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Orbifloxacin / Posaconazole / Mometasone

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
g1 Traeht sara= © H320 3iiEl & Sfe Iad Rl gl
H411 STefeR Silgd TR o R UHTT 3R 1Y 8 fade|
Tefaardt/gdiay™ §am N
P%64+P265Hum$wazﬁaﬁaiﬁmﬁzhﬁ|&ﬁ@‘faﬁuﬁ
JI
P273 TRl § BTe T UNER & |
I

P305.+ P351 + P338 3R 3@ A Tal WY | P fHe d&b Ut 3
IRPR () H | 3R Hicde dF T & O 3= FHeprer

ST 81 df (T 2
;37 + P317 3R 3l H S IR} 8: Faforc Sgradn ured
|
P391 BA®Id UHAd B |
fFarr:
fﬁsm & o1 et Wied a SRuvid SR A
|
3= gif~al foreT ufvume =y auffeor =gt gianl
SIATd
3. 3AUQ! HT AICA/SITHPTI
Terd/frgror . foyyor
3quq
TqRRS A H T (FY) - TR | TSI (HEAA) (%
wiw)
s fOFRE 3iTad (Yeifermm) 8042-47-5 >=50-<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. yyfire fafee & Iur
U I8 . 3R g 81 1 adiad 3t 9 & ol Afgehd Tk ¥ JdTg B

d AU T I 1 XepT bt gR FRUfG H Fifercdia wamg |

3FR Y §RT UgYI 81 ST L i 919 g1 UgUT o forar ST, ot relt gt ga1 § o Sd |
it ggan o

3R &1 ¥ YU g oy C g B IR, qRA @l Y Wi 3R Sgdrd U ¥ I B
T 9% U4 9d IR < |
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Orbifloxacin / Posaconazole / Mometasone

Formulation
BT =Y B Y 8109, A 3ifaH IR SR B B ARG 04.04.2023
30.09.2023 439118-00017 Ul IR SR A &t dRRE: 06.01.2016
fefreita wga o
TIHANT ¥ Ugd ¥ Ui |
_ QTR 9 U5 ¥ S I ot @¥g g
3R 3G ¥ WU 5l AT D Wd gH IR, XA 1G] B HH  HH 15 B aF ¢ IR Tt
I U & 96 B
3R HIcae vl U8 g, 3R Ioh! IARAT 3 8l IaR ¢ |
fafreita wgarm o
3R fre feram smg : gfe Feren S, 994 ORd |Jd R
fafeeita Fgam o|
U & 91 48 31 kg Heell hRal|
T HEIYU! TEUT 3R L offt A e 3F HRal g
UG, 1 g 3R
Ui fafdre & TReur D Ui Fafdc R aTal i ST YREM UR & ¢1 A1fg T, I
ST Bt FUTTT B TR YT Y FAfFIS YRETTH IUDHRT
P IUANT HAT 96T (WS 8 39 )|
ffrca® & ford g L e 3R TEanT ¥ SUER HR|
5. AR IUNT
EEECSICIPREE REIRR SR
Yaspgra-ufaRieh S
FIa SEHHARS
BILEZSAEINSIEE!
SR (M EFH G AEd 3T
YA FH GRA R IR © T84 IdTE] BT YU WA & iU TH TR Bl Ghell ¢
{gdi"IId‘JQE;"id(qldl. : q7|(§:f31\lq'%il$6{-l\
(31FT) G2 & faRy adies : g RS IF TaT ©3 o R uRfRUfT SR Sma-ury
IR & 35 Bl
T =i o) 3T A & I8 A-BeR &1 YA He |
SR U1 BT YRI& § Al 3T & & W &g = dbe-R e o
EURCARCIGIERE !
JMYFH & TRV a3 & 9H WR, W93-FREd 4T Sual UgH |

ol TeTHS IUBHUT TRIRT BN |

6. TP VTP Nefie U

Jufdaes U, JREMHD
JUSHIUT TUT STUTARTCN

TYTaR NG raerar

: Aol veTere IUHRUT YT &N |

R gefeit MR (Ws 7 <1 ) 3R AfadTTd JRET IUHRON
& gATal (TS 8 ¢W ) BT fUTe B |

. TRl § Bie I URER d |

T BT PRI, SR M 19 a1 Feh1d B A |
IS hd § B ¥ A (IeTeRuT: FEA01 a1 d Mfde)
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Orbifloxacin / Posaconazole / Mometasone

Formulation
TEHRT TNy ot fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
Hgftd Ui T U Dl @1 Td HepTaT |
Ife AE@yUl SAHIT U T 81 Udb, I RITT UTADBTAT D
SERER]
TS B AR BaT AAST 3R WD Ui 7 I |
& yerd ud dlid S g & forg ST a1 3 Iugad AU e & dlfds
Tharg 3R 7 92| TS SRH B T Uer & Uy fomar S gevdr g1
I 3 ITGad DR ST IR KR B |

JUYad TeHReC & 1Y Halld b AT HERNTS 6 A6 B |
R a1 IS faf e 39 verd &1 a9l ok Fuem &3 &
o AN &) Fhd B, T & I AATey 3R 3MmgeAq W 5t
(39 yerd &) Refiel o Iwrs & ST A 9/ §Id 81 39 &1

ot &1 g 6 S faeiae @ g €
U THSITH & SFHIT 13 3R 15 F© RIH 1 I8 Rebrgd<
F IR A THSHR! T B & |
7. FATA 3R YSRUT

qPh-icp! JU L AU (URIUR) ¥ g9 & fa=0)/fsh aa1d 3/ HM & d8d
NI IUg 34|

R / $d dfeaH L 3R Ui AR e B, af R R dfedse &
1Y IGINT B |

R grieH & fore GO HYS! W AT RA S

BSIERlIERI] HIY T IR & Y DI FY gRT TG00 1 B |
[BUEE:GI
@ FITA |

e & 91 ol Bl 3BT aRe U
3Bt SN Tl TR GREM TUTST & SR T, S
PRIV THUIGR HTHT TR TR B
o B 9 IR I¢ TR 9|
W@g@h@ﬁﬁ@ﬁﬁ%ﬁ@,ﬁ?%ﬁw@r
®H |

RIEd YeRU & gRfRUfcnr @ 3rdT dRe ¥ dad foht gu el & 9|
Y DR TG HRD Q|
o=y ISty fafodl & SR YR &

R CE] . Fofaiad yeR & Wisae & Iy 7 37
g siifieuiig Toiey

8. siifay forimror / freft R
HRIRA fAH=01 & AP & 1Y 39aq

[ arqma [fvwg (@9 [q@uuer | Raauigma/ YR
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Orbifloxacin / Posaconazole / Mometasone
Formulation

TRl T o fafd:
3.1 30.09.2023

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

T30y, deR:
439118-00017

- TR (3RETUT BT PNENICK
UPHR) HIACIA
Jrsc fOFRE 319 (Ueifemd) | 8042-47-5 | TWA (@IR) | 5 mg/m3 IN OEL
STEL (UR) 10 mg/m3 IN OEL
TWA (@™ 5 mg/m3 ACGIH
4 IRg 3f=)
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB 3afke
2
Mometasone Furoate 83919-23-7 TWA 1)pg/m3 (OEB 4) 3TaR®
ffaRed STHSRT: @
Uig &1 AT | 10 ug/100 cm? 3iaRk®
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB 3dfyp
2)

Sonfrafe o

foeit a9 &t I
oI G} a1

RUIRSERIEEIR]

garf

3T e s=19

<91 Ud TIRR e g9ra

;g Solifrafe e o) ufRR fewmsT grT srifad en

LY 3R I, Hifal, 3R yafaror &t &M & faw GMP &
Rygidl & SR Sarferd foar s @nfgul

ffard = U ¥ fordt el Tura &t srgufa T8t ]

s URIRAT Rew a1 AHum Wenfifeal &1 gwaad 1|

TR TRINIATSRM & o SHTaHT AS[g 8, df JaeT=men #
HYTA S R, IRId ¥4 H FSTs &t T 91d-GR& Biare, /e
TS, BT S Y| 3R Tg YHIGT HIG T8 8, AT Az ¢ a1
S9CI IR YU |

L R Ui R ey dfas Suas T8 8 31 teuer

T SRR fe=m-FE=i & 18R TauioR Ueiid HRdT |,
Al 4T YR&MT BT SUINT B |

L Ygad U 3R B ary UHR

A g H

L 39 T R AR &)
D TES RMTS 1T & AT gR&f IR UgH |

3R ®TH & AR a1 afafy 7 a ot fufaa, Jor a1 tRie
e g, @ Sferd Mhred g |

TR Y, Yo, T TR o ATHAT 1Y A o1 FU1a-1 g1,
Toeiics a1 IR AR BT 3T TREUT U |

: adf o1 YANTRITET I H HTH 1|

IR @ &1 gl Y §1d & fo18 1 o1 I8t HRf & YR WR
feeeed )|
Tuifad gfd wus FMaraq & fore I Shnfei aaw-ia! &1
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Orbifloxacin / Posaconazole / Mometasone

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
FEIHTA BN |
Tl dadt Iur . 3R Y IUTGNT P SR I & YD H 3 bl GHGT §,

@B A P R S B A 9 BT yonferar iR JRa
QMR YGH DY |

TN % R, ST, G 31 YHaH 7d |

T HUS! B U & 916 B R I XA Y|

giayT & THTdT dareH § oAt Fa=or ot eften, 3fa
AT REMT IUHRN, Ifad S iR alkenes ufsrarst,
AN T AR, fiferar AR sik srawiTast

0T &1 gEdHTe T i1 =fg Tl

9. Hifae® ud vrafA® ur

fegrae S EGEE

Rl : Ylba 9 el Yba

iy DGR

e BT g L 3T IUA T

i L Sl Iudsy gl

fUga/8S &1 aruaH L ST IudsY gl

URAE Iga 1 fdg /I e Iuasy al

@t

g foig : 80 I Tl

ATeBRUT P &R : e IuTH e

IR (319, 19 ) e o e

SAATREdT (ARd yar) D ST ISy g

I fawpic T / SR SESTUIREREE ]

SaaRITadT ST (3R

Tadfaferd fadie)

oY fawpie I/ et D ST Uy g

SaARIdr AT (@8R

THadfaferd fadie)

Iy g&E : ST Suasy el
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Orbifloxacin / Posaconazole / Mometasone

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
Toe arsd g9 STl Iudsy gl
e g : a1 ISy g
I : 3Tl Uds gl
g L .
zm:ﬁﬁﬁaw 3T U gl
ICHISRRINICHCS] . UaNg el
3faeHId/a)
3SR BT argHH 3l Judas gl
3UYe &I dgHH ST Uy gl
BIESIREEEAIRSE))
© 31 U gl
fqeplies TuRayTd . fowples 81
SHTRABRU % ORIHTT : g uerd a1 iyl &t sfafieR Fiifed gt fvan T 5|
HU BT AT © U T8l

10. fRRar Tyt ufafpaar

iR . Siffsariidar & @R & T H Fifed 8l
TR fRRAT D g R A RR B
yRTHeHy ufafparsit DA IRfieR® Telel & 1y ufafhar HR Iahdl &
29 uRfRufoal § o . 3
ST AT L SfeiteRufig Ty
3qege- uerf ¥ shfed . PHIg W dId (FoRed) Sqge ety Jd et
11. fawrdsfera g
YT 3REUT (THIUIGR) F TR A1 gRT TG0 BT
A SHHR CEIRRED
IGUNEI
3 ¥ Tuh
GIERGLIESEI
JUAS TSR R aFiiepd el
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Orbifloxacin / Posaconazole / Mometasone

Formulation
TeHRT e & fafy: TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugal IR SR R &1 dRIG: 06.01.2016
werd:
g Mifae fasmadar ©  LD50(IET (}2)): > 2,000 mg/kg
fewuft: foseht Tea@yuf ufagd wuTE &t Jamr 6! e
FIs O 39 Sl W A 3l Tt
GIERSEIRACRIESG ©  LD50(IET (}2)): > 2,000 mg/kg
fewuft: 1< deayul ufded UuTa &1 Ja-1 =g e
3[qga:
arsge firRa sifaa (ﬂgﬁﬁnm)
g Mifae fawradar LD50 (IgT (¥€)): > 5,000 mg/kg
it 8 favrear . LCS0 (J8T (RT)): > 5 myll

e Tha & ford Tudh (TFTIoR) gemm: 4 h
URY&I0T ATATaRT: Y/
3fferer: Terd T fHr8ur &1 IS 4 3rae fauTadar el @

SIERCEIRAERIESG : D50 (JRIMRT): > 2,000 mg/kg
Sfferar: Terd a1 Ao 3t BIs @ar e fawraadr T8t ©

Orbifloxacin:
g e fasmadar . LD50 (=TT (}<)): > 3,000 mg/kg
el H15 g 39 S WR 81 ¢ T
LD50 ({N& (AT3¥)): > 2,000 mg/kg
TIOT: s I 39 S IR el 48 T
LD50 (r): > 600 mg/kg
SR
fewuht: Bis Jg 39 S R et ol |
GIEESRACKIESEI] : fewoh: a1 Iudsy T
GIEECEIRAELIESGI : fewoR: Ser Iuds &l
g fasraaar (RUSM & 8= LD50 (IgT (X€)): > 200 mgl/kg
A1) TG & I TigafRmy §
LD50 (¥ (HI3¥)): 500 mg/kg
TEHHRE & I HHURE H

LD50 (IgT (¥€)): 233 mglkg

THBRA & I 3fd:RRT
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Orbifloxacin / Posaconazole / Mometasone

Formulation

TEHRT Teney= &1 fafd:

30.09.2023

T30y, deR:
439118-00017

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

Posaconazole:

LD50 (YU (HI3¥)): 250 mg/kg

THBRA & I 3fd:RRT

g Mifae fasmadar LD50 (8T (}<)): > 5,000 mg/kg
LD50 (Y™ (HI3H)): > 3,000 mg/kg
GIEECEIRAELIESGI LD50 (JgT (¥€)): > 2,000 mg/kg

Mometasone Furoate:

g Mifae fasmadar LD50 (8T (X€)): > 2,000 mg/kg
LD50 ({8 (AT3¥)): > 2,000 mg/kg

g o fawraaarn © LCS0 (8T (RT)): > 3.3 mgll
e T o fordl Tudh (ToIeR) gaim: 4 h
UY&f0T ATATaROT: Yel/Fara
feuoht: B8 gog 39 oW R et Tt it
LC50 (H¥dh (HI3H)): > 3.2 mg/l
e Tra & ford Todh (TRITIoR) gafm: 4 h
TRI&I0T ATATaROT: Ye/GHe

g fasraaar (RUSM & 3= LD50 (IgT (¥2)): 300 mg/kg

) TR & IRG: &= &b A
NR: 9 o A giRea

a1 & fore ereriseH

U TSR R Fiffepd 78]

uerd:

iG] DR

gfomy : g Ul @l B e

3{d4q:

arse firRa sitaa (Aeiferaw):

P[] DR

gfomy S R:AC R

Orbifloxacin:
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Orbifloxacin / Posaconazole / Mometasone

Formulation

TRl T o fafd:
3.1 30.09.2023

T30y, deR:
439118-00017

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

I
RGN
gikomy

Posaconazole:

I
oy

Mometasone Furoate:

PRI
giomH

iR A7 e
3l & S I BT g |

s
PRI
giomH

3{dUdq:
arde frRa sifaa (Aeiferaw):
IPTIIT :
IRuIE

Orbifloxacin:

I
WP
giomH

Posaconazole:

PRI
gRkomg

Mometasone Furoate:

I
gikomy

GOSN )|

e

; T A ST el

G RO ]
: 91 H o Tot

; 1 A S ot

T
. gAD! It 3Gl Bl ST

© 3TE A ST el

[

; g Ot i@l & o
DN
. gt IY 3iial Bl Sa

; 3@ A ST el
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
YT q1 UG GATS DRI
AT B gUTSar
JUAS TSR TR aFiiepd al|
YTH-UYTH Bt FATGH
JUAS SR TR aFfiepd al|
et
RI&U Dt fed L OIA- T oRigon
YU (TeRTUER) & I i
R ;T SReTgeR el B
3HdUdq:
arse firRa Sifaa (eiferaw):
G1&r o1 fbe . SR K
U (THIUIER) & A Y dUh
'Ol : TR fom
gikomy . BUTHD
Orbifloxacin:
Tdieror B i . IRfAEwRH o
U (THIUIER) & IR i)
'Ol : TR fom
oRumE L 91 SRIEER Tl 5
Posaconazole:
RI&10T &1 fber D OEH-faerTHE-uRTeroT
U (THIUIER) & I A Y dUh
'Ol : TR fom
gikomy . BUTHD
Mometasone Furoate:
Tequr ot fber . AFHHATSYIRA T
U (THIUIER) & i)
'Ol : TR fom
3ffped T gETe (AT eI el Rl §
gRkomy . BUTED
fewmoht 07 & SWR {68 T ¢ & 3R I8 T @l BT HHAR
e (Aftersei) @
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Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

SHaTY] I "eTeHRid
JUAS TSR R a¥iiepd el

N N L T T
IaRad TT&or
gRome: BUTHS

1By 5 faar L e Y b TAUTRE! & TEUNTST AT I TRieor
(Sifad orof & Arsciomicsd tRa)
DT P (H13) .
TWITHRM & IR SCARCHIS SoiaRH
T8®T: OECD Uterur fe=mAdsr 474
URUMH: BUTHS
fewoh: ver SRf IRl & Ser R snenfd

Orbifloxacin:
fSAIcIBIRIE 37 fagr TRl o) e dadifear e fausta ufvad= @t Wit (AMES)
g sifAfed

Rl ot fe: AT fevp T
gRumy: aRdfds®

IERICERISEERAEC : Udteur Bl e TS IgEery o
TS g8 (H139)
PIDT THR: Y HM
TWITDHRM & IR SCARCHId SoiaRH
gfomy: UMD

Tegur B fre: 3ifRuia DNA Teavu R
ToiTfa: 8T (RT)

PIRBT UBR: R BT HIRBTY
TP & KT AiRkaD

RIS IS

ST A RIETOHRIE - © 1T BT g IATTY] HIRIBT IARadT & =0 H G0l &l
Sffear BEREEHERGIN!
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Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

Posaconazole:

fSFIcIBIRIE 3 fagr TRl o) e dadifear e fausta ufvad= @t Wit (AMES)
gfRumy: BUTdS

RI&0 Dt fobe: Urg fquy=
URUMH: BUTHS

ReInaiRct 34 faar D OIS0 Bt foh: ATShIgaey ¢
TS Gy (HI3Y)
PIBT UHR: Y Hol
THBRA & I 3fd:RRT
TRUm: HoTdS

Mometasone Furoate:

IEBIEERIREESIEH Tl o) o dadifean W fausta ufvad= @t wire (AMES)
gfRumy: BUTES

UR1&01 D1 forey: TRy fauy= .
TR0 YTt TS BReR BB PIRBIY
Ry HUdS

TRI&U Dt fobe: urg fqu= _
T JUTTeAT: DTSl gReR SUSTR BB
gRkomy: arafds

RYeur ot fe: AT fevmiar
TRy HUTEHS

IERICERISEERAEC ; Udieur Bl b HTEshIgEery o
TS 98 (H139)
TRHIHIE & I AfAD
URUMH: BUTHS

TRI&01 D1 forey: TRy fqu=
goTfa: IeT (X©)

PIRBT UHR: Y HoM
RIS IS

Teur B fre: 3ifFuia DNA T2avu R
UolTa: 8T (RT)

PIRBT UBR: R BT HIRABTY

TR HUTE®

STtaTu] Id TeToHRIeT - : &Y DT Ioi INTY] HIRIHT IARATH B TG H qi{HR0l B
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Orbifloxacin / Posaconazole / Mometasone

Formulation

TEHRT Teney= &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
3fiped g TS HRar gl
ER: T E ||
JUAS SR TR aFfiepd al|
3HdUdq:
arde fiRa sifad (Aeiferaw):

Tty L 98 (XQ)

T B R & I R EH GG

frda Tvg & ford Tus . 24 TEH

(TRIUISR) g

giomH BUTHD

Orbifloxacin:

PR : )

T BT & I ; %

P gg & ford Iudh L 29

(TRTAISR) g3

NOAEL : 200 T/ IRING HIR
oy . BUTHD

IPTIIT ¢ YD (HISY)

TWITHRA & I . ARe®

o THg & ford Ius 29T

(TRIUISR) g

NOAEL . 200 farm/fem IiRe YR
giomH . BUTED
Posaconazole:

PR L eI ()

THIH R & I . He/MiRad (U FHRET)
frda vy & ford Jud . 29T

(TRIUISR) g

gfome . dRdfd®

fewuit L Ufshar a1 SriaTe! o7 1 A § URife A8t B
PEIIG] ; (H139)

UGB & I ; %

o g & ford Jus . 29|

(TRIUISR) G

gRomH . dRdfd®
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin / Posaconazole / Mometasone

Formulation

TEHRT Teney= &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

31 30.09.2023 439118-00017 Ugdl! 9R SR} A &I dRIG: 06.01.2016
feauft L Ufehan a1 HRiATe! BT &7 I H URiffe 81 B
Mometasone Furoate:

I ; a;s’réf

TEAIHTH & I S NN R UG TS|

fra g7g & ford Iuds . 29|

(TFIUTSR) G

EeRED : 0.067 fET/fob T ARG YR

Romd D BUTHS

EEIIG] L T (FISH)

TEHHRE & I . AN gRI U8l Al

fram THg & ford Tudh 19 HEH

(TFIUTSR) G

QRIH : 0.160 fAT/fobTm RS YR

gikomy L BUTHD

3T fauTadr

JUAS SHHRI TR aFfiepd Tal|

AdYd:

arse firRa Sifaa (eiferaw):

3(ddT & UG L OR1E0 Bt fobe: Uep-tidl YIS ceH fauTeddn siera=
IaTifa: 98T (}¢) ‘
TEHIBTA & I T91 I U
gRUMH: BUTHS

TR RR & e muyEl  odem & e Yor-mier Rig] s
Uit 8T (RT)
TEAIh T & ;a1
TRUM: TS

Orbifloxacin:

3T & YU L e 3t fhe: g1 Uil gedIed [aumaadn sfea-
Tt g7 (X©)
TP & KT AifD
TIYROT fANTTdT SFd: NOAEL: 50 fFRTI/f T IR YR
RN YU fddh™: NOAEL: 50 firmm/fe IRIRe YR
gRRuIm: Big ufdgd yHTE L

TR R & AP RIUE! G0 o e Yoy Rig fawm)
IoiTar: 8T (<)
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
TEHH YA & I Hifdd

YOI-TTHRY TR fAWTeRial|: LOAEL: 333 forTi/fbm _kifes 4R
gRUMY: SREISHIS TUTd a1, M TR YOIawTeRig TuTd SR
1% JUTd $ad I HIge U A [qu1ed GR!0 g U U

Tieor 31 fooe: Yoy Rig] faswm |

ATt TR

TEHH A & I TS

HIYRUT faSTedar A1ges: NOAEL: 20 fBrT/fb iR YR
YOI fRIY] fawTaadrl: NOAEL: 60 frT/famm IIRIR® UR
URUME: YOI & RS f[GH™ IR UHId Ta1 |, FaH R
YurfauTeRtta T 3R uref TTa Had = Higdh U J faumed
RIH TR B UTT 7MW, TTT & IRR W Joi- HH F6T|

W& &t f: [asr™

TSI Pl

TEHH I & I Hifkd®d

famr s fauTaddrn: LOAEL: 2.5 firm/fem IRiRe 1R
IRUM: U9d & 91 fIh IR UHTG |, Whded RHRIan |

ST fawTaan - sfidad D ORISR ol T TN & STYR WR [ R Ufdgd gvE &
PO T §

Posaconazole:

3[Rl & UHTE : U Y fre: widferdt / 3 &1 uii fasTg
gorTfar: T (¥€), R (@)

TIYRT fAWTaddT S-h: NOAEL: 180 FFRTI/fh T IRING YR
SR GHNT & BT TR YHTT T8l
TR HUTEHS

Tequr B fore: widferdt / 3y &1 uwit fasTg
geTIfar: T (Xe), Al (i)

TIYRT AWl S-d: NOAEL: 45 FHT/ A IRING 4R
SR GHNT & BT TR YHIT T8l

TR HUndS

TR RIY S AP R UHE! © gleor o fbre: Yoy Rig fasm|
geTifar: g7 (Xe), Al (b
TRHIHIE & I Aa®
famTITH® fauTaddr: LOAEL: 29 /e Iki® 4R
gfeom: meiey Ry fawredar, faeadrait <t meft

e o1 fore: Yoy fRig] faem |
USTTTd: G, ATal ()
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

famraTe® fauTaddr: LOAEL: 40 fim/fa sRiNe HUR
gfvomy: meiey Rg] fasmedan

ST fauTaan - sfidad D RIS IR o T TN & STYR WR [ R Ufdgd gvE &
EERCER)

Mometasone Furoate:

3(dRdT & UG © Ter Bt fobe; Iavdn
goTfa: g7 (X©)
T HRE & I a1 & A

JddT: NOAEL: 0.015 farm/f smsiRes 1R
R: YU & TRAZId B HHT, YOI BT HH o |
RO USHA &HdT UR WHIG Tal, US4 &HdT IR UHTd |

TR RIY S AP R UUE! © Gh&0r o fve: Yoy Rig faswm |
TS Gy (H139)
TATHRM & I Fﬁﬂ%#ﬁ
yor-maiey R fawraadnl: LOAEL: 0.06 i/ IfiRe YR
ﬁwuﬁumwﬁwqmwwaﬁwaﬁ?ﬁw

Tier ot fpe: Yoy Ry fasm |

goTfa: IeT (X©)

TITHRE & I @b

Yo- MRy Y] fawraaan|: LOAEL: 0.3 fim/fem Ik 4R
TiRomH: Yor-mHey R fawradan

Tier ot foe: Yoy Ry faemm|

TATfd: TR

TITHRE & I @4

Yu-mRy R fawradar|: LOAEL: 0.15 form/fae emiive 1R
giomH: Yor-mHey R fawradan, faeuarstt St mt

Tier o1 fpe: Yoy Ry fawm |

goTfa: IeT (X©)

TATh R & IRd: @l & A

YOIy fRIY] fawTaadTI: LOAEL: 0.15 firm/fasm IIRIR® YR
URuTY: Faelrd fRIg] IR g4E|

uﬁ&wrﬁm Yor-miey g fawr |
AT BRI

TeFE ¥ e s
YOIy fRIR] fawTadTl: LOAEL: 0.7 frm/fes emiRes uR
gfeomy: yor-miey g faradar, faeudrai St mt
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Orbifloxacin / Posaconazole / Mometasone

Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
ST faSTerdd - Sfidpa D O T T YR & SNYR TR AT W UfdRd THTd BT Y

T e 81, U WR 6 T Wi & 3R W g
3R Yo & IR Ufded THId &1 WY Tad e g1

STOT - Ushd SifaH

I DR TR qiifepe |

3dd:

Mometasone Furoate:

fewoht : guawmésaﬂwmwwmﬁtm:@wﬁ
|

STOT - ST SfaH

IUTS THBRI TR aiffepd gl

3dYd:

Posaconazole:

U (THIUIER) & I S U GASRII

&g 3{gad L Sffgae Ui (TS Tds), SRy T, T[ai, fofR, Uei S,
Tl I (ARGY) JuTTa

3fiha D @ 3RETT B TR ST (SR B! e
us“wgl

Mometasone Furoate:

Gudh (TRIUIER) & IR D o (/e )

&I 3faad . gfereft @, foRR, Tal, < ‘

3fiche ;2 1 TRIG SREfTT B IR S (SIRITFR) BT JH9H Ugdl
gHarg|

U RTS faurarTar

3dd:

arde firRa sifaa (eiferaw):

Ty L 9RI(Q)

LOAEL . 160 mg/kg

THIB R & I ;

fram g & ford Iudh : 90 Days

(TEUISR) g1

BT LRI (XQ)
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin / Posaconazole / Mometasone
Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
LOAEL : >=1mg/
TSR F I D T (YR H)
fod oy & ford dus 4 Weeks
(TRIUISR) g
RG] OECD URtefur fe=mfcer 412
Orbifloxacin:
PGS . gl (@)
NOAEL . 20 mg/kg
LOAEL 80 mg/kg
T TH R & I
fra g7g & ford Iuds 3 Months
(TRIUISR) g
A& 3auq L h 9, R, e, S
PRI L NG (H13Y)
NOAEL - 80 mg/kg
LOAEL 250 mg/kg
UGB R & I
P g7g & ford Iudh 3 Months
(TSR g3
EIIR] S NI
NOAEL ;50 mg/kg
LOAEL 250 mg/kg
TEAIHTH & &
fpaq gma & ford Tudbs 14 Days
(TRTAISR) g3
&g ST : fad, gl
IR I L e FE N RICC K|
feugoft L Jqdiihd 5
PEIG D feRIR P
NOAEL : 2mg/kg
LOAEL 3 mg/kg
UGB R & I
fpad gy & ford Tuds 90 Days
(TRIUISR) g
&g 3{qud : gg[
fewuft . ot meayul ufdgrd wHTa ot e e ot
PTIIT g
NOAEL . 37.5mg/kg
TEAHRE & I
fram THg & ford Tudh 30 Days
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin / Posaconazole / Mometasone
Formulation

TeHRT e & fafy: TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
30.09.2023 439118-00017 Ugal IR SR R &1 dRIG: 06.01.2016
(THIUTGR) Gl
U ;o
NOAEL . 7.5 mg/kg
LOAEL © 225 mglkg
TEHRH & I
fpad gmy & ford Tuds 1 Months
(THIUISR) g3l
3R |0l F b ER VRIS K |
Posaconazole:
Tl L T (Xe), AreT (hia)
LOAEL : 5 mg/kg
TRHHIA & I . Nife®
foaq gqu & ford 9udh 6 Months
(TERIUISR) g3l _ _
A& 3faud L Sffgae U (TEdHd W), e, fad, forR, @i, T,
3SR
I DBl
LOAEL . 3 mg/kg
TEHHRA & I ;
fpaq gma & ford Juds : 392 Days
(TR 3T . . :
&g 3faud . e, SR, ARTss, BT 3iiq, Sifdigas I (TSHd ©is),
HCS, AHIdbT SHadh
US| [
LOAEL ;15 mg/kg
TRHRH & I
o THg & ford WU 1 Months
(TEHUISR) g1
&g 39gd L Y T, SHiIgad R (TSRHA wiS), ARy Ui, Xad
EEIG] -l
LOAEL . 3mg/kg
TEHRH & I ;
foaa gau & ford dudh : 56 Weeks
(TSRIUTSR) g3l
&g 3gd L Sffgae Ui (TS Tds), Y T, e, 79 @ ((Raw)
EEIIG] DR
LOAEL 180 mg/kg
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin / Posaconazole / Mometasone
Formulation

Mometasone Furoate:

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
fram g & ford Iusdh 12 Months
(TRIUISR) g3
A& 3gd L XA, TREIg-exers-d YUl Wit
I DR
LOAEL . 8mg/kg
TEHH A & I : Sia:fRRT
fram gg & ford Iudh © 1 Months
(TRIUISR) g
A& 3faTd . gadiiel o7, ks, ¥gad IR (Tedd ©ie), Yad

BRI L @I Re)

NOAEL :0.005 mg/kg

LOAEL . 0.3 mg/kg

TEHRH & I ;

fpam Tg & ford Tudh : 30d

(THUTSR) g3

&g 3faud ;AR Ui, SRR, sifigas I (TedHd wie), @, uIsay We
EEIG] -l

LOAEL . 0.5 mg/kg

TEHRH & I ;

o THg & ford WU © 30d

(THHUTSR) g3l

&g 3faud L ARyt Ui, ORR, sifigas I (TedHd wie), @, uIsay We
B L 1 (RT)

NOAEL ©0.00013 mg/!

TAHTH & IR LI T (YR rgm)

o THg & ford WU : 90d

(THIUISR) g3l

&g 3gd L SHfIgEH R (TSHA W8), Bihs, ARi®T Ui, T, Sy
Sl Dol

NOAEL . 0.0005 mg/l

TEHTE & I A ISKRIRC Wi t)

fpam g & ford Tudh : 90d

(TRTTTSR) g _ _ _

&g 3faud L 3HfIgEH IR (TSIHA W8), Bihs, ARieT Ui, T, Sy
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

IR EEGR]
JUAS TSR R a¥iiepd el

3H{dUdq:

Mometasone Furoate:

LRI ]

A4 SIRaH & 1Y U
Sdyd:

Orbifloxacin:
e L INR: B ] 0F THTE, RS’ Rd Teds!, fefaR
T & Saad, deied, Ted ()

feugoft: MeRRAeSe SUT B Jhdl gl

Posaconazole:
[BUNANEI] D IR W, RRed, A, I, guR, iR uyTe, T (),
giRfed, G, I Yadam, ST, gaaciage g

Mometasone Furoate:

I R T80T H=AT D IR WRATS o, RREE, TG 7Y, KU 47 Y THHUT,
RRATY, Hfee Hfefsenim, fio o, Tpdithed ag,
UfaRe& gurelt guTd, gorEd

@1 YUk L TR IARNY (SIHCTS ), Jord!

Sifafed SIF&RY
AdYUd:

Mometasone Furoate:

feuoft 9 AN YU

12. wifRufaaa a1

i fRUfa® faumarmar

3dUdq:

arde R sifaa (Aeiferaw):

a3en @ fauTedar : LC50 (Oncorhynchus mykiss (3 TR3T)): > 100 mg/!

o THg & ford Tudh (TaRUioR) g3 96 h
TPBT: OECD Utefur femmAeer 203
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023

3.1 30.09.2023 439118-00017 Ugall IR SRI A & dRIRG: 06.01.2016
SBT3 Ae-3fed . EC50 (Daphnia magna (dleR Teil)): > 100 mg/I
ERERSCLIESEI] o g & ford Judh (TaRUioR) §a: 48 h

T o 3.9 S T Adw 202

QAT Qe o fawieddr @ NOEC ( Pseudokirchneriella subcapitata (8<% R1aTd (Tes)):
100 mg/I
o Tg & ford Hudhs (TaRUioR) g3 72 h
Ther: 3 g . ¢ [ 201

Tedl ®I faurgdar (RRerferes © NOEC: 1,000 mgl/l

fwTaTam) o T & ford Hudhs (TaUioR) geim: 28 d
TSI Oncorhynchus mykiss (W cl3¢Q)

WA Td 3 de-ed : NOEC: 1,000 mg/I

SR fawrerdr (Rreife o Tg & ford Hudh (TaUioR) g3 21 d

[ELIESED) USTIfdl: Daphnia magna (dTex Ui

Posaconazole:

EENIEARELIESE : LC50 (Oncorhynchus mykiss (X781 TR3E)): > 0.95 mg/l
P Ima & ford WU (TaRTAIoR) §31T: 96 h
TRIHT: OECD URTEfUT fG=ma=T 203
fewht: facmar o) i R w13 faradar T8t

SBT3 e-xfed . EC50 (Daphnia magna (dTeR Tl)): 0.276 mgll
ERERICLIEREI] o Tg & ford Tudh (TaRUioR) g3 48 h
Tt 3N 3.4 S e Adwr 202

QAT el ) fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi)): >
0.509 mg/l
o Tg & ford Hudh (TaRdioR) g3 72 h
Tt 3N 3.4 S 2 A= 201

NOEC ( Pseudokirchneriella subcapitata (B'ﬂ?ailﬂ (Qc_\:ﬂ)):
0.041 mgl/l

o g & ford Hudh (TaRdioR) g3 72 h

T 3t 3.3 8. T fAgwr 201

TH-Taeq (Afdurdl oieer ¢ 1
[ERIESE])

Sitaropsf & fosTardd . EC50 (WTdhide gegasitdn: > 1,000 mg/l
o Tg & ford Hudh (TaUioR) g3 3 h
TRIE01 D1 fd: YT-URa B FhIdc
Ther: ot 3.4 St e FAdwr 209
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

oo &) faureaar (RReifee :© NOEC: 0.206 mgll
fwTaTa) o wg & ford Hudh (TaUieR) g3 33 d

*ISII TS Pimephales promelas fb?%%’ﬁﬁﬁ
T 3N 3.8 e A= 210

SHRRT TG o Sexfea - NOEC: 0.244 mg/l
STereR fawTadar (RRe1eS o g & ford Tudhs (TauioR) g3 21 d
[ELIESGD) USTifd: Daphnia magna (dTex Ui

T o 3.4 S e fAdwr 211

feuoft: facaar & d R SIS fasraddr 78t

TH-ThaeRy (RRePIfeID Seer @ 1
[ERIESE])

Mometasone Furoate:

EENIEARELIESE : LC50 (Menidia berylllna (RIeaRa=23)): 0.11 mg/l
o Tma & ford Wudh (TRTTISR) §3T: 96 h
femofY: facadr o) e R FE fasreaan T8t

LC50 (Cyprlnodon vanegatus (Qﬂﬂ%‘s’ ﬁﬁﬁ)) > 5 mg/l

o Toa & o Judh (THRIUIeR) g3l 7 d
fewft: facgar @t W 1 fauedar Tt
SBT3 e-xfed . EC50 (Daphnia magna (dleR Til)): > 5 mgl/l
ERERICLIEREI] o Tg & ford Tudh (TaRdioR) g3 48 h

T 3N 3 S e w202
fewgoht: facrad &1 T R oI fasTedar 78!

EC50 (Americamysis (317 USTId)): > 5 mgll
P Ima & ford Huh (TaRTAIoR) §31T: 96 h

TIHT: JUI-3UY SAUHicIey 850.1035
fewoft: facradr &1 W R o15 fauredan T8t

AT/ el o fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi)): >
3.2 mg/l
o g & ford Hudh (TaRdioR) g3 72 h
T 3 3.4 S & fAdwr 201
feooht: facrar &t W W SIS AT Tet

STtarugaf & fosTartdr : EC50: > 1,000 mg/l
e T % R Gud (TawIoR) g4 3 h

WY &} fe: Wmﬁw
T o 3.1 S T Adwr 209
fewgoht: fackadr &1 T R oI fasTedar 7gf
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

NOEC: 1,000 mg/l

o Tg & ford Tudh (TaRdioR) g3 3 h
TRI&0T ot fored: YTH-TRa § T lde
T o 3.9 S T Adwr 209

fewgoht: facradr o1 T R oI fasTedar 78!

Aol &l faureaar (RRep1feiee © NOEC: 0.00014 mgl/!
fauTertam o Tg & o Hudh (TaUioR) geim: 32 d

T Pimephales promelas (ﬁv?%Ts' ﬁﬁﬁ)
T ot 3.3 8. e g 210

ST TE 3 Sexfed : NOEC: 0.34 mg/l
SR fauraddn (Rrefere o g & ford Hudh (TaUioR) goim: 21 d
[ELIESED) Ui Daphnia magna (dTex U<i)

TWeT: 3 3.3 S e A 211
fewoft: faetadr &) Har R B fasradar 7t

-y (RRIfeIh SeraR : 100

A 3R raspHforgdr

3dYd:

qge fiRa sifaa (Aeiferam):

SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueRT
CRIESENEEEEIS!
Sfde SaHHUET: 31 %

o Tg & ford Hudh (TaUioR) g3 28 d

Posaconazole:
WA SHTHHOAT BT & D OROTY: YA & 1Y WHTae diic o SashHueRT
CRIESENEEEEIS!
SAHHUT: 50 %
o g & ford Tudh (TaRdioR) g3 28 h
TRI®T: OECD URTEfT fe=m-a=r 314

O B RRar L 3awyu Bt 3eR-RieTh (@Tw-agw) (& Auo): > 30 d
T 3 3.4 S & fAd=wr 111

Mometasone Furoate:

S SAHHUIT BT & ;RO G & 91 Ui idd alid o SHTHHUGRT
@@SuSiae) 7 8 aran
Sfae SaHHUET: 50 %
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin / Posaconazole / Mometasone

Formulation

TEHRT Teney= &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 439118-00017 Ugal IR SR R &1 dRIG: 06.01.2016

o wg & ford Juds (TauioR) g3 28 d
TIBT: OECD TRte&um %srrﬁ‘&sa 314

e A RRT L Tl fasaun: 50 %(12 d)
T 3 3.4 S e g 111

Tyifad Sfae J=aaa

3H{dUdq:

Posaconazole:

EICEaERE] AR ¥ IV 11 To Lepomls macrochirus WW&F&T)
TRAHIICRH e (JRITTH): 20
TIHT: OECD URIEfUT fERMAE=T 305

fqurer Turies: (T log Pow: 4.15

3fgeHIa/am

Mometasone Furoate:

EICESELE] . JSIIfd: Lepomis macrochirus ﬂ&lﬁﬂﬂﬁb—?{)
TG hdex (SHTH): 107.1
TIHT: OECD URIEfUT fG=mAd=r 305

fQUTS T[uTiep: (WA log Pow: 4.68

e ar)

fordY o wifer=fteran

AdUd:

Posaconazole:

TG0l Hal § faaror log Koc: 5.52

Mometasone Furoate:

TG0l Hafl § faaror log Koc: 4.02

3= Ufaed guTa

KRNI

13. e Hifgard
freR & %
/N T 531 7 (e . PHe Bl A H AT B |
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin / Posaconazole / Mometasone
Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT TRRG: 04.04.2023

30.09.2023 439118-00017 Ugcll IR SRT 3 i dRIE: 06.01.2016

Ry fafadl &y has |

afa afd GTcl! [Seall ] I Bl gied B alell Batad! H Jrsdaii a1
bl & ford o S|
3R 3T fafAfEy =181 fovan Tam: e Idrg & U |
fAueH &3 |

14. 9 gaAT

s fafram

UNRTDG

UN J&R UN 3082

Aded &1 9el 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Mometasone, Posaconazole)

L 9

ofT U If

GEGI 9

qaferur & fo)d avad ]

GEER)

313 T & TSt oft R

T/301g S TR UN 3082
CARRIGIE Environmentally hazardous substance, liquid, n.o.s.

(Mometasone, Posaconazole)

L 9

ofT U If

NE Miscellaneous

fEsarad! #t figar@ad (@R 964

EEEEE)

fEsarad! @f foerad @E gars : 964

SIgTS)

JTaR0l & o WA El

GEER)

TS T S1 Si-3is

UN TR UN 3082

Aded &1 9et 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Mometasone, Posaconazole)

L 9

o1 U i

SEN] 9

EmS Sfgd F-A, S-F

BEEREAL gl
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IS ERAMSWS YRIeH & STAR e MSD A

Orbifloxacin / Posaconazole / Mometasone
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 439118-00017 Ugall IR SR} A B dRIG: 06.01.2016

IMO JUHRUN & AR 4P d ufiagd o
MY v MY tisde & fore @ et
IyURTRdl & fore faRiy grawnfaai

T8l fu U uRae avifeRur Sad GemT & Jaie! & g €, 3R U U ¥ sFtdss Tl &
T U 3T & S o 3 qRen STer Rite 3 iR g i foan e 81 uRag ot fafdy, Sw
BRI, 3R &t a1 <=1 ¥ fafomt o fafderareii & rguR uRae e firm-fid 8 9 B

15. faf~ramae @

verf ar freor F i g, TRy, iR yaiarur & fafraufaur=

39 ITeH F 3aquq fAmfrfad gaa< e & gfaa §:

AICS . fRyiia T8t

DSL . FRyifa T8t

IECSC - fifed 8t

16. 3= AT

e 31 fafy ©30.09.2023

Sifafvad SHeRY

3T XM & Ihad & fod . %= ATd SDSs, OECD eChem ¥ 3{idR® d@-Id! Sel, Sel

AT fohdl g adTast Ui Qe TR qul G IMEHE Tora,
http://echa.europa.eu/

et uReT . fea ey

3= AN & qut ar|

ACGIH . gude| ACGIH JHRE AM (TLV)

IN OEL L YR BT URAR H $ IS Uardf B oAl b wR

ACGIH / TWA . 8-Ue, gHY- 9o id

IN OEL / TWA C 9ug A ed

IN OEL / STEL . 3{Udplfelh &MU HHT

AIIC - 3TN YAl &1 Sifeferars gl ANTT - mﬁa’aﬁﬂ@m@qﬁaﬁm ASTM -

3fvat Al uteror TS bw - STS! &1 G9H; CMR - BRI, Heol-ds a1 Yo faseT; DIN -

SHT AMSIHR0 GRIM & o AF; DSL - aiqwﬁﬁ%ﬁ(m) ECx - x% Widfehar ¥ T

e, ELx - x% Ufaferar I St ST @x; EmS - MUTashla- Usgd; ENCS - uﬁqmaﬁvw
RS Uerd (ST9F); ErCx - x% g &) Ufdfshar § &1 dbhe; ERG - SMUddbIa ulafdhar
TMEE; GHS - dfY® TR | T Ried; GLP - 3fa3t TRINTRITET UT; IARC - 6k TR 39U & fag
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&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Orbifloxacin / Posaconazole / Mometasone

Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1

30.09.2023 439118-00017 Ul IR SR A &t dRRE: 06.01.2016

;@Iﬁﬁ@um IATA - SIRfETI arg uRae THIRICR; 1BC - R AT & kAT I8! arct

[ % fmTor SR IuaRur & faw ];rer%ﬂ%cso &nm&r@%gﬁﬁwmw Hdha: ICAO -
RIS AR faAA W13, IECSC - RS Ual sﬁa"r IMDG - &m‘rgﬂu
S WARATS A IMO - SRS T W16; ISHL - e JRa& 3R WA B (SITUTH);
ISO - AR & fIT RIS W 6; KECI - aﬁﬁmﬁwwsﬁeﬂ LC50 - TR&fur Serd!
B 50% P Uidh Hcbg; LD50 - UI&UT HEIEl BT 50% Pt °lcdch TRID (HIH °lddh WRID);
MARPOL - STl & UGNUT 1 AU o forg SIeRTS FHIaT; n.o.s. - 31 S T8T; Nch - Rrcfl
308, NO(A)EC - 3fadiieT 7 fbar a1 (Ufddd) UHE Hdhad; NO(A)EL - 3adid- 9 fbar T
(uﬁﬁ)quﬁw NOELR - TR-3{q@I--a1g JHId AGH &3; NOM - SIS Afdud fam;
NTP - Tt . BRIGH; NZIoC - 1T &) <5t & 9¢8); OECD - 3Mfiids Tt 3R
fa™ TE; OPPTS - IS JRET 3R UGHUT AHUH HHATAT; PBT - RITH, Wg-THAHN 3R
fawrad werd; piccs - Weﬁ?ww%wzﬁﬁmﬁmsﬁeﬁ (Q)SAR - (AETHS) WA
Tfafafy Tee; REACH - UG g 3R AT USiahRul, Jedid, WRASGR 3R ufdsy aRkug &
fafrae= (EC) 9. 1907/2006; SADT - W-dIgdT 3Uge AUHM; SDS - YR&T Sl iie; TCSI - digaH
A Uard §dest; TDG - WARATS H1d &1 URdeH; TECI - UTSas T $desl; TSCA -
fouTaa uerd feon siftifem (Sgad s $@R®T); UN - ﬂgaatrg UNRTDG - BIH®R® FHH &
URTET IR TG WY BT RABIRY; vPvB - Igd W IR §gd SIa-TUHAHRU IRF; WHMIS - HT-
Y RIS JrUT J=1 Yorreit

Y &1 37 e & 5F THIRH &1 dRRG B &} T THSRY §AR I, THSHRT SR {3y &
IR ! ¢ | TSR BT RIS &1 Y JUTA, T I3, UichaT H3-, T -, TRagH He,
e o qUT s & folT had Anfex & wu § fEumae fvar mar § qur i) yeR &t ard ar
ToraRTT &1 fAfERT 8T AT SIe | Iudsy B T SHeRY 39 SDS & Y W ugart Tt FHaa
faRry areh © Tefid 8 aur SDS wnht &1 farsht o It & Taem H a1 fansht o ufshan °, 5|
I UTd H 1 STl 7 Y, TN o’ IR 9 Tal 81 qahcl! ¢ | ARht yaiarsfl &) ar 81 W, yaie
¥ sifam IaTg & SDS-UTHHT &t JUGHIdT HT BT B Aed 88d B, TN A, Uichar dx
TUT TG TR P 3 3iE 1 & ARy e & SHaRY SR Rywiiai ot wften & =1y |

IN / HI
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