3T fafAfEy =7t fara am: srvrgad Sare & U #
fAgem &3
14. URag= gaAT
ierTsta fafraw
UNRTDG
UN F&R : UN 3082
Hr9e F1 9e A : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(clotrimazole, Gentamicin)
aﬁ o9
e U [l
A9 o9
YgiaRul & ford WaRATh |
(Bored)
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Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

Y@RU iy ol fafd: TH.31.T. IR 3iferH TR SR A 1 dRG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugdll R ORI R &1 dRI: 22.07.2016
315 U & -8t ot 3R
/3T 81 TR : UN 3082
Wﬂ%’[:ﬂ'ﬁ[ . Environmentally hazardous substance, liquid, n.o.s.

(clotrimazole, Gentamicin)

it © 9

o1 U i

NE : Miscellaneous

fsaract #) feemad (@RI @ 964

EEEEE)

fEaarect ot figerad (@rft gars 964

SIGIST)

YgTaRul & for WeRATh gl

ESER))

318 TH Sl sfi-@ls

UN R : UN 3082

Aag &1 get 9y :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(clotrimazole, Gentamicin)

i )

O g [

NENI o9

EmS dfgdr : F-A,S-F

BLCRRtACE g

IMO JUHRUN & AR 4P A ufiagd o

3MYfe fvY 7Y Uisae & fog ang &t

IyURTRdl & fore faRiy grawnfaai

T8 feu T ufkas arffeur Fae =1 & TaieHl & o €, SR Thas ©U § stids I &
T UR 31T § o fob 39 IR Stet =fie & iar 39T aui fosar ma g | uftagH &1 fafd, s
THRY, R &= a1 <=1 & fafgw o fafaerdrsit & sraR ufkag affevur fir-firs 81 9ad g1

15. fafrarae g

verd ar fargor & g e, @Ry, iR qatarur & faframfaus
39 IdTeH & 3aud fAfiaf@d sHae Ry A gRa §:

AICS - fyffa =gt

DSL - fyffa =gt

IECSC . fryffva =gt
16. 3T AT
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IS ERAMSWS YRIeH & STAR e MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

7.0 28.09.2024 808846-00022 Ugall IR SRI A &I dRIRG: 22.07.2016
TRmed @t fafdy : 28.09.2024
Sifafad S&RY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNa& dd-Id! ST, Sel
TIRT b3 T G OIEe EIST IO quT JRITA e Toie,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁmﬁaé?g@mﬁa@@weﬁmw
TR

farie urey . fea Ay

3= e & qut ar

ACGIH . gUHY| ACGIH HIHRE HH (TLV)

IN OEL : W|mmﬁwwmﬁaﬁwﬁa%&r§mﬁ$w
ACGIH / TWA : 8-Ue, Ug- gui i d

IN OEL / TWA L gHg dId 3id

IN OEL / STEL D 3[BT 3REUT AT

AllC - 3NN TIRAT $T e & ANTT - STforeT BT AT A oRkagT TorEl; ASTM -
AR IrEh udernr TRTEE:; bw - STet BT a9H; CMR - SR, Jeoi-d a1 U favar; DIN -
THA TF®IHR0 IRIH & U AF®; DSL - aiqwﬁq?ﬁ(aﬂm) ECx - x% Wfdfsar ¥ gsT
Gdod; ELx - x% Ufdfehar ¥ S8t aifeT &); EmS - SMTUTddblel- RISgd; ENCS - Iﬁqasﬁ?mz
RS Ueld (STAF); ErCx - x% s &) Ufdfhdr § &1 dbad; ERG - SfUadbIc widfhar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3 & forg
ol 1ATA - WW@W;IBC-WWﬁWWaﬁ
%ﬁﬁmﬁvm%ﬁm HfET; 1C50 - 31T SHfIHAH FRIUTHS e, ICAO -
RIS AR faHA W16, IECSC - I # Hie[al YRS Uerdf & 3dedl; IMDG - &IHT@H
WWW IMO - mﬁnmﬂw ISHL - SN JReM SR WA HIA (STUH);
ISO - AR & T RIS ' 6+; KECI - HIRAT HIGT IR dext; LC50 - TRI&T Mard
BT 50% BT Gl Tobgd; LD50 - URI&UN SETEl BT 50% bl Gldch WRIH (A °ldd GRD);
MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §8a; n.o.s. - 3=l FAfEy 78T; Neh - Ryt
308, NO(A)EC - 3fadlie- T fdbar TaT (Ufddd) UHE Hdhad; NO(A)EL - 3/adid- 9 fdbar
(W% ) THTE TR; NOELR - TR-3(Ga@I%--a7g YU deM &x; NOM - 3iiwiRe Afdge faw;
NTP - TSt - BRIH; NZIoC - T &t <5t & 9¢8); OECD - 3Mfiids Tt 3R
fa™ TTa; OPPTS - IMMAM® JRET 3R UGHUT AHUH HHATAT; PBT - RIRR, Wg-THAHN 3R
fawmad werd; PicCs - Wsh?wmﬁemaﬁﬁfﬁﬁﬁmm Q)SAR - (HETEE) TRET
Tfafafer dey; REACH-WW@?WW,W,W@W@?WﬂWW
fafa®= (EC) H. 1907/2006; SADT - W-digdl 3fqge digHM; SDS - YR&T sl 2ie; TCSI - dgaH
A yard §dest; TDG - WARAT HTd &1 URdeH; TECI - UTSas T gdesl; TSCA -
fouTaa uerd feon siftifem (Sigaa s $@R®T); UN - ﬂgaavrg UNRTDG - BIM®R® FHH &
RTET IR TG WY BT RABIRY; vPvB - Tgd W IR Sgd SIa-TUHAHRUT IRG; WHMIS - HT-
RY WRATD JrUl =1 oIt
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Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 06.07.2024
7.0 28.09.2024 808846-00022 Ugall IR ORI A Bt dRIG: 22.07.2016

9 QRe&f ST e & 39 JHRH B dRiE B & Tl TSR §9R IH, STHGRT 3R Ay &
TR TE &1 THBRY B! QA& ¢/ HITR, T B, Uiehdl A, Forg 64, TRas &,

WWHMW%WWW%WﬁWWW%HMWWﬁWW

T[UTGT T fAfGRT 18] [T SITET | Sudis SR TR SHeR! 39 SDS & /Y IR gt it daad
ﬁﬁyamﬁﬁwﬁa%amsos%w%mamﬁ%ﬂmﬁmw&mmﬁ K|

I U1 H T FdTa1 71 81, TRANT &1 R 94 a1 81 Taball ¢ | It yiarstt &l @] 817 0, Uaied

¥ oifad Iare B SDS-UHR & IUGHIdT BT SHHe B Tled eod B, TN R, Ulchar HxA
TUT GG XA & 30 3y &1 & fafry T & TR SiR Rywieit ot geten o= 71T |

IN / HI
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