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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TIHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

1. IIG T HHH! B Uga=

et A . Mometasone / Posaconazole / Gentamicin / Polymyxin B
Formulation

fFratansmyfdeat

a,,—j:q:ﬁ . MSD

adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

THmE © +1-908-740-4000

AUTAHTA TNE TR © +1-908-423-6000

3-0d T Udl :  EHSDATASTEWARD@msd.com

TR R e R ufaey

RpaTes T L gy e 3drg

IUINT R Ufasy LTy el

2. @} B! ugaH

forator, WeRUr 3R & 3mTa @RS THTaH fAaHTget, 1989

TffmRor

3GE-1 % YT | F FefRa AFds % SHUR @ae & w0 § aiffpd T 7

it . ¥-affevur

S fauTeRdr o fum

A deg-oi R fawaaar  :© fum R (e, Widdt &)

- TR 3RE0T (FfEh)

DI (Vad) STeld Wkl fAUwT g
ddpras o) SRl @aRr @ faum g

Si.T9.0Y. d9d dd
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugcl IR SIRI &R &l dRIG: 23.06.2016
SfeH &1 foma : ‘@ ‘%‘
Tohd g DRI
T Tral sureA © H360D 3feTTd fRIY] &Y g1 g Jobd &

H373 e o WR 1Y BTeil= 31 GARIg TarTuIoR (T, Hiekt
HT) 3T P! T Ugdl Thal g
H410 STEeR Siiad TR T QI THTg 3R Iy &1 3 fasar|

glaard/gafay™ sam N
P203 IUANT I ¥ Uga Guft JRem A3 &) U &%, ug iR
ST UTeH B | .
P260 HIgT IT HIT &I g H T o |
P273 ARl H BISH I URER |
P280 & X/ I 3R 3@ T/ I&/01 U |
3TN
P318 3R TSR 81 41 e g, Faaiia garmg <
P391 BA®Id UH AT BN |
HYSROT;
P405 HSR dd HI
e
?ﬁsm / f&s8 BT FueRT Wigd de Svid HREH A
|
3=g g1t et uftomg wawey qeffevor 981 giani
S{IATd
3. 3AUq] BT HITASTHRRY
gerl/fiygor . forgyoy
3qYq
TGRS 9| R T (FY) - TR | ST (HETH) (%
/
Gentamicin 1403-66-3 >= \1NV\2 2.5
Posaconazole 171228-49-2 >=0.25-<1
Mometasone Furoate 83919-23-7 >=0.25-<0.3
3 ABIPIA-1,2-SATd 96-27-5 >=0.1-<0.25
4. yyfire fafeer & Sur
THRT A8 . 3[R gHedT 81 U1 deigd 3id 9 & dl AfShd With A Jellg B
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd:
8.0 03.12.2024

3ifdH IR WRT #R4 & dRIG: 06.07.2024
Ugcl IR SIRI &R &l dRIG: 23.06.2016

T30y, daR:
772748-00020

SIq T&UT €6 X8 1 Wbl o1 &) fRufa o Fafercita warg o1

3R |IY GRI U8 §1 WY ;i A gRT U0 IR foran S, ot drolt gell ga1 & o @i
fafecdia ggan |

3R 1 ¥ WU Bl AT S g W, A @dl Bl G R Tgard U I I B
T 9% Td 9 SAR < |
fafdcdia ggan d|
G ¥ Usd 9 Ui |

. QYT § Ut § S i 3=t ke Uil

3R 3Rd § Fudh gl ST : garr (M) & fog Sife! o urt 9 4wl
e STe I §1 3R OIRY Tg, ot it wgai |

3R e foran smg : gfg fATTe S, a5 ORd Jd B
fafeb g e o
U & 1Y He 3! e peall Bl |

T Hg@quf d&mr 3R D 3foTTd R ®I g1 ugen Ahdr gl

UG, 1 ot 3R o fTe R it a1 TRIg 3R&0 & WRT il (SRR Pl
IHUH Ugdl Tl g

uTyfies e & TReor L YT Fefored 3 aTell DI T GRET TR &I T A1gT, a7
SRIT DI UG B1H TR J=ATT T IRETHD IUDRUI
BT ITINT BT A1eT (TS 8 <9 )|

[EIERE A ANC R CRll L et 3R WA ¥ SURR HR |

5. SRR IUN

JSUged TR Hifear oA
YapRIa-UfaR e ST
D SRHHIRS
/T T

ST (T IR S HEH ¢ IF

A F ERARMRT TR <87 IS o1 YU WY & AT Th WRT 81 Thell g

GRATD &g TGl . PR RSy

EIEEIEEACRINGNED . 98 SIS I T 3 S g aRfRf 3R Srg-urg
qIATaRYT & 3Hd Bl |
§< fSeall Bl ST PR o o SA-BoR BT YANT R |
3R TN AT TRIEA B M ST & &3 F &ifdgH dHeR Fopra o
S8 & WTelt Hram |

FMPIH & U IRV TG W @ o R, Wd-HaHd 419 IuHRo ugH |

JUHIU TSI TP IYSIUT TRART e |

6. THIA® f¥elier Sura
Jafads QU RETAS ¢ (Aol &fTeTd SUSHRT T B |
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugall §R SIRT 34 &I dRIG: 23.06.2016
JYHRUT TUT SATUTTDTA RIErA Fefei R (W 7 37 ) 3R fdrTa Jrem Iuaui
ufsrare & gTal (TS 8 T ) BT ST Y|
ygiqRuiig graun=ar : IRl H B ¥ URER 3|

e AT QRIE, SR 3 g a1 saema &l A |

IS &% d B o J A (ISTeR0T: gz a1 dat e

GEd 4 T U 1 g1 Td FAbTerT |

%@g{ﬁwmms‘rﬁjﬁwmﬁ
|

THTS HA AR BAA (B © 3R e verd F 9|

& uerd ud e ¥ Trard & forg ST a1 3 Iuged AHUTH USH R dlfds
T 3R 7 931 afe SE 1 18 yard ot u fasar S e gt
dl 3 ITGad HewR SId IR TR P
IUYad TeREC & 1Y ald &) AN AR &l I% |
R a1 YT fafam 59 vard & fagf ok AueH &4 &
forT @] 8 Tohd &, Iy & I IERIgey 8k Sgeiy W o oY
(39 uerf ) Refist 3t It B IUEHT A a1 o1 § 1 39

fofa &1 B 6 e oty @mp 8§
39 THSITH & 3HIT 13 3R 15 $O ®IMI TP Reprgvie
¥ IR H THBR UgH Hd 3
7. FATEH 3R YSRUT

TH-tep! U ;AU (TRIUER) § §o1 & FOFunel 991a SIuRT & dgd
SRR IUg 3 |

R / $d dfca’E D 3fR T AR Srudsy g, Ot Wi e dfedwH &
1Y SUART He |

GRI&T BT & forg D T g S WA RA )

qraTar DA A HU B A H T |
BUEEG]
3fiEt & Ty THd § IRER B

AT & 916 &1 &l 33 g U]
33T M Taesdl SR YRET TU13f & IR U, o
PRIV THIUIGR STHT TR TR B
o3 P HY IR 9¢ PP W |
U I Bl TN HRd JHY W1, THT 31 4TI A He |
FAD, gae B T A B AU T, 3R TR H HH
HH O Q|
Wi SR o ukfRufdar 313! kg ¥ died bt gu ol 1 3|
YR drd H
HY PR TG PR X9 |
faRiy It faf ot & SFaR HeR 1|
39 yerf @ & . Fufifead R & tisae & I 7 37
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd:
8.0 03.12.2024

3ifdH IR WRT #R4 & dRIG: 06.07.2024
Ugcl IR SIRI &R &l dRIG: 23.06.2016

T30y, daR:
772748-00020

offer sieRftRU Toiey

8. Sifaw forizror / it gRam
HrI =0 & AP & 1Y 3aaq

3{dgq

T T ()
- TRR

g UbR
(3REUT BT

YPR)

IGRELRIENE]
WRAdEd
HYTCTH

STYR

Gentamicin

1403-66-3

TWA

0.1 mg/m3 (OEB

3dR®

2)

3faRkad STH&HRI: OTO

Posaconazole

171228-49-2 | TWA 300 ug/m3 (OEB | 3fidRe

2)

Mometasone Furoate

83919-23-7 | TWA 1 ug/m3 (OEB 4) | ofidRke®

3faRkad SHGRIT: &=l

| oiga ®Y I | 10 ug/100em? | 3fiaRe

gl for

foroht sarg &) IrEh
oI Gaeht saE

fihee UBR

R TS IHeR! 92 Urde/ariieds THH & T 3R

fafrfor & w81 BYc Y, e a1 ekl g & g,
Sugad A fFaror Surt o fReiid w4 & forg arge-fafry
HTARD SNRIT Teich-1 W13t &1 HaTer b ST =gl | 39
IR B ST B J B a1 W Taieh TR H8 IR
R R BRa 8, R e w0 3R Ssfel 78 wen e ©,
TR 31 e WiHrd el 81 Al AL &Y, T gt TR B
SHRIH T ¥ 1 §1Y 38 o for gfehan ars,
R PR IR (R, TR Hiae, dfdce sog
FTS1) AT 3 SN =0T ST ITANT Hx | afe gy i
?@Hfh‘cﬂ%ﬁ?ﬁﬂ%% @ TSI TR B URIHT YATH §1¢

Tt Sohfafar fEml ) oReR fEwms grT srffad g9
TMRT 3R ITS!, BT, SR gaiaRur @t e & fow GMP &
Rigidl & AR Hanferd foan ST arfgul
WW%WWW@@WH@%

¥ TRIRAT Ried a1 Ay Wit &1 swmre o |

3R TRIIATZORA & 1T WHTEHT Tielg 8, af TRT=Imen o
YU 9TH R, I U § FSome &t 175 Si9-TqRem Hfeqe, Ty
S, 1 SWHTT $| 3R T YHIGT Hefg a1 2, a‘rzﬂs:r%tn
dTciy IR U |

L R YT R e dRRH Iudsy A8 § 37 TaUeR

3fTera SRR fa=m-Fce & a1eR TouieR UefRid HRdr e,
o 4T GREM BT ST Y|

D Ugad P 3R FHTdHE aTsy YHR
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Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

Y. 3109, FeR; i IR SR TR BT dRNG: 06.07.2024
772748-00020 Ugall §R SIRT 34 &I dRIG: 23.06.2016

TXHIT TNy @t fafd:
8.0 03.12.2024

BT et s=mg
e
fewof

3T Yeeht s

91 Ud IRR Tael s

W dl daht U™

D IO g H

D 39 TG W IR $
: ITRS RS A1 TN & AT gR&M IRAT U |

3R HTH & ARG a1 MAfafy § ¢ &t fRufar, Sy a1 e
1feret g, ot Iferd TvTed ug |

SR ¢d, g4, T TR & AIE-T Ui A9 ot SHTaT 81, df
HRiies a1 IR AR BT 3T IREUT U |

© el g YN hie H BTH DR

JOINR @1 ! Jdg! § ST & 1T B ol @1 P & YR W
fSoed o) |

HuTfad giid sus Merar & fore Ifad Sifei da-ite! &1
ST P

D 3R ITH ST & SR I & TUb & 37 Dt GHIGT g,

A B B P M & B G 41 Bt gonferar iR grem
QR T BRI

TRINT % SR, ST, YT 1 45U Hd 1|

Tgfd HUS! Bl O & 91G &l [ I SXaHT Y|

gfaun & gyTe Sared | gei-aaT a=or &1 awtern, 3k
T YR&M USRI, SIS 3R ufk=ie ufssarat,
3NN Tzdr AR, fafeer FRFT 8k aqrimesta

[ERENUCESSEIRRIESESEIENRY)
9. Yifa® vd ITafa® ur

fagmae ad

Rl L STl SuAsy gl
Ty L STl SuAsy gl
Y B Tgele L Ser3uds et
il ST Iuas gl
/e &1 auaH L 3T U TRl
URfYS e @l fdg/Iaa- ST Suas gl
31 e

e fag D e IUAsy e
ElER Eden : STl U Tl
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TRMeA ot fafd:

03.12.2024

T30y, daR:
772748-00020

3ifdH IR WRT #R4 & dRIG: 06.07.2024
Ugcl IR SIRI &R &l dRIG: 23.06.2016

ST (319, 19 ) A vb) o K o
SAARITAT (ARE Uer) D STl U g
3= fowpie W1/ TR : 82T U ol
SR T (IR
panfaferd fordte)
%H fawpie dmr / Fech : 82T U ol
SATHRITAdT WA (TSR
ottt forte)
g gad : ST U gl
U I T : ST U gl
e o : 82T U gl
LETe] ;3T Judasy gl
-
i A fadaT : 82T U gl
ELISRRINICARCS] : UdNg el
3faea/arn)
3SR &1 arga : gl Judsy gl
3Ye &I dIIHA ST Iuas gl
BIESIREEEAIRE))
oIyt : 3l Judasy gl
fqepics UrRaHE . foepies 8T
SRABN F ORIHTT : g uerd a1 iy & siiefiRes aifferd e fasan T |
3MUIfde HR D S JUds gl
CAURGRILGILY
U BT AT D yESy el
10. fRRar aur ufaferaar
PIREIN : SifYfspariidd & TR & FU A Fifed el
TG fRRAr D g iR A fRR 1
IR eny Ufafsarait A ARIPRS Tolel & 1Y Ufafhar HR Jobd g
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016
3 gRfufoat @ <t
ST IR ; sha@wﬁqqaw
3qged yerf I sifgH . B TR T (FoRe) geH uer 7 e
11. fawrasnfaa @
TG SREUT (TEFIUIGR) F IR T GRT TGN AT
T THHRT T ¥ dUh
fTeT
i@t ¥ ¥ud
GiERELIESEIE
IUAS TSR TR aNpd Ta|
LLACH
NERSEIRRELIESGI] : 3ffcrardt fauTeIdr SIEM: > 5,000 mg/kg
TIBT: T RIBbT
3dyd:
Gentamicin:
g M fawreddr LD50 (JgT (¥2)): 8,000 - 10,000 mg/kg
LD50 ({§& (AT3H)): 10,000 mglkg
GIEERERELICSEII ; Lcso(a@&—c’)) > 0.2 mgll
o T o fordl Tuh (TadiieRy) gaim: 4 h
URI&0T ATATaRUT: Yei/Hgia
feoyoft: H1E gog 39 SIe W T8t ot T
GIEAERIESEINENSIEE R LD50 (JgT (¥2)): 67 - 96 mg/kg
) IR SfA:RRT
LD50 (IgT (¥2)): 371 - 384 mg/kg
TWHIHIA & IR HIgoREf &

Posaconazole:

LDLo (§&X): 30 mg/kg
THHRA & ;SRR

GIERIRCCACNIESEI] LD50 (TET (RT)): > 5,000 mg/kg
LD50 (¥ (H139)): > 3,000 mg/kg
GIEASEICACLIESGII LD50 (IET (XT)): > 2,000 mg/kg
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd:
8.0 03.12.2024

3ifdH IR WRT #R4 & dRIG: 06.07.2024
Ugcl IR SIRI &R &l dRIG: 23.06.2016

T30y, daR:
772748-00020

Mometasone Furoate:

GIEREICEACLIEREI] LD50 (IgT (X2)): > 2,000 mg/kg
LD50 ({N® (A13H)): > 2,000 mg/kg
SIEERERELICSEII ; Lcso(?@&‘c’)) > 3.3 mgll
o Tra & ford Tuh (ToTioR) e 4 h
URI&(0T ATATaRUT: Yel/Hg i
fewoft: 3 gg 9 SI9 W 78! od! Wi
LC50 (VS (H3H)): > 3.2 mg/l
o T o fordl Tuh (TodioRy) gaim: 4 h
TRIE0T ITTaRUT: Ye/HaIar
g fauraadn (fGu o1 & 3 LD50 (JgT (¥2)): 300 mg/kg
1) ERNECEIERIE!
3NR: WY o+ § gk
3-ABIPIYTNA-1,2-ST:
g M fawreddr LD50 (JgT (¥2)): 648 mg/kg
GIERSEIRAERIESGII LD50 (BRIN): 673 mg/kg
91 & e eeRee
IS TSR TR i Ta|
S CRCH
Gentamicin:
EEIIG] G RO
BIRIL . gA®! Il @l B o
Posaconazole:
EEIIG] G RO
gRome © T § oo T8l
Mometasone Furoate:
PEIIG] G RO
gRome © Gl § oo T8t
3-ABIPIYIN-1,2-3Td
PEIIG] G RO
afomy N CH AT N
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016
™R A7 efakts=
IUAS TSR R FHifepd el
3dad:
Gentamicin:
ESUG] Do
gfomH . gD T RGP ST
Posaconazole:
ESUG] Do
gfomH . gD I 3HREY B STe
Mometasone Furoate:
EUES SRRy
gfomH : 3IE A Sa gt
3-AHIPIUTUA-1,2-S1:
EEIIGI RS | 1
CIRIE] L 3l Bl STe, % fert & iR Radd
4O a1 TUS! GITE DRI
T B gITg A
I SR R aiffepd TEl]
YTI-UYI &1 JIATSIar
I SR R aiffepd TEl]
3dYUd:
Gentamicin:
| Ifewaoh L e SuAsy A
Posaconazole:
BRI EIREE D OTIEA-faeTae-oRieor
U (TRTOR) & . @d g qUs
EIIG] o Ao
gRome . BUTHS
Mometasone Furoate:
qdieror ot b D ORAERE
U (TRTORR) & e
EIIG] o
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

3ffhed L e (RARICTEeIRM) et HRdT §

gfomg . BUTHD

feauit : R fORT o QR b TR O & SIER U8 U Il BT HHUIR
e (HIeTEoR) 8

3-ABIPIUTUA-1,2-31:

T80T Bt fobey YT s 1S IR (LLNA)

U (TRTUIER) & I G Y Iudh

ESIIG L TP (HI3Y)

GRIE :  OECD uRtefur femmfder 429

gfomH . grid®

3ffea : Al H @dl & YU DI HH I HHH @R DI GHIEHAT
CIEENERIESES

SiaT] A RereHRid!

JUAS TSR TR i Ta|

CCRCH

Gentamicin:

[EEICERISEEEACE] L TR0 & fhe: IRR o dTeR HUTRA! &1 DIfRTeb1aif &1 i+
IaRad= utemr
R HUTHS
TR0 B fhe: IS TRTH % 3 fagt
giuma: Hfad

[EEICERISEERACE] D ORI @ e TRl o TIRINTRSE GEaTH ST URIefor
(SHfad ol § WrgeioHic® uva)
T O (A134) _
TEHRA & I: 3id:RRT SoiaeH
R HUTHS

Posaconazole:

ISBIEERIREEGREE]  qlternr ot fore: Sadian et fausta ufvad o S (AMES)
R HUTHS®
TRI&01 I fore: TR fau=
R HUTHS®

[ERIHERISEERAEC ;e B e HIEhIgeRry o
Tt g (H139)
PIBT TBR: Y Al

TEHHRMA & I: 3fa:RRT
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016
URumH: FumdES
Mometasone Furoate:
ISEICERIITEER AT D TR 3t few: dadifear Teeh faudta ufvads @t §ira (AMES)
URumH: FUmEG

TRI&01 I fore: Turgd fau= .
TRI&OT Tt M-S SRR BB DIRIBIY
R e

TR1&01 o b U faue .
THE0T YU AT SRR VST HIRIBTY
IR ACIESIEED

TR ot f: Ay fempimr
URUMH: FUTEG

fSHICIhERICT 3 faar L TR Bl fHe: ARy ¢
TIfd: g (T1349)
THHTE & IK: HikdD
UfRuma: UMD

TR1&01 o b ey: U fau
goTifar: 8T (<)
PIRBT YBR: Y Tl
R HUTHS

Tter ot fbe: SifRufiva DNA Teayor ua

SITaTo] ¥ RICToMIe! - : 1E BT qoi Y] HIRTBT SNRATT P T H GHHRUT 6
3ficbar T T8 IRAT 5

3-ASIPIUTUA-1,2-SS:

IEBIEERIREERREH]  qllernr ot fre: et et fausia ufvad @ S (AMES)
TP1: OECD Tteur femmfdsr 471
R HUTHS®
feuof: v S It & S W smuia

Tef0r F fobe: YRR & S8R TeRal &1 HIfRAeB13M 61 S
IaRad= utemr

TP OECD wiequr femnfader 476

iU HUTH®
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

fewgult: ue S IEfE & e W smuRd
U&7 ot fob e ShiHTelH TaREH ¢ 34 fagt
TBT: OECD URlequr femmAawr 473
URumH: FUmEG
fewgult: ue S IEfE & e W smuRd

U E o ||

IUAs SR R aiffgpe ]|

3dad:

Gentamicin:

ORI - 3ffhe : ST Iuas gl

Posaconazole:

EEIR] R

TP & I : He/Mfae (4o B

fha gHg & ford Judh . 29|

(TERIUTSR) g3l

gRome . gRdid®

feoft L Ufshar a1 Hrfarel &1 € we § URifie A8t

EIIG] ; (H139)

e 5 T . e

fha gy & ford Iudh D 29|

(TERIUTOR) g3l

gRome . gRdid®

feoft L Ufshar a1 Hrfare! &1 & wge § URifie A8t 8

Mometasone Furoate:

EEIR] L IR

UATHRA & T © I gRT U8l &RAT

fha gHg & ford Iudh D 29|

(TUISR) g3l

RIh : 0.067 fEETI/fbT IS YR

URUMH o BUTHD

ESIR] R NEEGISK)

TAIHRA & T © Y gRI TG HAT

fha g7y & ford Iudh 19 HEM

(TUISR) g3l

G : 0.160 BT/ IRING 4R

13/28



ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016
| [ofeoms L BUTED
3T fauTadr
3rSTTa fRIg] oY BT Ugam el B
3{dUd:
Gentamicin:
3(AdT & YT D TR o fhe: a el gTodie faurddar sreaae
goTfar: 8T (Re)

JdRdT: NOAEL: 20 farm/fem i 1R
gfkomH: forslt Ae@yul uidgd THId &1 ga-T el firet

MR R & e udE - oo & e yor-miwy Ry faem|
T RIS
fapr T faurdddn NOAEL: 3.6 i/ IRIRS YR
gRomy: yor-miey RIg] fawredar 76t

Tigor 3t fpe: yor-miwy R faem|

TSl 981 (3C)

TWHRMA & IRd: geRelad

fomraTE® fauTaddn: LOAEL: 75 fom/fa IRINe HR
gfomH: yor-miey R fasredan

g 3t fpem: yor-miwy R faem|

Tfd: G (T1349)

TEHRE & I mﬁaﬁw

fomraTE® fauTaddn: LOAEL: 10 fom/fa IRIRNe HR
gfvomy: miwr Ry g & |, faeuanstt gt ot wt

qﬁ&rmﬁm Yor- iy R faw |

51 ()
qwﬂ%m%rr@r SeOReaa
fomraTE® f[auTaddT: LOAEL: 50 fHm/fa IRIRNe HR
ooy e R g & |1, faeuanatt gt ot wft

ST faSTeRa - 3ffdhe . g4 sYSHASTed SEd- ¥ fder R Ufded gvE
THRIAD TG

Posaconazole:

(ARl B UHTT © ORteur i e BRIt / IR T il faserg
TrSiifer: T (Re), R (3ai)
FIYRUT fAuTaddT SHeb: NOAEL: 180 /i IRING 4R
SR: YHNT & BT TR YHG T8l
iU HUTH®
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

Tefur & foeer: widferd) / 3mRmy o1 uwsita faser

g T (<), HIaT (o)

TIYRUT faTaddT SHPb: NOAEL: 45 firm/fa ImiRe R
SR GHNT P BT TR YHTT T8t

URumH: FumEG

MR R & AP uyEl @ odem ot fow: yor-mier Rig) faem|
g g1 (), T (o)
TEHHA & I Hifdd
fawraTaT® fauTdddr: LOAEL: 29 fBrm/fem IRive YR
gfvoms: T R fawedan, faeudrstt g&t mit

TRYeror & fore: yor-miey g fawm |

ToITfd: R, A1aT (i)

fomraTE® fauTaddn: LOAEL: 40 fim/fa IRIRe HR
gfeoma: T g fawmean

371 fauTaar - sfidad D ORISR T TR o YR R AN R ufdgd uyE &
PO T ©

Mometasone Furoate:

3T & YT D TRYeT o fpe: JaRar
gonfar: 8T (<)
TEHRMA & I: I & A

JdRdT: NOAEL: 0.015 famm/fesT ssiRes 4R
NR: YUT o WRAZIA H HHI, YUT BT HH doH |
RO TS &HdT U THTG Tal, USHH &HdT TR THE|

MR RY P AP RG] G&0 $ e yor-mi Rig faem|
Tt G (T1349)
TEHHRH & IR: @l & -
YoMy R fasTaaan|: LOAEL: 0.06 form/fasm Ikifte uR
OROT: Y01 fauTed gHTd |, SroeuS-tadT 3R faeriig

qﬂ&mﬁm Yor-miwy R fasmm |

wﬂ%&m%mﬁ CEIN
YoMy Y] fasTadar|: LOAEL: 0.3 frm/fe T IfiRe 4R
trﬁmm: oIy R fawTedT|

e 3t frem: yor-miwy R faem|

Tl /I

TR o IR @A

YoMy Y] fasTeran|: LOAEL: 0.15 form/fasm amdifves uR
gfxomy: yor-mfey g fawradar!, fawoarstt 3t mit
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

Tigor 3t fpem: yor-miw R faem|

orSTIfer: 8T (R€)

UAhR o IRd: @l & A

yor- Ry RIY] fasTaaan: LOAEL: 0.15 /i Iifves UR
GIROIH: Faeid fRIg R gHrE|

Tigor 3t fee: yor-miw Ry faem|

Tl TR

THHRA & I D

YoMy R fasTadar|: LOAEL: 0.7 frm/fe T IfiR® YR
giRomH: Yor-miey R fasredan, faeoarsit St mt

31T fATeRdd - 3ficher D O W {53 T TET & SR W e R ufdgd THTd BT Wy
g i 81, U R 5 T i & 3R W LN
3R TS &l IR UA%d YHTd &1 ¥ ed 7 g

3-AHIPIUTUA-1,2-S1:

3fedl & gHTa : uﬂwﬁ%m &l Uit QoG fawTerid e
wﬂ%m%m% IEURASE
TP OECD WRtefur femnfder 416
R e

feuof: T S It & Se1 W mutia

MR R & e R uuE] Q&gﬁ%m Yoy R fasw |
mfﬂémFr%m% IEURASE

TRIPI: OECD Tltefur femnfader 414
R HUTHS

feuof: T S it & ST W smutia

STOT - Uohd SIf@H
JUAS TSR R AN Ta|
3AdUd:
Mometasone Furoate:
"ﬁumﬁ : wa%wmmmﬁwﬁmi%
|
STOT - g™ SfaH

fTa o IR i BTeie a1 §RIgT TaUIeR (a1, i<t $1) SR &I o Ug ol 9l gl
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

Mometasone Furoate:

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

AdYUd:

Gentamicin:

& 3agd L T, WA s

3ffer : Eﬁ.%fmqg?mm&rméﬁmszﬁ@f(&hmﬁw
Ugdrdr gl

Posaconazole:

U (TRIUIER) & I S USRI

&g 3{qgd D SHfIged U (TeHa Tois), SifYU AW, Taf, R, T ST,

. T DI (ARG HuTTe
3

: a?\gfmggmﬂ 3REUT BH WR ST (3R] Bl T
|

U (TFIUIER) & IR Y AT (/e )
&g 3faTd . yforel 93, PR, &I, @
e : 2tef T ORI SREUT B TR 3 (SR B JHa ugan

Jhdi gl
U QRIS fauradan
3(d4d:
Gentamicin:
ESII] Dol
LOAEL . 3mg/kg
TATHRA & T ' E:
EREREEEANCEED 12 Months
(TRITIR) G
¢18Y 3{aad : ﬂaf
SRR e, Yb Sl
EIIG] DAR
LOAEL ;50 mg/kg
UATHRA & T TP IR
fha gHg & ford Iudh © 3 Weeks
(TRIUISR) g
&T 3auq T, fid e
EIIG] AR
LOAEL . 6 mg/kg
UAIHRA & T CoHi o
fha g7y & ford Iudh © 3 Weeks
(TFIUISR) g3
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #R4 & dRIG: 06.07.2024

03.12.2024 772748-00020 Ugcl IR SIRI &R &l dRIG: 23.06.2016
| GERECRES : Xad, Tal, Hids s, TR
ENUR] L @I Qe
NOAEL : 5mglkg
LOAEL © 10 mglkg
UHh e & TR . Rk
ford= aHg & ford Tudh : 52 Weeks
(URTATSR) o
A& 3auq . Tl 35
BT L 9E (X9
NOAEL : 12.5 mg/kg
LOAEL 50 mg/kg
TEAIHRA & T ' k|
fra gHg & ford Juds 13 Weeks
(TRIUISR) g
e ST DoE
Posaconazole:
B © @1 Re), Arar (frda)
LOAEL . 5mg/kg
TATHRA & T ;
EREREEEANCEED 6 Months
(TRIUIGR) gl _ .
6T 3aud 3ifigaes U (TeiHd i), e, e, RR, T, Tef,
3SR
EIIG] Coodl
LOAEL . 3mg/kg
TEAIhRH b IR ;
fram 99g & ford duds : 392 Days
(TRTATSR) o . . .
&g 3qad . e, R, ARkass, BICT 3iid, siftigae Uiy (Ted S),
EIIG] DAR
LOAEL ;15 mgl/kg
TEAIHH & IRA
fham gHg & ford Iudh 1 Months
(TRIUIR) G
&g 3aad Y T, Sfga® U (TSHd oS), ARYenT Ufd, Xad
EIIG] ol
LOAEL © 3mglkg
UAIHRA & T ;
fohd v & ford Tudh . 56 Weeks
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #R4 & dRIG: 06.07.2024

03.12.2024 772748-00020 Ugcl IR SIRI &R &l dRIG: 23.06.2016
(TRTUIGR) g
&g 3{qgd L SHfIgad Ui (TSHd Toie), SR Ao, &, 79 BT ((Raw)
ESIIG DdR
LOAEL © 180 mglkg
TEATHTH & T
frd gHg & ford duds 12 Months
(TRIUIGR) g
[&d 3ayd D X, TRCIS g d YU, T
EIG] DR
LOAEL 8 mglkg
TEATHRE & T Sfa:FRRT
fra gHg & ford dud 1 Months
(TRIUISR) g3l
N EERE] . gadlie-! a7, Bhe, 3ifgad Il (TeAd W), Wad

Mometasone Furoate:

ENUR) L g8 ()

NOAEL . 0.005 mg/kg

LOAEL © 0.3 mg/kg

TEHRA & IR ;

fpa T & ford duds : 30d

(YRTITSR) g | | | |
SEEEERE] D ARy Y, AR, Sifdgee Ui (TeiHd ), o, YIgHY WS
ESII] Dol

LOAEL . 0.5mg/kg

THThRA & . O

fpa T & ford duds : 30d

(EEIR) §31 | | | |
&g 3aad ;AR U, R, siitigaes Ui (TedFd Tds), o, UTsHN WS
ERUR] L 98I (RO)

NOAEL ©0.00013 mg/l

TR TR & I B ISEIOR R

fpam THg & ford guds : 90d

(THIUTSR) g3

&g 3ad : Hfgde Ui (TEHd i), Bihs, ARy Ui, i, Sy
ESIIT] DBl

NOAEL ©0.0005 mg/l

TEHBYE & I DI T (e PR )

fpam T & ol 9uds : 90d
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

Posaconazole:

[ERNENGI

Mometasone Furoate:

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #A BT IRIG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

(TRTUIGR) g

€& 3{agd L g U (TSI i), Bibs, dRYerT Ui, i, iy

3- AR PYTIH-1,2-SHe:

BIEII] L 9E (XQ)

LOAEL : >100 mg/kg

Ul h e & TR .

fram 99g & ford duds : 55 Days

(TRIUISR) g

GRE :  OECD WRtefur femmfder 422

et D TS oI g & SeT W 3nuiRd

AT T

IUAS TSR TR aNpd Ta|

3AdYUd:

Mometasone Furoate:

|| oo =&t

UG S & 1Y SgHd

3dYUd:

Gentamicin:

IBUGASEI . &g 3faaq: Taf

A& 3aTq; HId! B

TR Wi, RRed, Aaeh, Iet, TOR, R gvma, I (),

T GRT TG0 H=AT D IR RIS SR, RREE, T Y, ST 497 Uy Tgpu,
RRERIY, fifee Hiefesny, dis o, Meparded g,
GfcR& YUITel! THTd, g

EEIRECE D NIR: GERNY (SXHCTR W), JgoTal!

Sifaf¥ad SeRY

3AdYUd:

Mometasone Furoate:

||fewroft AT Sy IYd
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016
|
12. uTiRfRAfawTa =1
uiffRufae faureaarn
AdYUd:
Gentamicin:
ST Td o Se-3fed :  EC50 (Daphnia magna (dTeR U<il)): 86 mg/l
ENERERIESEI] fordm g & ol Tudh (TaRTUioR) g3 48 h

T 3N 3 S 2w Adw 202

LC50 (Americamysis (317 USlTfd)): 30 mg/I
foram g & ford Judh (TaRTUioR) 3 96 h
TRIBT: JUI-3U NUHICITd 850.1035

AT/ Giel ol fauleddar ¢ EC50 ( Pseudokirchneriella subcapitata (8% RiaTd (Tesit)): 10

I
%ﬁw%%ﬁﬁu&m@wg&nz 72 h

T 33, St e Adwr 201

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (TewiT)):
1.5 ugll

fordm g & ol Judh (TaRdioR) e 72 h
TRiepT: 33T . e Fdw 201

EC50 ( Anabaena flos-aquae (Flg:ﬁ@aiﬁ?m)): 4.7 ugll
fordm g & ford Tudh (TaRTdioR) 3 72 h

1 3N 3 & e Adw 201

NOEC ( Anabaena flos-aquae (ﬂﬁ:ﬁﬁaﬁﬂﬂ)): 1.6 pgl/l
fordm g & ford Tudh (TaRTdioR) g3 72 h
R off . 3. 2w Fdwr 201

-ty (AUt SR 100
[ERIESED)

STraTugsfl & fosTerta . EC50: 288.7 mg/l
frd THg & ford Tudh (TaRTUioR) 3 3 h

RI&U1 & fhd: YTY-TRa A & Hhac
1 3.3 4 S e Adw 209

TH-Thaex (FRRepIfeid SRk @ 1
[ERIESEL)
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd:
8.0 03.12.2024

3ifdH IR WRT #R4 & dRIG: 06.07.2024
Ugcl IR SIRI &R &l dRIG: 23.06.2016

T30y, daR:
772748-00020

Posaconazole:

Tl & fauTedarn © LC50 (Oncorhynchus mykiss (X8I €3<)): > 0.95 mg/I
foram g & ford Tudh (TaRUioR) 3 96 h
TRIBT: OECD TRIEUT fa=mAa=r 203
feuoft: focmar & T R SIS faraddr T8t
ST ud 3 He-fed . EC50 (Daphnia magna (dTeR Tel)): 0.276 mg/l
SEEMNERIESGII foram g & ford Tudh (TaRUioR) 3 48 h
T 3.3 4 St e fAdwr 202
AT/ Gl &l fauledar ¢ EC50 ( Pseudokirchneriella subcapitata (8% Qa1 (Test)): >
0.509 mgl/!
foram g & ol Judh (TaRUioR) M 72 h
I oirg. S e e 201
NOEC ( Pseudokirchneriella subcapitata (831 RidTeT (Tewil)):
0.041 mg/l
fordm g & ford Judh (TaRUioR) M 72 h
TRIPT: 334 St. e Fd=T 201
TH-Thaexy (ST ST 1
[ELIESGD)
STaTo[sfl B fosTera : EC50 (UIpiddh g&rwirdt): > 1,000 mg/l
fohdm g & ford Tudh (TaRTUioR) 3 3 h
GR1&I0T & fohe: HT9-URAN B hlac
TR 32 . e R 209
A3a &I f[auedar (RRerfae © NOEC: 0.206 mg/l
IGRIETEI) fohdm g & ford Tudh (TaRdioR) gai: 33 d
PISIITE Pimephales promelas (ﬁﬁ%‘s’ ﬁ?ﬂ)
R 3. e [z 210
ST U 3 de3fed : NOEC: 0.244 mg/|
ERESMCLIESGINEICAINED fordm g & ford Tudh (TaRTdioR) gam: 21 d
ﬁmaa?r[) PIEIIGH Daphnia magna (dIc} tFl'@ﬁ)
R 3N g e [ 211
fewh: facgar & dm R o3 fasradar T8t
TH-thaery (RR&ICT® SfereR © 1
[ELIESGD)
Mometasone Furoate:
EETIKCANELICSEI : LC50 (Menidia beryllina (RIeaR¥188)): 0.11 mg/l
o THg & ford Tudh (TaRTdIoR) g3 96 h
fewoh: facaar & dm R o3 fawradar T8t
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 06.07.2024
8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016

LC50 (Cyprinodon variegatus (‘\’ﬁﬂ%@f ﬁl?ff)): >5mg/l

foham g & ford Tudh (TadioR) e 7 d
fewult: facraar =1 T R P18 faredar T8t

ST TG 3 Ae-Ifed :  EC50 (Daphnia magna (d1cR Teil)): > 5 mgl/l
SEEMNERIESGI foram g & ford Tudh (TaRUioR) 3 48 h
TaT: 3 3.3 .S e FAdw 202
fewh: facaar & d R ®13 fawradar T8t

EC50 (Americamysis (ST USTIfd)): > 5 mg/l
foram g & ol Tudh (TaRTUioR) 3 96 h

TRIBT: JUI-3UY SNUHICITy 850.1035
feuoft: facaar @t Fiwr W HE fawredar et

AT/ Oiel &l fauledar ¢ EC50 ( Pseudokirchneriella subcapitata (8% RiaTd (Test)): >
3.2 mg/l
fordm g & ol Judh (TaRuioR) M 72 h
TRIPI: 334 St. e Fd=T 201
femgoft: facrad & Har R FE fsreaan T8t

STaTopsfl B fosTera : EC50: > 1,000 mg/l
fore wHg & ford Tueh (Taguior) Sfm: 3 h
GR1&I0T o foh e 4TY-URaN B hldc
Rier: 3.2 . e R 209
feuoft: facar & T R SIS fawraddr 78t

NOEC: 1,000 mg/|
fhrdm g & ford Tudh (TaRTUioR) 3 3 h
TRI&UT & [ YT-TRa H & Hhac
1 3N 3.4 S e Adw 209

fewult: facigar o e R 18 fawredar T8t

ol &l fauraaar (RRep1feiee © NOEC: 0.00014 mgl/!

[ERIESGI) fordm g & ford Tudh (TaRdioR) e 32 d
PIEIIGH Pimephales promelas (ﬂﬁ%@' ﬁﬁﬁ)

1 3N 3.4 S e Adw 210

ST U 3 de3fed . NOEC: 0.34 mg/I
SR fasTean (RRepfers ford g & ford Tudh (TaRrdioR) gam: 21 d
[ELIESGD) USTTfdl: Daphnia magna (dTex Uil

TRiepT: 33 . e Fdw 211
feuoft: facar & T R #IS fawreddr T8t

TH-Thaex (RRPIeIs STaeR @ 100
[ELIESGD)
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 06.07.2024

8.0 03.12.2024 772748-00020 Ugell IR SR} R &l dRIG: 23.06.2016
3-AHIPWTU-1,2- ST
Tl & fauTedarn - LCS50 (Oncorhynchus mykiss @71@[ cl3c)): > 10 - 100 mg/|

foram g & ford Tudh (TaRdioR) 3 96 h
TBT: OECD Uiequr fammAawr 203
fewgult: ue S a1 W smuRd

ST T 3 Ae-Ifed :  EC50 (Daphnia magna (dTcR i) > 10 - 100 mg/l
SEEMNERIESGI foram g & ford Tudh (TaRTUioR) g3 48 h
TeT: 3 3.8 e FAdw 202
femult: ue Seft I & et wR seia

AT/ Oel ol fauledar ¢ $3REue ( Raphidocelis subcapitata (Y03 Sid g1 QidTaT)): >
10 - 100 mg/I
foham g & ol Judh (TaRUioR) M 72 h
I oig. 4. S e e 201
fewoh: v o gl & Ser W smeid

EC10 ( Raphidocelis subcapitata (¥d= Icl g1 ‘\%HFI)): > 1
mg/I
fordm g & ol Judh (TaUioR) M 72 h

T 3 3. St e Adwr 201
feuoh: T S it & Se1 W snutia

. EC10 (&ST): > 1 mgll
STaTo[sfl B fosTera (GIERNEIES]
fhd g & ol Tudh (TaRTUioR) §3M: 3 h
R 3.2 . e FHewr 209
femult. ue Sft g & e wR smemia

TR 3R SrahHioRIdr
3d4d:

Gentamicin:

Sifde 3rashHUIdT B & . gfvome: dg fa @ sgefiford 9 areht
Sfde SahHUIAT: 100 %
fordm g & ol Tudh (TadioR) gam: 28 d
TPI: OECD Tiequr femnfader 314

Posaconazole:
I SashHUTdT Bt eFdl L URuITE: G & 1Y UIHad diic § SAHHUBR]
(EfSTSiad) 7 8 arar
S{THHUMT: 50 %
frdm g & ford Tudh (TaRTdioR) g3 28 h
TRIBT: OECD TRi&UT fe=masr 314

Ot A fRREn : 3fashHUl i SfTEf-fiet (BTh-eme W) (Sl ETue): > 30 d
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TXHIT TNy @t fafd:
8.0 03.12.2024

3ifdH IR WRT #R4 & dRIG: 06.07.2024
Ugcl IR SIRI &R &l dRIG: 23.06.2016

T30y, daR:
772748-00020

adiepr: 3.E.41 SN o e 11
Mometasone Furoate:
fad SfamHUT ST &HdT  © UROTH: AT & 1Y WP iad aRidh I SHahHuGR
EafSTsiad) 7 g aren
SAHHUT: 50 %
foram g & ford Tudh (TaRdioR) e 28 d
IBT: OECD Uliequr femmAawr 314
T H RRAT D STeid fasason: 50 %(12 d)
aiepr: 3.4l Sl. o M 11
3-ABIPIUTUA-1,2-SS:
SIfde SITHHUIAT B &HdT L ORI A & Y TG AD Rl F SaHHUGR]
( ) &l dIcfl
fewof: U SR it & ST W muta
TyTfaa wifds J=ou
CCRCH
Gentamicin:
EEISRRINICRCE] log Pow: < -2
3faea/arn)

Posaconazole:

Mometasone Furoate:

Sifde Tdeom ¥ IS 11T Lepomis macrochirus (ﬁﬁ?{ ﬂ:lﬁv_-‘ﬂ
TG X (SH): 20
TRIeT: OECD TRIEUT fGrn-a=r 305
ERISERIICRCS log Pow: 4.15
SfFeIA/arEn

S T . YSIfd: Lepomis macrochirus (@jﬁﬁ H‘Iﬁv_ﬂ
TGS X (SHW): 107.1
TRIBT: OECD TRI&UT fG=mHAERT 305

fQUTSH Tutieh: (T log Pow: 4.68

3fFeIa/aEn)

3-OPHIPIUIU=-1,2-STa:

fayTSH urie: (T log Pow: -0.84

| e S e 117
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||3ha%:ha/m=ﬂ)
IEEE RIGRIGE]
3{dad:
Posaconazole:
| qaiaRur Heft A fadRor log Koc: 5.52
Mometasone Furoate:
| qaiaRur Heft A R log Koc: 4.02
3 yfagpd yHTa
3ol Iuas Tal
13. fAger ifgard
fAyeq & afie
/Y Y F1 T (e . @S Pl AT H Ad B |
R faf et o=y b |
fa afds D aTel [Ses! Bl O B g7sd B ardl Badre! J Jrsd T a1
T & fold o S|
3R gyt faffdy =&l foran wa: sivrged Sare & w0 #
fAueH &3
14. UREg a1
Siaefgta fafaam
UNRTDG
UN F&R UN 3082
g &I ge! 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Mometasone)
T 9
ofe T U Il
NEI 9
TgiaRul & ford @WaRATs |
(@iey)
35 T &t T-St ot 3R
TH/3713 8 /R UN 3082
ao‘[ﬂ'g"[:m:[ Environmentally hazardous substance, liquid, n.o.s.
(Gentamicin, Mometasone)
i 9
e U Il
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. Miscellaneous

ded

fSearedl &t fgerad @RM - : 964
REIEEE)
fgssradt ®1 fearad (@Hi gars : 964

SEE))

UgiaRul & o a1 Lol

SR

313 TH St Sft-Pis

UN TR : UN 3082

A9gd &1 gt 91 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Mometasone)

aif : 9

ofe T U [

NELN] .9

EmS dfgdr : F-A, S-F

SEEREAE L gl

IMO SUHRUN & AR NP A ufeag &<

3Myfef 35 U virsae & forg amy 7et

IuaRTHal & fore faviy wraurrai

Tgl f3u 7 uRas ¥ ifeRur et a1 & TSI & fold §, 3IR U w0 § 3Ftdss Il &
ot IR 31 § R fob 39 Ref S1et e & HiaR 39T auiF farar mar g1 uRkaes @t fafd, S
3R, 3R &g a1 <=1 3 fafomt & fafderanait & SruR uftae aFffesur fire-firs &) 9 B

15. fafram® g

gerf a1 frgor & e JRem, R, R watarr & faffmfaus
39 IdTe & 3y FAmfafEd sraeNia A gRa

AICS e T8
DSL e T8
IECSC o e T8
16. 3= I
e &t fafy ©03.12.2024
Sifaf¥ad SeRY
3T Xiie & Ahad & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TINT fordl o Gl gIca Wiel IROMH quT RIUGE IR TorT,

http://echa.europa.eu/

27128
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ga@%ﬁ@ﬁﬂ@vmﬁuﬁaﬁqmw%ﬁm$wwﬁa@@%@eﬁmw
TR

fei® ey . RAamay
3 SEIAURE & quf arRy

AIIC - RN Tl Bt SReferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
ST THRR Tteror TR bw - el &1 I9H; CMR - HIRIOH, Geoid A1 TS+ favaT; DIN -
THA AF®HIHRUI TRM & 0 TF%; DSL - IR Uar gt (@181); ECx - x% Uifehar ¥ T
Tdhe; ELx - x% Uafhar ¥ J&F ST &R; EmS - SATITAHIH VeSgel; ENCS - HiSal 3R -4
INEAH® Uiy (SUH); ErCx - x% Jfa o) Uiifshdl I JT Tdbad; ERG - SATUTI@HIRH Ufdfshar
MEE; GHS - dfi® TR TR I77d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS Toldll; 1ATA - SR o uRde THIRGRH; IBC - YR HH1 § WoRIh 19! drd
SeToll & fAfor SR Iuavr & g 3f TfgdT; 1C50 - 3T HfAHIH FRIUTE® Hdhg; ICAO -
SRS AR 3 W67; IECSC - 9 H Hisal I9/He Uardl &t $d9e3); IMDG - SIS
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STUH);
ISO - AFSIHRUT & T STRTPTI WITSH; KECI - HIRAT HIS[GT TR Sae; LC50 - TRI&IT et
B 50% P Gldd g, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °dd WRID);
MARPOL - SIgTaTl & TNl Ft AU F o Sierfgha e, n.o.s. - 3 fAfEy &Y, Neh - forcht
708, NO(A)EC - 3@didd = foar Tar (wfded) UuEa ddhad; NOA)EL - 3@didb- = foar
UfdEd) THTT TR; NOELR - TR-3GAGH-0RG THId deM ax; NOM - 3MfsRe Afdye fAam;
NTP - 519 f4u-faq STishH; NZloC - T8R! &1 =goll o $dedl; OECD - 3id qganT 3R
a1, OPPTS - YIS JREM 3R UGHUT ABUH HHfaT; PBT - RITR, S9-THAIH0T 3R
fawred gerd; PICCS - WA 3R IR Tenf Bt fheidig 39ed); (Q)SAR - (AETEE) T
T3 Yey; REACH - TR T¥e 3R IWE Uoihrul, Hedidh, WIeR iR ufaeey uikse &1
fafam= (EC) . 1907/2006; SADT - G-digdT 3qge diaHM; SDS - YR&T 8el 2ie; TCSI - dgaH
IS erd 3d4est; TDG - WaRATd A1d &1 URag; TECI - U3As T $desl; TSCA -
fauTert garef fdzr siifem (Fged sy SR, UN - §ga X1Y; UNRTDG - BIH®GRS IHH &
URaET R UgH Y ST RABIND; vPvB - Tgd VIR 3R Jgd Sa-THAPRU AFG; WHMIS - BT-
RJc WeRATD HHUT G- Yorel!

T JR&M ST =T B 3US THRA &I IRNG I ot T THSRI AR IH, STHGRT 3R Iy &
SFTIR TE & | STPRY Y QRIET &1 F GHITH, TN =, Tfhal R, Ter A, IRag e,
fAe™ &1 quT Blsa & fo Had Anfex= & T H feomad far ma § qut ot UeR &t arel ar
TUTaRTT T fAfFG=T T8 AT ST | Iuds SR TR TSR 39 SDS & XY R ugar Wit had
fafry Tl @ Tefdd € qur sps Il o1 fardt s Tt & TaeE ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 WR I e 8 Ghd! ¢ | It udadrait &l a8 W, Taie
¥ ifqw Iare T SDS-TH &t IUYHIT HT MHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy ey & TFeRY ok Rymiien @t aeften o =nfey |

IN/HI

28 /28



