W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Orbifloxacin / Posaconazole / Mometasone

Formulation

TWHI0T MY @t faf: 7Y 3109, FR: 3iferH IR ST R Bl dRRG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugdll dR SIRY A &1 dRIG: 06.01.2016

1. IIG T HHH! B Uga=

e A . Orbifloxacin / Posaconazole / Mometasone Formulation

fFratansmyfdeat

a,,—j:q:ﬁ . MSD

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

ERIraGH © +1-908-740-4000

IR Salh I TR © +1-908-423-6000

33 BT Ual © EHSDATASTEWARD@msd.com

7T R Rywrfear sk ufaey

RpaTss T ;g Fafden 3drg

JTINT R Hfdsy L U Rl

2. Wax 3t Ugg

fmfor, WsrRYr 3R & ST WaRTS I rauTas!, 1989

CUIC|

SIgA-1 & T | B FufRd TFes ¥ 3UR WaRAS & T § FHifhd T8 §

SiY. U vg-affeeur

TR 47 &fdr3ae : Ay &

I (G0 S @aT ¢ fAumTR

SI.T9.UY. d9d dd

SiReH &1 e : ‘%‘

TP s S ICkil

g1 et e T H320 3@} H e IUd el g

H411 ofs 999 d UHTTHRI 1 & I STy Sitg & forg
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Orbifloxacin / Posaconazole / Mometasone

Formulation

TXHIT Tened & fafd: 9. 81.09. 9 3ifH TR SIRT #RA &I IRIG: 03.12.2024

4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
fouTad |

Tgfaard/gdfau™ §aM N N

P264+P265 THTA & TG g1l of 3t g I e | 3iRa &bl 7
Bl
P273 JTATERU H DS ¥ URER B |
I

P305 + P351 + P338 3R 3(R&l § Il SU| &5 BIe db Ul I
IREPR (7)) H | 3FR Hicde AF T 8l @ 3= FHepra

M B dl Fepra 2
P337+P317&W&W@ﬁwa1ﬁ§%:%mmw
|
P391 BA®BId UH AT BN |
IGCIRLYE
;501 / f&s8 P FueRT Wigd de Svid HREH A
|
3= gIf~raT forepT Uume oy Jeffewor 1) giani
SRITd
3. 3Gl BT HICASTHBRY
gerel/fiygor : gy
3qYq
IS A T T (H9) - TR | TSI (BECRM) (%
w)
Jrsc AR 3f1ad (UeiferaH) 8042-47-5 >= 5V\(l)w< 70
Orbifloxacin 113617-63-3 >=1-<3
Posaconazole 171228-49-2 >=0.1-<0.25
Mometasone Furoate 83919-23-7 >=0.1-<0.25
4. Tyfire fafee & Sur
T A8 © 3[R gHedT 81 U1 ddiad 3id 9 & dl AfShd with A Jellg B
_ SIS T&(U1 € X I1 Xobl 1 &R FRUFd H Farfepcdia gare o |
RIMGRITGUBI ST JiG T gRI UGUT R fordl S, il Tt Getl g1 # o S|
RIfercia Tgan ol
3R @ ¥ YU gl Sy D QD gH W, A 91 B GG 3R Igdrd I A6 B |
T 9% T4 5 IAR S|
Rl Tgan o
YN ¥ Ugd o g
. QYN § UBd 9 Sd B S8 R Ui
TR 3G ¥ YU g oY D g gH W, R 3G B HH Y HH 15 e d% @ IR U
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€I MSD /)

Orbifloxacin / Posaconazole / Mometasone
Formulation

TTHI] TRMeA ot fafd:

14.04.2025

T30y, daR:
439118-00019

3ifdH IR WRT #R4 & dRIG: 03.12.2024
Ugal! IR SIRI &R &1 dRIG: 06.01.2016

J U A 9 B
3R BIcae A~ UgH 8, 3R I7h! IARAT MM 8l IdR |
fafeaia Tgan ol

SR 477 feran e : gfg fATTen S, a5 ORd 7 B
faf g g o |
U1 & 1Y e 3] e el Bl |

T Hgaquf der 3R ;i B STe Ie PRl B

TUTG, 1 g 3R o

WA fafdredm & TReon L YT Ffored v aTell DI 3T GRET TR &I AT A1MRT, adT
SRIA BT FUTET B TR G T Jfadh GRETED UG
BT ITINT BT A1eT (TS 8 <9 )|

Rifras & ol Qe L QO 3R WA § ITAR HR

5. SRR IUN

Iugad TR Hifear DoSa
QeI F
HE SRAHAZS
RS EINEIRE]

ARG (M) IR S TeH ¢ W

IAIFA F IRA AR @R T84 IUIG! BT YU WG & foIT T WRT 81 Teball 3

YR G JdIGl . PRE RS

(31FT) T & Ry adies : g ITARMHS TF YA H S T aRfRAUT iR Smg-urg
qTATaRYT & 35 Bl |
I3 [Seall Bl ST PR o (o SIA-PoR BT YA R |
SR TN AT RIS B < ST & &  &ifdgH dHeR Fapra o
EURCARCINIERE !

IFMgIH U fRYTEE W @ o W, Wd-HafAd 41 SuHRor ugH |

ISR TSI TP IYBUT TRART e |

6. THI® el SUrT

Jufdass Traur, RemeTd ¢ Aol eTEd IuHR0T T HR |

JUHT T STUTTDBTAT & e sl (We 7 T ) 3R Al JRem Uil

IR & gTdl (TS 8 T ) BT ST DY |

JgiaR Ui graerar . gIdTaR0r H B ¥ URER B3|

e AT JRAEd, SR 3 Rra a1 Seerd o1 A |

AS et H o AP (IR g0 a1 At Afdepy)
Tgd o T g I @1 U e |

¢ He@yul SABIA Ut A1 g1 Fob, dl RIF UTRren1Ral o
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Orbifloxacin / Posaconazole / Mometasone
Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 03.12.2024

4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
BEGER]
IBTS P AR Bad AABT 3R NuP Ui & I |
& gerf ud ats ¥ Trard & forg ST a1 3 Iugad AHUTH USH o dlids
%ﬁsﬁ?qaémﬁmﬁnéwﬁﬁw%mwwa
dl 3 IuGad HeR S IR TR P

IUYad TEHREC & 1Y ald o) AN AR Pl 6 |
R a1 1P fafam 59 vard & fagf ok AueH &4 &
forT @] &) Tehd 7, Ty & I IERIgey 3R SgerHy W o oY
@9 Uer F) Refier 3 T & Iui A 9) 9 21 S B

fufg e ghm b i fataw ey 81 &1
39 THSITY & SFHIT 13 3R 15 o RIFHI 1 AP Reprg<
F TR H THBRI UgH Hd 8
7. AT 3R HSRUT
THID! U™ ; W(@ﬂﬁ?)?@ﬁﬁ%ﬁﬂﬂfﬁﬁﬁﬁﬁ@ﬁ%%ﬂ%ﬁ
JUT ¢ |

R/ o dfeawH L 3R Ui dfeARH Srudsy g, af R ey dfedwE &
1Y SUART He |

IR grieH & fore D A A HUS R A1 RA T

BIERlIERI HIY T YR & TY DI i gRT T 1 X |
BUEEGH
3ffEt 7 7 oM 1

TATA o 916 @dl B 3B dRe U]
3rd SfEien Teresdl SR YR TUT3i P SFFHR I, Sl

PHIART THRIUIGR 3HTHad W TR g
fSo8 @ T T I¢ IR W |
BAD, gaG B T b B AU T, 3R TR0 H HH
HH O Q|

PRI verRU Ht uRfRUfdr  © 33t ke VA9 fhU gu fesal o 7|
HY PR TG PR X |
faQ It fafodl & SraR HeRT &1

37 gerdf § & . Fofafed UeR & Msae & 1y 9 9
g siafiarufia Toicy

8. Sty fomror / fArtt JRam

Hriw AU & AP S HIY 3qUq

3T T (FY) | T UDHR gz Ut / YR
- TR RV DT | WiHad

UPR) HYTCTA
grsc FRA ifgd (Ueifery) | 8042-47-5 | TWA (@UR) | 5 mg/m3 IN OEL
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Orbifloxacin / Posaconazole / Mometasone

Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA &I IRIG: 03.12.2024
14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016

STEL (dUR) 10 mg/m3 IN OEL
TWA (&9 5 mg/m3 ACGIH
SERCIEER))

Orbifloxacin

113617-63-3 | TWA 0.2 mg/m3 (OEB | 3fidi¥®

2)

Mometasone Furoate

83919-23-7 | TWA 1 ug/m3 (OEB 4) | 3fidikep

3faRad SHSRT: @

gig- &1 9T | 10 pg/100 cm? 3RS

Posaconazole

171228-492 | TWA 300 pg/m3 (OEB | 3fidke
2)

AR

foreht sarg & IrEh
I Gaeht saE

BT gaeht sama

gerf

3T Jeeh samg

IR & TR THeR! S8 urde/aTiiicae THM & HEre SR

fafyafor & fore 81 Bie M, fFafiea ar wite gfaw & g,
Sugad A Faror Surt o fReiid w4 & forg wrge-fafry
HTARD SNRIT Teich1 W13t &1 HaTer fbar ST anfgd | 39
Wﬁ%g%ﬂmﬁﬁaﬁaﬁwwm@ﬁifaﬁfm
R R Bt &, o o w o Fsfe v e anfv 2,
R 38t a W 716l 31 afe ang &Y, df arged wWR &
W@@n@mﬁ%wwﬁ%ﬁmw
R M Afedw T (S, IAUct hfsre, dfedcs 9ag
F1ST) T 3G SoN-gT a0 &7 IUTNT &1 | i SiRkad T
?@%ﬁﬂﬁﬂﬁﬁﬂé% A IR &R Bl GURIHE dH S

Tt Sohfafir femi o) oReR fEwre grT rffad g9
TRT 3R ITS!, HRT, SR gaiaRur &t e & fow GMP &
Rygidl & SFUR Hanferd favan ST arfeul
&rﬁaﬁwﬁr%@@ﬁwﬁe@qﬁﬁ%l

¥ TRIRAT Ried a1 Ay Wit &1 swad o |

3R TRIGIAIZORA & g WHTET Hielg 8, af TRiNT=Imer o
YU 9TH R, I U § fSo1e &t 715 Si9-TqRem pieqe, Ty
S, BT SWHIT $| 3R T GHIGT Hiefg a1 8, a‘rr«ns:r%tn
CECER TR

L R yaT RIFT Mo dRRH Iudsy A8 § 31 TaUeR

3fTera SRR fa=n-Fce & a1eR TeuieR uefRid #rdr e,
o 4T GR& DT ST Y|

D Oge eI SR BTeife are ThR

D A gH

D 399 WG R AR $)
L TEE Xites a1 TINTRT & T IR IRAT U |

3R HTH & WG a1 TIfaafy 7 ¢t ot fRufaar, or o1 weRied
e g, d Sfad 7T ugH |
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Orbifloxacin / Posaconazole / Mometasone

Formulation

TIHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHRA B! IRRG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugell IR SR} R & dRIG: 06.01.2016

SR ¢, Y&, I TR & AT W T B UG g1, A
HRiTeE a1 IR AR P 3T IREUT U |

a1 U9 IRR Gaeht s . gdf a1 yavTRTe dic # S |
IR 91 Bt Tdlg! A 991 P Q18 DI o g P & MMUR TR
fSeioEd go)|
GyTfad gid sus MaTar & fore Ifad Sifeit da-ite! &1
ST B

TSl Gl Sur D 3R Y ST & SR THIH & {0 H 37 1 YHIEHI &,
@ BT A & M & HAG 3G 4= Bt yonferar 3R Jrem
MR YaH B |
TRINT % R, ST, YT 1 45U Hd B |
g HUSI B O & TG gl TR I ST R
gfaen & gurdt Tere | Seifaie Fa=o ot wfen, 3fad
G YR&M IUHR, SIS 3R ufk=ie ufssarat,
NN Tz ARAY, fafder FIRET ok aqwimes

{207 T SEIHTS QA BT =BT

9. Wifa® vd Imafa® 1ur

fa@mae : Fde

1 ;e Y bl Abg

Ty DGR

Y P Tgl L Ser3uds et

gt E L Ser3uds et

faem/ds &1 augH D SCT uds TRl

URfYS e @1 fdg/Iaa- ST Suas gl

1 I

i fig : el IUAsy e

iR B &R D Ser IuTs el

SaaRIEdT (31, 19 ) L TNY el

SaerRiTeraT (qRe ar) D 3l IUAH e

I fawpie e/ IR D ST Iudsy gl

SACHRIAr ST (30

Hadfafee! ferdie)
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TXHIT TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA &I IRIG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
Y fawpie dmr / Fach ST Iuasy gl
SATERITAdT ST (TSR
panfaferd ferdte)
Y a1 : 3l Judasy gl
el I T : 3T U Tt
BISARCE| : 3T U et
LETe] : 3l Judasy gl
N
T A faagar ST Iuas gl
EEISERINICARCS] R e
g/
3SR &1 argH ;3T Judasy gl
3qge BT dIHA : 8T U gl
BIESIREEEAIREE))
oIt ;3T Judasy gl
fqemics UrRayHE . foepies 81
RABN F ORIHTT g uerd a1 iy & shiefieRes aiffed e fasan T |
PHUT fAaTg
Ul BT AT SR e
10. fRRar ayr ufaferaar
PIREAN . Siffspareiiddr & @R & FU A Fiferd el
TR FRRAT g R A RR B
UREheHy Ufafsharait C OO SRR Teicl & Iy Ufdfhar o Jbdl gl
g9 uRfufaal O o< 3
ST It D SfiRfieroiy Teley
3gee yerdf § Sifey . PIs TR 1A (FoRSY) 3uee yerd Fd gt
11. fawmagr=a gEeT
TG 3RETT (THUIGR) $ R :  JiG gRT TG0 HRAT
A THHRY eI R CY
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugall §R SIRT 34 &I dRIG: 06.01.2016
fTerT
i@ § U
GIEACEIESEI
JUAS TSR TR aNpd |
LrACH
g A fawTadar . LD50(TET (RT)): > 2,000 mg/kg
femqult: foreht Heayut ufdga THTE &t g 6! i
BIS 7 9 SIv W e 3t |
NERSEIRRELIESGI . LD50(TET (T)): > 2,000 mg/kg
fewoft: fardt u'saqvf Yfdpd UHTd o1 a1 e fHedl
AdYUd:
arse R sifaa (Aeieram):
g Mifae fawredar . LD50 (JgT (XT)): > 5,000 mglkg
GIEESRRCLICSEI] ; Lcso(a@&—c')) > 5 mgll

feper Tra & ford Wudh (TaTioR) e 4 h
TRI&(0T ITATaRT: Ye/HaIaT
3ficpar: Teref a1 fEreiur Y IS 4R Sferge fawTard et &

GIEECEIRAERIESGII © LD50 (JRIRI): > 2,000 mg/kg
3fferer: et a1 fireor &t Hix @ Sfage fasTeadT T8t §

Orbifloxacin:
g Aifae fawredar © LD50 (JgT (XT)): > 3,000 mglkg
fewolt: His 9 39 S | o1 ol |
LD50 (¥ (A139)): > 2,000 mg/kg
L I 7 39 SV R gl ¢@! T |
LD50 (¢): > 600 mg/kg
AR
fewolt: His 9 39 S | o1 ol |
GEEREACRICSE] : fewguft: Ser Iuas T8t
GIEECEIRAERIESGI : fewguft: Ser Iuas T8t
g fawreqan (AU & 8=1 @ LD50 (T8l (3—5)) > 200 mg/kg
) TR & IRa: WO o

LD50 (HU (HI3¥)): 500 mg/kg
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Orbifloxacin / Posaconazole / Mometasone

Formulation

TTHI] TRMeA ot fafd: 9. 81.09. 9 3ifH TR SIRT #RA &I IRIG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016

TAThR & IRd: iUl #

LD50 (JgT (¥2)): 233 mg/kg
TRHIHIA & IR: 3 RRT

LD50 (& (FT3H)): 250 mg/kg
TAIHRA & IR d:RRT

Posaconazole:

g A fawTadar . LD50 (JgT (XT)): > 5,000 mglkg
LD50 (o (FI3H)): > 3,000 mglkg

NERSEIRRELIESGI . LD50 (JgT (XT)): > 2,000 mglkg

Mometasone Furoate:

g Mifae fawredar . LD50 (JgT (XT)): > 2,000 mglkg
LD50 (0% (FISH)): > 2,000 mgrkg

GIEESRRCLICSEI] . LC50 (8T RT)): > 3.3 my/l

feper Tra & ford Wudh (TaTioR) e 4 h
URI&0T ATATaRUT: Yel/pgia
fewft: i< 7eg 59 Sivl W e1 i T

LC50 (P (HR3W)): > 3.2 mg/l
Ww%%ﬁwmw{)g&ﬂwh

TRIE(0T ITATaRT: Ye/HaIaT
e fawradar (UM & o= @ LD50 (TET (R<)): 300 mgl:(ﬁ;%

o) Tefih 2 & I ol
NR: 99 o § giRea

T & oY ereriSaT

JUAS TSR R i Ta|

L0R

EIIG] G RO

gRkomy . A®! Il @l B oad

3d4d:

ar$e R sifaa (Adiferaw)

IR G RO

gRume D G § oo T8t
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& sel e

€I MSD /)

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
Orbifloxacin:
I RGP 1]
GREa D YW
gfomg | =T G E
Posaconazole:
PG| R GER | 1|
gfomg | =T G E
Mometasone Furoate:
I RS | 1
giomg | =T G E I
iR A7 efakteE
3t H ST Iue HRdT ¢
gard:
ERIIR) Do
gRomg . gd®! I 3Gl Y e
3dUd:
qr$e R sifga (Aeieraw):
Sl R R
oy 3@ H e A8t
Orbifloxacin:
ToTta RSl | 1
GNED] D SWeR
oy : gA®! I 3Gl Y Sa
Posaconazole:
Sl S R
gfomg : ga®! I 3Gl Y Sa
Mometasone Furoate:
Sl R R
gfomg 3@ H e T8t
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA &I IRIG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
oI 1 TS GATGIHIUT
T B guTdtar
IUAS TSR TR aANpd Tal|
YTH-UYTH BT AR
JUAS TSR TR aNpd Ta|
gard:
RI&f0r i fber D OIEA-faTaE-uiEon
U (TRTUIER) & I G
gRomy L SReTESR e g
3dad:
arse R sifaa (Aeieram):
Uterur o fen . SgER T
U (TRIUIER) & I A ¥ gudh
IR e o
gRume D BUTHS
Orbifloxacin:
e of fwr . AGEHE N o
YU (TRIUIER) & I )
I e o
R ;1 AReEeR T B
Posaconazole:
T80T Bt e D O A-faeaE-oien
U (TRTORR) & S e s or )
Tt e o
gRome D BUTHS
Mometasone Furoate:
Temr of fre . AHE Y X
U (TRTORR) & e
Tt e o
3ffpe L QAT (ARICTSeIRM) T8l SRl 8
gRome . BUTHS
fewoht L i o & SR T T e & SFTUR g Ueh el T HHR
el (FdiergoR) 8
SHaTY] I FeToH e
IUAS TSR TR T ifpd 8|
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHRA B! IRRG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugell IR SR} R & dRIG: 06.01.2016

RATSARE T A ¢ e o) B TR TR e 5 iRl 1 o
IARadT gieor
gRumg: BUTES

fSFeIBRic 34 faar D TR & T IRl o TERINITET e G URIefur
(Shifad groft & ArgeioiHfed wR)
uaﬁ:w(nm) ‘
TA bR o IRd: SRS SOl
TRIbT: OECD TRtefur fazmAd=r 474
URuMH: BUTHS
fewoh: ver ot gt & Ser W smeid

Orbifloxacin:

et 37 fagr TR 3t few: dadifear Teeh faudta ufad= &t S (AMES)
gfRomd; SifAfEd

Tefur & foeed: A9 formp
gRomy: aRaldsd

TRI&01 I fore: TR fqu=
TRTef07 JoTTelT: HAa fomp g ey
gRumd; aRdid®

ST aifdt s faar D TR & [ AP IRgEN o
Tt G (T1349)
PIRBT TBHR: Y Tl
TWHHRMA & IRG: SARCHIA SoiaRe
R HUTHS

qterur ot fee: SifRufiva DNA TRawor =g

SiaTy] ¥ RO - : 1EY BT qoi TTY] HIRTBT SANRATT P T H GHHRUT 6
3ficber T T8 IRAT 5

Posaconazole:

fSAeIGRE g7 fag TR 3t fe: dadifear Teeh fausta ufvads &t S (AMES)
UiRUMH: F0MHD
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Orbifloxacin / Posaconazole / Mometasone

Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA &I IRIG: 03.12.2024

4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
TRI&01 I fore: TR fau=
gRom: e

IR 37 fadr L e Bt b HEshIgEery o

ToIfd: G (H139)

PIRABT UBR: R 7Tl
T BT & I: d:RRT
URumH: FUmEG

Mometasone Furoate:
iRt 37 fagr L TR 3t few: Sadifear Teeh fawdia ufad= &t Sifg (AMES)
URumd: BUTHS

TR1&01 o b U faue
G0 YU TG-Sl 3IReR BH HIRIHTY
oM e

TRI&01 I for e TR fqu= .
TRI&0T U TATaiTol gReR USRI SIRTHTd
Ry aRaldsd

Tefur & foeed: A9 formp
Rom: HUmd®

RFIIP AR 3 faar L TRIe B b AR IgEey 3k
TIfd: G (T1349)
TRHIHT & IK: HikdP
R HUTHS

qterr ot fe: SifRufiva DNA TRayor g

goTifa: 8T (<)
PIBT YHR: R BT HIRBTY

R HUTHS®

SiaTy] ¥ RO - : 1EY BT qoi Y] HIRTBT SUNRATT P T H GHRUT 6
Sffere T e FRar B

IUAS TSR TR i Ta|
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
3qUq:
aﬁzﬁw g (ﬁaﬁmﬂ)
T51 (X2)
qwﬁémm%m% SGII
fram g7g & ford Judh 24 TgH
(TERIUTSR) g3
gRkome BUTHD
Orbifloxacin:
I ; )
TG & TR : %
e gHg & ford dud . 29|
(TSRIUTSR) g3l
NOAEL 200 BT/ IRING 4R
gRkome BUTHD
I ; (HI39)
B e
P gHg & ford dud D 29|
(TSRIUTSR) g3l
NOAEL 200 BT/ TRING 4R
gRume FHUTHD
Posaconazole:
[CII] . FEIRT)
TP & I : He/Mfas (divor B
fra g9 & ford Tudh D 29|
(TERIUTSR) g3
gRome . gRdid®
feaoft L Ufshar a1 Hrfare! &1 & A § URife A8t
RG] ; H139)
N e
P gy & ford Iudh D 29|
(TUISR) g3l
gRkome . gRdid®
femt : Tifehar a1 SRIATE! BT &7 A # Ui e g
Mometasone Furoate:
BT L IR
TAIPTE & T © N GRT U8 AT
P gy & ford Iudh D29
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugall §R SIRT 34 &I dRIG: 06.01.2016
(TTTISR) g3
TRID : 0.067 fEETI/fbTT RIRS YR
ufkomy . BUTHSD
G| PP (AT3Y)
T@IhA b IR © UMY GRT U8 HAT
fram g & ford dudh 19 TgH
(TTISR) g3l
EENED : 0.160 form/fem IRIRS YR
fkomy D BUTHS
3T foTaan
JUAS TSR TR aNpd Ta|
3AdYd:
arse R sifaa (Aeiferam):
3T & YT TR0 & fhe: Tep-Ule! gedied favadan sieaa-
gonfar: 8T <)
TWHHIA & IRG: @91 § YU
UfRuma: UMD
TR RYF AP R YUE] © Ge0 F fvw: yor-mie Rig faem
USIfd: g1 ()
TR & IR: FTe o
UiRuma: UMD
Orbifloxacin:
3(AdT & YT L TR0 1 fhe: a Mgl oI fauTddarn sreaa-
goTifa: 8T (<)
TRHIHT & I HiRkdP
HIYRUT fauTedd SiHd: NOAEL: 50 /i IRIRS YR
URfA% Yuiig fabra: NOAEL: 50 i/ IRIR® UR
URRUMH: H18 Ufded THId el |
MR RYF MR R UG :© Te0 F e yor-mie Rig faem|
goTifa: T (<)
TAHEA & I AdD

YoMy R fasTadar|: LOAEL: 333 form/fasm Ikifte uR
R RETHE THIE T8, JaH W Yofauada gHIg 3R
1% THTIG had I AIgH T I [qorad TR W g g 1|

Tier 3t frem: yor-miw R faem|
TSI @RI
TRHBTE & I HifkdS
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
THIOT A=Y D faf: Y3109, AR 3ifdH IR SR e &1 dRIG: 03.12.2024
4.1 14.04.2025 439118-00019 gl IR SR @ &I dRIG: 06.01.2016
HIYROT faNTeRTdT AIeh: NOAEL: 20 /e R YR
Yor- TRy RIY] fauTeaan|: NOAEL: 60 fi/fam IR YR
GIRUIME: YOI o RS b IR UUTd 9811, I W
YUITANTGRITT THTG SR U1} THTa had I HIgeh U 3 fawrad
TR W B UTT MW, [T & IRR W Joi HY 6]
Wi 3t fed: fadr
USIfd: el
TEHHRA & I NAH
fapraTHD fauTeddn: LOAEL: 2.5 firm/fe T RIS 4R
GRUMHA: Td & §1E f[AdT™ R UG |, Whdcd SRR
3{TT faNTeRTaT - Sfiche D UL R Y T TN & YR R 9y W ufdgd gud &
EERECH
Posaconazole:
3eRdl & gHTE D g B foreT: HIERIET / SR &1 Uil faera
ST 98T (R2), R (3)

HTYRUT AWl SHeh: NOAEL: 180 /i IRIN®G 4R
SR: HNT & B TR YHTG T8l
oM HUTd®

Tdteror ot e BiEfrdt / 3IRmy o1 wwshial faserg
TSiTfel: <81 (32), HraT (o)

HIYRUT AWl SHeh: NOAEL: 45 fHT/ T IRIN® HR
SR: HNT & BT TR YHG gt

R HUTHS

MR RY P AR YUE] :© G&0 F fove: yor-miey Rig faewm
TSl <081 (32), Hral (o)
TSI & I HikdD
AT fauTeIan: LOAEL: 29 forT/faet -RiRe YR
gfvomy: My g fawreddr, fawoarsit @t it

Tier 3t frem: yor-miwy R faem|

Ul TR, J1al (i)

fapr T faurdddn: LOAEL: 40 f&m/fa Ikies UR
gfeoma: T g fasmean

ST fowTeRa - 3ffde D ORISR o T TRINT o YR R AN R ufddd UHqE &
$O YA §

Mometasone Furoate:

3[Rl B UHTT : Ol B fpe: Idvan

gorTfar: IgT (<)
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone

Formulation

TXHIT TNy @t fafd:
4.1 14.04.2025

Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
439118-00019 Ugall §R SIRT 34 &I dRIG: 06.01.2016

e R & e W uyE)

STOT - Uhd SIfQH
JUAS TSR TR i Ta|

TAHRA & I @l & J1d

Ja¥dT: NOAEL: 0.015 BT/ seiRes 1R

R: YU & TRAZIA H HH, YUT BT HH o |
UROMH: US4 &HdT IR UHTd Tol, UolH &HdT IR GHE |

qigor 3t fee: yor-miwy Ry faem|

ToIfd: G (H139)

TWHHRM & IR @Al & A

YoMy R fawTaaan|: LOAEL: 0.06 fBrm/fasm Iifves uR
OROT: 40T fauTed gHTd |, SroReuS-tadT 3R fasmritg

TYeror @ fore: yor-miey g o

TiTid: gl (XC)

TAhRH & IR @A

Yor- T RIY] fasTaaan|: LOAEL: 0.3 firm/faem IIRiR® YR
ORomH: Yor-miey R fasredan

Tigor 3t fre: yor-miwy R faem|

oTTfel: @RI

A hRH & IR @

YoMy R fasTaaan|: LOAEL: 0.15 fomm/fasm Ikifve uR
gfxomy: yor-mfey g fawredar, faeuarstt 3@t miht

g 3t fpe: yor-miwy R faem|

goTfa: 8T (<)

mfﬂémﬁéﬁmﬁr CEICEIC]

YoMy R fasTaaan|: LOAEL: 0.15 form/fasm Ikifve uR
GROMY: Faeid R )R JHE|

Tigr 3t frem: yor-miwy R faem|

Tl /IR

TSI & I HikdD

YoMy R fasTadar|: LOAEL: 0.7 frm/fe T IfiR® 4R
gfeomy: yor-mfey g fawradar!, fawuarstt 3@t miht

D O R 5 T T & YR WR PN W uidgd yH1a B WE
T e 1, U TR o T R O SR WR e o=
aﬁvwquﬁwu%wwwﬁw
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA &I IRIG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
3{dad:
Mometasone Furoate:
femoft ; gua&rm%enwmmnﬁa@rﬁw:@aﬁ@
|
STOT - SIgI/™T Sf@H
JUT THBRT TR aiffepd gl
3{dad:
Posaconazole:
U (TRIUIER) & I S SO GASEI
&g 39ad L SffIged Ui (TeHd Tois), SifY AT, TG, R, T ST,
T DI (ARG HuTTeA
e : ﬁﬁm?ﬂﬂmw@ﬁwsﬁﬁ(mﬁw
3 |
Mometasone Furoate:
Tudh (TRIUIER) & & LW T (/)
&g 3faTd . yforel 93, R, Tal, @
e . e o1 GRIG SRE 81 TR gt (SR Y e uga
Jhdi gl
U QRIS fawraaan
S CRCH
qr$e R sifga (ASieram):
L Fgl Re)
LOAEL ;160 mg/kg
TAIHTE & T ;
fpam Tg & ford duds : 90 Days
(TRTATSR) o
BRI TR ()
LOAEL . >=1mg/l
THHTA & IR LN o (YRR )
P gg & ford Iudh © 4 Weeks
(TRIUIR) G
GRICA :  OECD Witeur femnfder 412
Orbifloxacin:
oIy LRI Re)
NOAEL . 20 mg/kg
LOAEL ;80 mg/kg
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€I MSD [ rune

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHIT TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #R4 & dRIG: 03.12.2024

14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
THAIPTH & T s || 152
fa ag & o duss : 3 Months
(URTAISR) T
A& 3fgad : 3 U, OFR, e, Wi
Pl © HYD (HI3N)
NOAEL : 80 mg/kg
LOAEL - 250 mg/kg
TR & IR :
frda g & ford Tudh © 3 Months
(URTATSR) T
Iv| IS : feRIR o
NOAEL © 50 mg/kg
LOAEL - 250 mg/kg
TG & TR
e gHg & ford dud 14 Days
(TRIUIGR) g
ey 3/aga : fed, g8
MR L TR RRAd Teqel
femof L 3qdiiehd 5
IE| IS . fHR P
NOAEL . 2mg/kg
LOAEL 3 mg/kg
TAIHTH & T
fra g9 & ford Iudh 90 Days
(TRTATSR) o
A& 3fgad gl
fewut . fordht Heayut ufadd THTa & g e et
I Dol
NOAEL . 37.5mg/kg
TEHRH & I . Afee
fpam g & ol duds : 30 Days
(TRITIR) G
ToTta : foc
NOAEL . 7.5 mg/kg
LOAEL : 225 mglkg
TP & T
P gy & ford Iudh 1 Months
(TRITISR) G
SR D TREIgORRAd Teaat
Posaconazole:
BT 1 g8l (¥2), HIal (fthen)
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W& Se1 Ae €I MSD [ rune

Mometasone Furoate:

PG|

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugall §R SIRT 34 &I dRIG: 06.01.2016
LOAEL 5 mg/kg
T@IhRA b IR ;
foda g & ford Iudh 6 Months
(TRIUIGR) g3
6T TG . 3fiIgae Uy (TSEHd Ws), s, fod, R, T, e,
3SR
IR gl
LOAEL : 3 mg/kg
T@IhRA & IR ;
fpam g9g & ford 9udhs : 392 Days
(TEHUISR) g1 3
&g 3(ayd . e, R, ARkass, BICT 3iid, siftigae U (TSHd S),
I DR
LOAEL © 15 mglkg
TEHRE & IR
P gHg & ford dud 1 Months
(TSRIUIGR) g3l , _ .
&g 3(ayd L 3R T, Sifiigad U (TeHd ole), aRyent Y, Iad
Pl Dol
LOAEL . 3mg/kg
TEHRE & IR ;
fpa a9 & o duds : 56 Weeks
(TRITIR) G
&g 39ad L SHfged Ui (TeHd Toe), SR Ao, &, T & ((Raw)
EIIG] DR
LOAEL ;180 mg/kg
TEHRE & IR
fpam Tg & ford duds 12 Months
(TRIUISR) g3
&g 3dgd D XEd, TREICeTg-1d JuTTa, i
RG] IR
LOAEL : 8 mglkg
TEHRE & IR SRR
fpam g & ol 9uds : 1 Months
(TRITISR) g3 , _ ,
&g 3dgd . gedle a7, Bhe, HUgas Ui (TeHd Tie), Iad

e R9)
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone
Formulation

TTHI] TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #R4 & dRIG: 03.12.2024

14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016
NOAEL :0.005 mg/kg
LOAEL © 0.3 mglkg
TS & T ;
fra grg & ford dud : 30d
(TERTUISR,) g . . . .
& 3faTd ARt U, R, siftigaes Ui (TedFd TdS), @, UTsHd oS
Pl |
LOAEL . 0.5mg/kg
TS & T ;
e gHg & ford dud : 30d
(TERTUISR,) g . . . .
&g 3(ad AR U, R, siftigae Ui (TedFd Td), o, UTsHd oS
TRy L 9ET (X9
NOAEL :0.00013 mg/l
TAPYH & I L I T (Y TR/ H)
P gHg & ford dudh : 90d
(TRIUIGR) gl ' _ '
&g 3(ayd L 3G UMY (TSHT i), Bihs, ARYenT UMY, i, 31y
I Lol
NOAEL : 0.0005 mg/I
T@IDHE & IR N O (Y Re )
fra g9 & ford Iudh : 90d
(TRTUISR) gl , , .
&g 3(ad : 3Hfgde Ui (TSHd i), Bihs, ARYenT UMY, i, iy
CIGEEGE]
JUAS TSR R i Ta|
3d4d:

Mometasone Furoate:

LRI

TG SREH & 1Y 3gHa

3AdYUd:

Orbifloxacin:

e o L NIR: g e dF UHE, TReIseRRd Teae!, fia
gl § seard, digunedr, T (3)
fewgult: Qe_fieSe IUd R Thdl g
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€I MSD [ rune

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHIT TRMeA ot fafd:

14.04.2025

T30y, daR:
439118-00019

3ifdH IR WRT #R4 & dRIG: 03.12.2024
Ugal! IR SIRI &R &1 dRIG: 06.01.2016

Posaconazole:

[GUNASG

Mometasone Furoate:

IR Wit RRES, A, I, TR, RIaR UM, T (=),

Posaconazole:

T GRT T80T BT D IR RIS SR, RRee, T Y, S0 49 gy Tgpu,
UfaRe& gorrelt gy, g8

T § dUD D INR: JORNY (SXHCReH), Jold!

Sifafved SHeRt

AdYUd:

Mometasone Furoate:

fewuft DY Ay HHd

12. gIiRfRufa@TT ==

urfeRufe® fawrer

3dyd:

qr$e R sifga (Aeieraw):

NI RCLIESKI] © LC50 (Oncorhynchus mykiss (X8 €13¢)): > 100 mg/l
fohdm g & ford Tudh (TaRdioR) 3 96 h
TRIeT: OECD TRIEUT fGRm-a=r 203

SHHAT Td 3 Je-fed . EC50 (Daphnia magna (dTcR Tit)): > 100 mgl/l

SR fauTaaar fordm g & ol Tudh (TaRTUioR) 3 48 h
Rier: g . e Rz 202

aTel/STeg Ut 1 fawTaddr NOEC ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)):
100 mg/l
fordm g & ford Tudh (TaRTdioR) 3 72 h
R 3N g . 2w [dwr 201

TSc Bl fawadar (RRepifeie © NOEC: 1,000 mg/l

farsTeran) ford g & ford Tudh (TaRTdioR) gam: 28 d
PIEIIGH Oncorhynchus mykiss (i:lﬁﬁ cl3Q)

SHAAT T 3 defed . NOEC: 1,000 mg/I

SR fasTedan (Rrepfers ford g & ford Tudh (TaRTdioR) gam: 21 d

[ELIESGD) USTTfdl: Daphnia magna (aTex Uil

22129



& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Orbifloxacin / Posaconazole / Mometasone
Formulation

TTHI] TRMeA ot fafd:

4.1

14.04.2025

T30y, daR:
439118-00019

Ugal! IR SIRI &R &1 dRIG: 06.01.2016

RN ARG LIESKI

WA Td 3 He-3fed
NNELCLIESEI

RaTa/STelg trelf 1 fasTarddn

TH-Tdey (3 Siaer
[ELIESGD)

STtaTupsfl B fosTera

Teal & fquredar (Rrerfas
[CLIESED)

SHHAI Td 3= Ye-fed
ENECLIESCINEEIINED
[ELIESGD)

TH-B ey (TRPI® STk
[ELICSGI)

Mometasone Furoate:

AS & fasTadar

: LC50 (Oncorhynchus mykiss (i‘*l@[ cl3c)): > 0.95 mg/l

foham g & ford Tudh (TaUioR) 3 96 h
TBT: OECD URteur fgmmAar 203
feugoht: fackadr o i R oI fawTedar 78!

EC50 (Daphnia magna (dTcR Ueil)): 0.276 mg/l

| fohram g & ford Tudh (TaRUioR) g3 48 h

T 3N 3 S e Adw 202

: EC50 ( Pseudokirchneriella subcapitata (8% RaTd (Teai)): >
0.509 mg/l

foram g & ford Tudh (TaRUioR) e 72 h
I oirg. 4. S x e 201

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (Tewil)):
0.041 mgl/l

foram g & ol Tudh (TaRUioR) M 72 h
TRIPI: 334 St. e Fd=T 201

1

EC50

gehsitdn): > 1,000 mg/l

| fordm g & ford Tudh (TaRTUioR) g3 3 h

TRI&UN & [ YT-TRa H & Hhac
1 3N 3.4 S e FAdw 209

NOEC: 0.206 mg/l

fordm g & ford Tudh (TaRdioR) gam: 33 d
PISIITE Pimephales promelas (ﬁﬁ%‘s’ ﬁ?ﬂ)
R o TR 2w g 210

NOEC: 0.244 mg/|

: fordm g & ford Tudh (TaRTdioR) gam: 21 d

PIEIIGH Daphnia magna (dlc} tFl'@ﬁ)
R ol 3 I, 2w Fdwr 211
feuoht: fackaar &t i R SIS fawredar Te!

1

: LC50 (Menidia beryllina (ﬁlﬁ?ﬁ%‘s’)): 0.11 mgl/l

fordm g & ford Tudh (TaRTUioR) g3 96 h
fewult: facigar & T R 1S fauredar Tat
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugdll IR SR & P dRNG: 06.01.2016
LC50 (Cyprinodon variegatus (‘\’ﬁﬂ%@f ﬁ?ﬁ)): > 5 mg/l
foham g & o WU (TaRUioR) e 7 d
feuoft: focrar & T R &3 faraddr 78t
SHHAT Td 3 Je-Med :  EC50 (Daphnia magna (dTeR U<il): > 5 mg/l
SR fasrear foham g & ford Tudh (TaRUioR) 3 48 h

T 3N 3 S e Adw 202
feugoht: fackadr & i R oI fawTedar 78!

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

TRIBT: JUI-3UY NUHICITT 850.1035
feuft: facaar @t diwr W H1E fawredar et

QaTa/ST Giel &l fauiedar ¢ EC50 ( Pseudokirchneriella subcapitata (8% Qa1 (Tesh)): >
3.2 mg/l
foram g & ol Judh (TaRUioR) M 72 h
TRPT: 334 St. e =T 201
feugoft: facrar &t Fr R IS Awredar Tef

SitaTugsfl B fosTera : EC50: > 1,000 mg/l
fore T % ford Tueh (TagUIeR) §a: 3 h
GR1&I0T o foh e 4TY-URAN B hldc
TRIpr: 3134t St e Fd=r 209
feuoft: facar & T R SIS fawraddr 78t

NOEC: 1,000 mg/|
fhrdm g & ford Tudh (TaRTUioR) g3 3 h
TRI&UT & [ YT-TRa H & Hhac
1 3N 3.4 S e Adw 209

fewult: faciaar =1 e R 18 fawredar T8t

Aol &l fauraaar (RRep1felee © NOEC: 0.00014 mgl/|

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

1 3N 3.4 S e Adw 210

WA U 3 dexfed . NOEC: 0.34 mg/I
SR fasTean (Rrepfers ford g & ford Tudh (TaRTdioR) gam: 21 d
[ELIESGD) USTTfdl: Daphnia magna (aTex Uil

TRepT: 33 . e Fdw 211
feuoft: facar & T R #1F fareaddr T8t

TH-Thaex (RRPIfeTs @R @ 100
[ELIESGD)
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W& Se1 Ae €I MSD [ rune

Posaconazole:

Sfdd SIIHHUIT B &HdT

U H RRAT

Mometasone Furoate:
SfdP STHHUIT B &HdT

U A RRAT

TyTfad wifds J=ou
3d4d:

Posaconazole:

Sfdew e

fayrem uiie: (@
SNCEEIG oI Bi))

Mometasone Furoate:

Sfaw e

IS gRYATSYS UeH & 3R
Orbifloxacin / Posaconazole / Mometasone
Formulation
THIOT A=Y D faf: Y3109, AR 3ifdH IR SR e &1 dRIG: 03.12.2024
4.1 14.04.2025 439118-00019 gl IR SR @ &I dRIG: 06.01.2016
RITRIE 3R Srasraforaar
3dyd:
qrse R sifaa (eieram):
Sfad SaHHUE BT &HAT ¢ UROTH: AT & 1Y WP aRidh o SHaHHUGR

(EAfSTsiad) 7 g aren
Sfdd IHHUET 31 %
fohram g & ford Tudh (TaRUioR) e 28 d

: ORUTH: FHAT & 1Y Ui R ¥ SashHUBRI

EfSTSiad) 7 g4 arar

SIHHUMET: 50 %
foram g & ol Tudh (TaRdioR) 3 28 h
TeT: OECD TRtefur femnfcer 314

3fashHu o Sef-Rief (g6-arsw) @1 due): > 30 d

| T 35 St e Adwr 111

. ORUTH: GHdT & 1Y Uihide diidh ¥ SfahHUBRI

CRIEEENBEEEIN

SAHHUET: 50 %
fordm g & ol Tudh (TaRdioR) gam: 28 d
TRIPI: OECD Tiefur femnfader 314

D Oloig fasawon: 50 %(12 d)

1 3N S e Adw 114

D el Lepomls macrochirus (@jﬁﬁ H‘Iﬁv_ﬂ
AR Bare?

(SrTum): 20
TT: OECD Ui femmAewr 305

log Pow: 4.15

RIE || TS Lepomls macrochirus (@jﬁlﬂ FFIW

TGS hdex (SW): 107.1
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€I MSD /)

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHIT TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #R4 & dRIG: 03.12.2024

14.04.2025 439118-00019 Ugal! IR SIRI &R &1 dRIG: 06.01.2016

IBT: OECD URteur femmAawr 305

fayTeH Ui (T log Pow: 4.68

3faea/arn)

IEEERIGRIGE]

3{dad:

Posaconazole:

JgiaR o Heft A R log Koc: 5.52

Mometasone Furoate:

JOiaR U Heft A R log Koc: 4.02

3= yfagpd yHTa

Il I gl

13. fAger ifgard

fAye™ & e

/Y Y F1 T (e . PSPl ATCH H Ad B |
R fafaat o=y b |

ia o D aTel [SeS! Bl o B g7sd P ardl Badre! J gl a1
T & fold o S|
3R 3T fafAfdy =gt fovan Tam: 31vRgad SaTe & ¥U H
e &)

14. UREg a1

JieRfga fafraw

UNRTDG

UN F&R UN 3082

Aaed &1 98 9y ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Mometasone, Posaconazole)

i 9

e gu Il

NEI 9

TYTaRU1 P ford) WaRATh |

(@)

38 U &1 -8t ot 3R

g T/ S TR UN 3082

T—ﬁa’g-‘-[ Wﬂ"@p{-‘-{m Environmentally hazardous substance, liquid, n.o.s.
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TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugall §R SIRT 34 &I dRIG: 06.01.2016
(Mometasone, Posaconazole)
i 9
e U Sl
add . Miscellaneous
fSwred @t feerma @RM @ 964
EIEEE)
fEsarad! @t fgara @Ei gars 964
)
JgiaRul & o a1 8l
(@eY)
3Tg T S Si-Pis
UN FsR : UN 3082
e &1 ue A : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Mometasone, Posaconazole)
i 9
ofsT |
e d © 9
EmS dIfgdr . F-A S-F
BLCRRtAC gl
IMO JUHRUN & IR b | UfRag B¢
3MYfRS U TTY Vi e & forg @ et
IUATHdt & fore faRiw graenf~ai

Tgl f3u 7 uRas a¥ifeRur rae YT & TSI & o §, 3IR T ©U § 3Ftdss Il &
Tt 0R ST § oRT fob 39 JRef s1et e & ok 39T quiF farar mar g1 uRkas @t afd, e
3R, 3R &g a1 <=1 3 fafomt & fafderanait & SruR uftae aFffesur - firs &) 9ehd B

15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffw/faus
39 I & 3raud FAmfafd sa< Ny # e €

AICS S ERIRRE
DSL - fyiRa =gt
IECSC ;i T8t
16. 3= AT
=meH & fafdy © 14.04.2025
Sfafve ABRT
ST it & ddheH & o . % O1d SDSs, OECD eChem ¥ 3{idRd ddb-iid! sel, Scl
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TIed FRAMSSIS YeH & 38R
Orbifloxacin / Posaconazole / Mometasone
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TR BT dRNG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugall §R SIRT 34 &I dRIG: 06.01.2016
T {60 O axdaw OIcd et gROmH quT RIGE IR ol
http://echa.europa.eu/
foi® ey . RAmmay
3 SEIANRE & quf arRy
ACGIH . guYU| ACGIH JHR@T 4H (TLV)
IN OEL L URT| B U= B $F JaS UGrRI Bt S & TR
ACGIH / TWA . 8-4¢, uY- 9o 39d
IN OEL / TWA : gHy did Sid
IN OEL / STEL D P SREUT T

AIIC - RN TR Bt SiReferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
3fest Il uteror TRIRICT; bw - STST &1 I9H; CMR - HIRIAGH, HeolHd a1 Uot+ fase; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - W Uar gt (@181); ECx - x% Uifehar ¥ T
Yo, ELx - x% Wfaforar & IS AfET &; EmS - AUTIHTE ASY; ENCS - HISaT 3R U
IMEAH® Uard (SUH); ErCx - x% Jfa &R Uiifshdl I I3 Wdbad; ERG - SATUTI@HIcH Ufafehar
MEE; GHS - dfi® TR IR IT7d ReH; GLP - 3=t YANTRITET UT; IARC - iR TR 3FHYH & fag
RIS Toldll; 1ATA - SRS a1 uRdg THIRERH; IBC - YRY HE § WoRlh 19! drd
TSIt & fFHf0T SR IuHRUT & forg 3 HfgdT; 1C50 - 3MTeT HfYHTH FRIUTES Hdhg; ICAO -
i TR faHFA 16; IECSC - I # W@l I™H® Uard &f $dedl; IMDG - SiRigh
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFSIHRUT & T SR WTSH; KECI - HINAT HIS[GT TR Sae; LC50 - TRI&T Marat
P 50% DI UIdd Hbad; LD50 - WRIEUN &Gl BT 50% &I Uldd QRIS (I °9dd GRIP);
MARPOL - SIgTSTl & UgNUl Bt AU F o Siefgha e, n.o.s. - 3 FAfEy 8T, Neh - forcht
08, NO(A)EC - 3@didd = foar Tar (Ufded) UHE ddhad; NOA)EL - 3@did = fdar
@fdEd) THTT TR; NOELR - TR-3AAGH-0RG THIF A aX; NOM - 3MfsiRe Affye fHam;
NTP - 1519 f4u-faq STiHH; NZIoC - T8R! &1 el o $dedl; OECD - 3i® qganT 3R
faeT W&, OPPTS - IMMMA® JREM 3R UGHUT ABUM HHfad; PBT - RITR, Sa-THAIH0N 3R
fawred gard; PICCS - WA 3R I Tenf Bt iy 39ed); (Q)SAR - (AETEE) T
T Yey; REACH - TR T¥e 3R IWE Usiihrul, Hedich, WIeR iR ufasey uikse &1
fafae= (EC) . 1907/2006; SADT - W-tiadT 3{q€c dIIHH; SDS - YRE&T Sl /ie; TCSI - agdH

gerf 34, TDG - WaRATd HTd &1 URag; TECI - U34S T $desl; TSCA -
fauTert g iz sififem (Fged s smReT); UN - §ga XY; UNRTDG - BIH®GRS IHH &
IRaET R UgH Y BT RABIND; vPvB - Igd VIR 3R Igd 9a-THAPRU AFG; WHMIS - BT-
RJc WeRATD HHU G- Yorel!

Y JR&M 3271 =T B SUS THRA &I IRRG B &t T THSRY AR 4, STHGRT 3R Iy &
SFTIR TE & | STHPRI Y QRIET &1 J GHITH, TN =, Tfhal R, Tera i, IRag e,
fAe™ &1 quT Blsa & fol Haa Anfex & FU H feoma far mar § qut et UeR &t aret a
TOTaRT T fAfFC=T 8 AT ST | Iuds SR TR TSR 39 SDS & XY R ugar Wit had
TRy Tl @ Tefdd @ qur sps Il 1 fardt s Tt & o ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 WR I e 8 Wbl ¢ | It uaadrait &l a8 W, Jaie
& 3ifa IdTE H SDS-ATHH & ST HT BT HR Algd 88d B, TN I, UfchaT dx
TYT TG TR & 30 3fim &1 & ARy T # TRaRT iR RN &t aeften & a1t |
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Orbifloxacin / Posaconazole / Mometasone
Formulation

TIHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHRA B! IRRG: 03.12.2024
4.1 14.04.2025 439118-00019 Ugell IR SR} R & dRIG: 06.01.2016
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