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e A - Orbifloxacin Liquid Formulation
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S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Rpose wam ;g fafercar Sarg
ITINRT R Ufaay A ¥ 31 o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor

SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

Sit. 0. B aeffemvor
ST fauTaddn o faumR

AT aeg-oi fes fawedar  : faum R (3if)

- IRIG 3REfU (HIfEeh)

SI.U9.0Y. d9d d

Tohd Ueq DT
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TEHRT Ty &1 fafd:

TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
785432-00016 Ugdl 9R ORI R B dRIW: 28.06.2016

4.0 30.09.2023
B T SR . H361d 3STTd RIY &I 81 UgaH &1 g | .
H373 FTe o TR i refiA a1 TRIgT ToRIUIoR (31id) 3T bl
T Ugdl el g |
wgfaard/gdiay™ §a N

P203 IUANT F3 § Uga it JRem SR o) o &%, g SR
I T D |

P260 1ERT I1 HIY ! | H 7 o |
P280 Y&Tad S/ I 3R 311G T/ &0 U |
[CAS
P318 3R 3MHIERUT 8 4 fa=n &1, Rty g T
HSRUT:
P405 Y8R drdl H1
IRCIELYE
;m e o1 et Wied o SRuvid dREH A
|
3= gIf~ar foreT ko W=y aeffeur 981 giari
SRITd
3. YAl BT HUCA/STHPRI
geref/fAreyor : fogor
3qgq
[AAS A T (P9) - TR | TS (HHACRH) (%
w)
[Orbifloxacin 113617-63-3 >:V;\iv< 5
BISEEESIESIES 7631-86-9 >=1-<5
cifded TRTS 50-21-5 >=1-<3
BRI ERIESIES] 1310-73-2 >=1-<2
4. Wyt fRiferea & Iurg
BICIR RS . 3R gHcAT 8l I qed 3id 9 @ al AfSHd Wb I TATE B
Tq TEIUT €6 38 1 b1 & 82 Ufa H Fiferwiia gamg o
RUNMGRITGUGI ST I WY GRT TG0 B fordl ST, Y Tl Gefl g1 # of WY |
it wganT o
TR @ ¥ YU g Sy L WS gF W, R &9l Bl AT 3R Igard Ut I AT L |
T a¥d Td S IAR S
ettt gga o
TN ¥ Ugd a¥d e
YA & Ugd ¥ §d & 3wt aRg |
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TTHIl T o fafd:
4.0 30.09.2023

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! gR SR} A Bl dRIG: 28.06.2016

T30y, deR:
785432-00016

3R 31T ¥ YU g WY : gararg (e & fore offtel &1 urt & ¢l
I STe I 81 SR ORI T8, o Fforita wgam o

3R fre feram smg : gfe Feren S, 994 ORd |Jd R
fafrcia geam o
U & 1Y Hg 3wt aRE Pl HRd |

T8 Hg@yuf d&or 3R L 3foTTd R 1 g1 g &1 W

UG, 1 ot 3R e TR it a1 TRIg 3R&U & WRT =il (STRT) Pl
IHYUH Ugdl Yl g |

WY fafdre o TRefmr D U fofdcdt 3 aTell & ST YR&M IR & o1 a1fg T, al
SNREH Bt FUTTT B TR YT Y FAfID YRETETH IUDHRUT
P IUUNT HAT I (WS 8 W )|

e & ol gaa L e 3R WA ¥ IUAR R

5. SR U™

Jugad SR difear T G
Tamgra-ufaRre S
HTH SEIHHARS
kAT T

ARG (M IR F AT - 3T

A F IRFA IR TR <84 IAG! BT Yudh WY & oY Ueh W1 81 Tehall g

GRATD &g TG . PREA MRSy
Ted RSy

(31FT) G2 & faRy adies © g RS O3 UaT o3 o R uRfRUfT SR Sma-ury
IR & 3IHd Bl |
T [Ssdll D1 381 HRA & foIL FTA-BER b1 YA 1|

3R U1 BT GRS Bl 3T & & I eifagle dhewR fHeprd of|
SHTE ! ATl HrATg|

M YIH & U faRIv ST M A OF W, Wd-AHd 419 I ugH |
JUH AT R&fTeH® IUBRUT T B |
6. THIRTH Nefie Iur
A TaYT, ReMATd ¢ (Aol IETHAS IUSR0 TIRT S|
JUHT TUT SATUTTBTA RiEa FsfeiT sl (WS 7 37 ) 3R cfdaTa qrem Iuaui
ufspamg & gIrdl (TS 8 ¢W ) DT HTUTA DY |
qgiaRuity Fraenar . gIdTaRul § Bie ¥ URER H1 |

THTE B 3R o J Ab

e BT R, SR T 19 a1 Feh1d B A |

S ATHA H o J AP (IaTeRuT: gz a1 o Afdren)

g U T O Dl G U4 HepTaT |

%ﬁgwmwmﬁﬁ,a‘mﬁumﬁ
|

L IRR XS Yerd § IR |
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3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! gR SR} A Bl dRIG: 28.06.2016

T30y, deR:
785432-00016

& gard ud @i

S thara & o ST a1 3= IUgad AHUM U & dlids

Tdrg 3R 9 93| Ife STsd o1 75 yerd &1 Uy fabam ST Iobdn &

ql 3 IUYdd dheR ST PR TR P

IUgad TSURSC & A1y Hard &1 A9 IERTd & 91 |

R 7 91 fafaw 39 vard & foRfa $ik Fued &4 &

fore @] 8 Wehd €, Ty 8 37 IERIaey 3R SgeHy W ot o

s;rtlazfaﬁ ReiieT 3 THTE & SUGNT B 1 o 21 347 B
msﬁm%ﬁaﬂﬂ@fﬁ:ﬁmm@ﬁ%

U THSITH & SIHTT 13 3R 15 $© RIF 1P Reprgre

F IR H JIFHR U B §

7. TATA 3R USRI

qPH-ih! SU™ ;AU (URIOER) ¥ 99 & a=07/oi §91d SHT & d8d
Zofifafe U 3|
R / 5 dfea=H : Rith Suger ardra H wa B3|
IRIErd gTUe & fore D PRI ATHI R A H T
BICEIEEI] BUERG]
3@l & Gy g ¥ IRER B
T F I T JHG I 1 IR IR U6 A 3 J TRER B |
3BT SIS Tagar 3R GR& TUTSf & SFIR JuTd,
PO TIUISR THT TR TR 8
Wﬁ@ﬁﬁmﬁww@,mmﬁmﬁ
®H I
PRigd ver ! uRfRufaar ¢ 33t e ¥ dad T gu fosal & T |
USSR drd ||
o=y ISt faf ol & SR YR H1
g Ut § 5 : Fgfafed TeR & Wisde & 91y 7 3
GIEREIERICRUIBRUE LS|
8. Sy forimror / it R
FrdRE AU & AP F 91y aad
EERE] Ny (@9 [ q@usR | v e MR
- TR (CR&UT®T | Wiaa
TPhR) YT
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB | 3fidRe
2)
RINCRESERICSIES] 7631-86-9 TWA (&d 10 mg/m3 IN OEL
)
Tfegd sRelaze 1310-73-2 CEIL 2 mg/m3 IN OEL
C 2 mg/m3 ACGIH
goiferafaT feraso . gIg-aTg! wigdl (o, fEu-fed aRd wasm) i s &
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TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
785432-00016 Ugdl 9R ORI R B dRIW: 28.06.2016

ool 599 @t 9 el
oI Gaei a1

RUIRERIEEIR]
garef

3TE) el s=1g

T Ud YRR Gaeht s

W3dl dadt U™

Emmmwwmmm
|

gt goitfafir oo & ufeR fewsH grT srifad g9
IRV 3R IdTa!, BT, 3R TATaRUT B & & ol GMP &
RIGidl & SR Farferd foar s @nfgul

TAITRITel TaTerl & forg faRy fFiasr ) sied T8l g

. 3R Ui R M dfedw Suasy T8 § a1 ToRiueR

ATH e SRR fe=n-FE=il & 18R vauioR uefid #Rar |,
4 GR&M BT ST DY |

. Ygad U 3R HeHE ary UHR
LA G
D TRS =TS 1T & AT gR&M IR UG |

3R HTH & AIGIS a1 Tiafafer ¥ ye ot fRufea, e a1 werie
<feya g, ot 3fera e ugH|

TR Y, Yo, I TR o ATHAT 1Y A o1 FU1a1 81,
Toeiics a1 IR AT BT 3T TREUT U |

© gdf 1 TORTRIET Bie H HTH B
: 3R YA IYTNT & SR I & U | 3 Pt HHIGT 7,

@ BT B b W & BT 31 O Pt yonferr 3R JRem
QMR YGH DY |

TN & R, ST, G 31 Yoa= 7d |

T HUS! B U & 916 B [ I STaTd Y|

JiayT & TTdT FareH H Seiif=ate Faor ot aeten, 3fa
T GR&M SUBR, SfId ST SR UiR=iTe= ufehana,
N Tz AR, fafde FREY ok arime

0T &1 g&dHTe A i1 =fg Tl
9. Wifa® wd Traf~® T

fegmae S CICE]

1 LB

iy D gTREH

e BT g L 3T IUA Tl

IR ;ST IUasy gl

fUga/8S &1 e L ST IudAY gl

URMAYS Ige ®1 g/ Sqe ST Iuasy el
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.0 30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016
ARl
e fag ;313U g
IIHRU Bl R : a1 ISy e
SqeRiEd (319, 719 e
SaaNEdr (R gar) : 821 U el
3= fawple dr/ IER : 3Tl Uds gl
AR THT (30
THadfaferd fadie)
¥ fampie Iar / aa STl Iudsy gl
Saa-RITdT ST (TS8R
ToAafere ferie)
9% g91d D STl Uy gl
JIUef 9T T : 32T U el
BIPGRE : 82T U el
g9 STl Iudsy gl
¥/facgdng

T B faeadn © 3T U gl
fAQUTS T[uTiep: (WA STl Iudsy gl
SfgeHIa/a)
e &1 aruEE L 2 IuAsy T
3Ty P dgHH= 3l Judas gl
BIEGINERSAIE)

STl Iudsy gl
faepie® oRaUTd . fowpies T8t
SRfiHRT & TURGHTG : g9 uerd a1 iy & SiReRS aifdd e faran T g
3MUTfdd HR 8l IUAs el
U BT AT Sl IUAs el
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3ifdH TR SR B3 BT TRRG: 04.04.2023
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10. fRRar auT ufafspaar

Orbifloxacin:

g M fawraddr

SEERRRELIESEI
SIEASEIAELIESEI
SIEAENIESCINEEIEERER

UfdeR . Siffpuriiddr & @R & ¥ H Fifed 8l

g fRRar g e A RR B

R ery gfafebarsit A SHiRfieRS Tolel & Ty ufaforar e g g

3 uRfRufaal @ o C

3T Tt L 3Ny Toley

3gge yerdf ¥ shfaw D PIs TR 1A (BoRSH) 3fuee et Frd gt

11. fwmasnfora g

TRHT SREUT (TRUIGR) S IR ©  HI gRT UG BT

T THGR CEIR R
fTerT
3T ¥ Yuds

GIEACLIESEI

U SR R Fiffepd 78]

uerd:

g Mifae fasmadar ;3T fasTerar SIgHT: > 5,000 mglkg
TABT: AT ARIBT

GIEK GRACEIESE] : SffAuTet fawTedr SIgAM: > 10 mgll
fobe T & ford Tueh (TeRUISR) g 4 h
TRI&UT ATATaRUT: Yel/Haia
SRCRRINEINED

3dYd:

:  LD50 (IET (}2)): > 3,000 mg/kg

feauft: H15 7 39 S R 8! o8 |

LD50 (¥ (H139)): > 2,000 mg/kg
feoyoht: HIs 9o 39 S R T8t ol T

LD50 (F): > 600 mg/kg
3ER: Jec!
fewoft: 35 gg 9 B9 | 78! ¢! T

: feugft: Ser Sudsy T8t
: %UTUTT@ETB'W:I@

. LD50 (JgT (X€)): > 200 mglkg

7120



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin Liquid Formulation

3ifdH TR SR B3 BT TRRG: 04.04.2023
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BT Ty &1 fafd: e ci Rens B IO R

4.0 30.09.2023 785432-00016
) THb e P IR AR §
LD50 (Y™ (HI3¥)): 500 mg/kg
TATh R & I AU o
LD50 (IgT (¥€)): 233 mg/kg
R SRR
LD50 (YU (HI3¥)): 250 mg/kg
TENHRE & I SHa:RRT
fafere sReiiaaTsS:
g A fauradar © LD50 (JgT (XT)): > 5,000 mg/kg
TRIBT: OECD TRIefUT f=mf-e=r 401
o = fawTaan . LCS0 (8T (RT)): > 2.08 mgll
fepe T o fordl Tudh (TaieR) gaiT: 4 h
TYeq07 ITTERUT: Y/
3fiera: uard a1 fhisor ot pis 4T Srge faraaar T8t @
SIERCEIRAELIESGI ©  LD50 (JRMR): > 5,000 mg/kg
dfees TRrs:
g M fasmadar © LD50 (JgT (XT)): > 2,000 mglkg
FRwoft: T SRt AR % et W ek
GIEESEAELICSG! . LCS50 (J8T (RT)): > 5 myll
e THa & ford Todh (TRITIoR) gefm: 4 h
UI&(0 ATATaRUT: Yei/paiar
TRIHT: OECD URTEfUT fGRMAGRT 403
3HiH e W JUTTel o o eI |
fewuft: ue SRft It & et wR sneria
SIEASEIRACLICSEI :  LD50 (/RIMR): > 2,000 mg/kg
Sficha: gard a1 fHrsior &t Hig a1 SRIe fawTaRidl g §
fewoh: wer SRfY g & Ser iR 3neniRd
STy g3 sITSS:
REERRAELIESE L Hipad: W HUTeH & ford et |
U & T ereRieTeE
JUAS TSR R aFiiepd el
LR
|| G Rey | i)
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TEHRT Ty &1 fafd:

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

30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016
gfvomd : @l § e Tal
3dd:
Orbifloxacin:
PRI N0 1]
GHEA . gulee
BIRIE G kA LE |
fifere sgelifess
PRI N0 1]
GNE3 . OECD Utefur femmfder 404
SIRWIE] . 9 A S et
dfdes efrs
EIIG] D WY
GNE3 . OECD URtefur femmfder 404
qRomH . YR QY ¥ TS b THRIUINR & dlG
femof . TH oYl ARl & ST WR uid
STy g3 sITSS:
| |afvoms : deRe 3 e a1 S99 & 91T & TRIUSR & §1g
TR A7 efaksaes
JUAS SHHRI R aFiiepd al|
gt
oIt WM
gRume : gt IY 3iial Bl Se
AdYUd:
Orbifloxacin:
EIIG] WM
RiEZ DogueE
gRomy . gAd! I 31l B ST
fHferep srgiiaaTss
EEIGE G RRN )|
Eal ! OECD WRiefur fa=md=r 405
gRomy : 3TEl H A T8l
dfdes ThRis
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TEHRT Ty &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT TRRG: 04.04.2023

4.0 30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016

|1;|T:1Tf?f : it g

femof) L U S grEfEl & el R HuRa

| [ofroma : 3fREl TR URGA-IT UHTT

IfEaH g IS S:

|t|ﬁ'UTI'H : 3fREl TR URGA-IT GHTT

femuft : T B GBI UR SR

YT a1 UG GATS DRI

T D ARSIl

JUAS TSR TR aFiiepd al|

YIRI-TYT BT AR

JUAS TSR WR a¥iiepd el

T

TRi&(UT b1 fber L ETEA- e aEr

U (TFIUIER) & I ]

I : o foe

gRomm L T ARIeTEeR e 7

3dYd:

Orbifloxacin:

e a1 fee L DRiHESIE O

U (TRTAER) & IR i

EIIG] . foeR o

gRomE L T ARIeTEeR TE 7

dAfees thrs:

TRI&(0 1 T . PR T

U (TRIOR) & I G i ore

PRI - e o

oy . BUTHSD

feaguft . T oYl Al & ST WR Suid

Hifeaw IS gINISS:

R80T B forey ;g Rle $ee U9 O (VISR IASUICT)-dT & HagAHIRal
& Ri&rd fabra ot gfY &1 e

U (TRTAER) & IR A Y b

oy . BUTHSD
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TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.0 30.09.2023 785432-00016 Ugall IR SR} A B dRIG: 28.06.2016

SHaTy] dd "ereHid
JUAS TSR R aFiiepd el

3HdUdq:

Orbifloxacin:

[SEECRIREESIEHE] TRl o) e e e fausia ufvad= &t St (AMES)
gfkoms: fAfdd

R ot foe: AT fevpiHr
gRkomy: arafds

TRI&0 Dt fobe: Urg fquy=
TRI&IUT YUTTRHT: HId ferpigey|
URUMH: aRdfde

frIciRIct 3 faal L IRIEU B b ISt
TS Gy (H139)
PIBT THR: Y Hooll
TWHHRMA & IR SeAReHad SoiaRH
gfomy: UMD

e B fre: 3ifuia DNA TRavu iR
ol 8T (RT)

PIRBT UBR: R BT HIRABTY

TEHH YA & I Hifkdd

Ry FUdS

SITATY] ¥ RICToMRICT - . &Y T Ioi- Y] HIRIHT IARATH &b &9 & ai{dHR0r o
i YT TE HRAT B

Wﬁﬁﬁsﬁﬁﬁ : Tter B fre: dedifvar deeh faudta ufkadH @t Sira (AMES)
TBT: OECD Uteur famfAcer 471
Ry HUdS

foHIcIh R 3 faar L TRl B e "R (34-faal AnferE e O
rEeioHied ¢xe, HIANId TAICRIN)
goiTar: <81 (<)

TEAIBTE & I: FATd o1
RIS IS

A . e o R S G i oRad 7 S (AMES)
BT OECD Ut fexnfadwr 471
gRUme: HBUMTES
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Orbifloxacin Liquid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.0 30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016

fewguft: ue St IRt & IeT R snuTiRd
TRIE0 D1 fheT: TRR & T1ER TR BT HIRIDI3N BT S
IaRad= udtemr
TPBT: OECD Utefur femmewr 476
TRUmy: Humd®
fewguft: uer St IRt & SeT W snuTiRd
G801 D1 fhe: SIS TsRRH ¢ 3 fagt
TBT: OECD Utequr femnfader 473
RIS IREED
feuoft: e S it & a1 W nutia

FERSHB

JUAS TSR R aFiiepd el

3dd:

Orbifloxacin:

IR : )

Y CRE IR | ; %

fohd Tvg & ford Yus 29T

(TRTAISR) g3

Il;gUAvKL : 200 /A IRING HR

. BUTHD

EEL] ; (F139)

Tt & I : %

frda THT & ford Tud 29

(TRTAISR) g3

%L ;200 faFm/fem IRiRe YR

. BUTHD

i sTaieTsS:

BICIIT I

[SIE B ANES] . e o

fhdd THg & ford Tus 103 98

(TRIUISR) T

IERYIE] BUTHD

dfee® Tfrs:

ESIN] I

[SIEREEANES] . o

fhdd THg & ford Tus . 29|

(TRIUISR) g
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Orbifloxacin Liquid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.0 30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016

oy . BUTHD

femof) C U S grEfEl & el R HuRa

3 fauTear

3T 1] & g1+ Uga™ &1 g |

3dYd:

Orbifloxacin:

3Rl b YHTd L oo Bt fope: &1 Ui} g e fawTadr sremH
geTifar: IeT (XT)
TRAIHTE & I AfeD

HIYRUT {qSTeAdr Sieh: NOAEL: 50 fE/fas kiRe 4R
URfY® Yo fadb™: NOAEL: 50 /e IRie UR
UIRUMH: g Ufded UHTd a1 |

iR RR] & e R udE @ 5o o few: Yol Rig faem|
goTfa: IeT (X©)
TEHHTH & I AGH
Yo-mRy R fawradar|: LOAEL: 333 farm/farm IRiRe UR
gRoOE; RIS U1 8T, T TR YOIfAuTaiig UHTd $iR
U1 THTG had o AP =0 I [auTad WRI! IR & U Y|

qieor ot fore: Yoy fRig] faswm |

ToTTfdl: @RI

THH R & I TRAH

HIYROT fauTeRTar HIgeh: NOAEL: 20 /e RIS 4R
Yo-mRy Y] fawradani: NOAEL: 60 i/ IRIR® UR
URUIME: YOI & RS b IR TUId a1 |, Fa R
YurfasTeRtt T 3R ursf TTa Had = Higdh U F fawred
WRIeh] R g1 UTT 7Y |, HIdT & TRR W a6 HH §67|

Wi &f fbw: [ds™

TS Gl

TSI & I AifGd

fomraTe® fauTaddrn: LOAEL: 2.5 iR/ IRiR® UR
IR U9d & 916 f[9h TR UHTG |, Thaed RH-an |

371 fawTaar - sfidpad D RIS IR ol T TN o STYR WR A R Ufdgd guE &
EERECK)

fafere sRSiidTsS:

MR R & e R uyEl oo ot foe: yormiw Rig o
IaTifa: T8T (R€)
THTH R & IRd: F1e o
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Orbifloxacin Liquid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.0 30.09.2023 785432-00016 Ugal IR SR R & dRIG: 28.06.2016

UM FBUMEHD

afdes thys:

iR RIY & AP R UHE! © Gleor o feve: Yoy Ry fasm|
TS g8 (H139)
wﬂémm%ﬁ ﬁmaﬁ:n
URUMH: BUTHS

STOT - T&hd Sy

JUAS TSR TR aFiiepd al|

STOT - Slgv/T Sy

fTet o oR e el a1 FRIGT TRIUTeR (3TE) ST T T Ugal 9ahdl o |

LK

& 3 L3 .

iper D 3l O ORI SREU B R S5 (SRR Bl JH I Ugd]
IhdT g |

U QRIS fauTaRar

uerd:

PRI -l

NOAEL : 22.5mg/kg

LOAEL . 37.5 mg/kg

TRHHIA & IR L Oife®

fpam g & ford WU : 30 Days

(THIUTSR) G

SR L TIRCIRCERA TSeS!

EEIG] -l

LOAEL . 75 mg/kg

TRHHIA & IR L Oife®

o THg & ford Wueh : 10 Days

(TRIISR) g . o

SR : ?@W, IIxcleexclgdd fledsl, Jec]

I : foedt

LOAEL : 45 mg/kg

AR & I . O

o THg & ford Tudh : 30 Days

(TEHUISR) g1 3

& 3fqdq C 3G

3R L Y geT, YYUl, TREIseweRd Teaal, SR A Teaet
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Orbifloxacin Liquid Formulation

€3 MSD [} v

TEHRT TNy ot fafd: TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016
3d4d:
Orbifloxacin:
‘Eﬁﬂﬁf - R )
NOAEL . 20 mg/kg
LOAEL . 80 mg/kg
UHh R & IR :
EREREREANCELCE © 3 Months
(TFUTGR) Gl
e 3aad o 9, R, e, T
‘qrrm%f L Y (HT3Y)
NOAEL . 80 mg/kg
LOAEL - 250 mglkg
TGS P I :
EREREEEANCELCE © 3 Months
(THUTGR) gl
‘q\—:m%r D fHRIR Ha
NOAEL © 50 mg/kg
LOAEL © 250 mglkg
UGB b IR
o I7u & ford dudh 14 Days
(THIUTSR) Gl
& AT : fed, g8
3R D TIRCIRCRRAd TSse!
feuft L Jddihd g
‘uﬁm%r D feRIR P
NOAEL . 2mg/kg
LOAEL 3 mg/kg
TR &
fra- 970 & ford 9udh 90 Days
(THIUTSR) G
1&g 3{qgd :'@@
feaoft . ot Heayul ufdgd UHTa @1 T et et
PRI |
NOAEL . 37.5 mg/kg
INIERR LS| . ARee
fha IHg & ot dudh : 30 Days
(THIUTSR) Gl
PG . foctt
NOAEL . 7.5 mg/kg
LOAEL - 225 mglkg
T B & A
EREREREANCECY 1 Months

15/20



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Orbifloxacin Liquid Formulation

Orbifloxacin:

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.0 30.09.2023 785432-00016 Ugall IR SRI A &I dRIRG: 28.06.2016

"(Wcﬁ\—.ﬂ)_érx}ﬂ

3R R ER S ER VRIS ] |

ffere sTS3iTaTsS:

BT LRI (RQ)

NOAEL : 1.3 mg/m3

Ul ih M & I LN T (SR a)

fha IHg & ot dudh © 13 Weeks

(THIUTGR) gl

dfees whrs:

ESUR LRl (e

NOAEL : >100 mg/kg

U & I ;

EREREREANCELCE 13 Weeks

(TRIUISR) g3

feuft C T S R & IeT W uTiRd

LU LRI (e

LOAEL - 886 mglkg

U h M & T . T Y 9UD

fha IHg & ford Tduh 13 Weeks

(TRIUISR) g3

CIGEEGR]

JUAS TSR TR aFfiepd al|

T4 SIRaY & 1Y U

3dYd:

e o L INIR: B AT 0F THTE, RS ' Zd Teds!, fefaR
o | searg, digunfear, T (3
fewguft: gieRfieged 3T B Thdl g

12. aiikfRufaeta Ja=n

i fRUfa® faumarmar

3{d4q:

fafere sT3eiiamTsS:

EENIEARELIESEI . LC50 (Danio rerio (T8 fthR1)): > 10,000 mg/l
o g & ford Wudh (TaRUIoR) g3 96 h
TIBI: OECD URTefur femmfider 203
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Orbifloxacin Liquid Formulation

TTHIl T o fafd:
4.0 30.09.2023

TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
785432-00016 Ugdl 9R ORI R B dRIW: 28.06.2016

ST T4 o Texfea
SEERELIEIG

aTa/STel Uiel ol fauTaar

afde® Tfirs:
CEIICARCLIESE]

STl Td 3 de-Xfed

STereR fasmaddn

aTa/STe Uiel ol fauTarrar

EICIVEIRACEIESRI

:  EC50 (Daphnia magna (dlcX 1Wﬁ)): > 1,000 mg/l

o g & ford Juds (TaRUioR) g3 24 h
T 3N 3.4 St & e 202

. EC50 ( Desmodesmus subspicatus (Eﬂﬁ?ﬂﬂ (QFrﬁ)): >

10,000 mg/I

o g & o Hudhs (TaRdioR) g3 72 h
Ther: 3t g . ¢ [ 201

fewoh: we SRfY g & Ser R 3nenid

NOEC ( Desmodesmus subspicatus (Bﬂﬁa'lﬁ (QcTri )): 10,000
mg/l

ﬁmﬁw%ﬁﬁw (TFIUTSR) §3MT: 72 h
Tt ot 3 3 &Y. é}fﬁé‘wzm
feoquft: we Sift It & Ser wR snerfa

. LC50 (Danio rerio (FTsiT fth=1)): > 100 mg/!

o g & ford Wudh (TaRUioR) g3 96 h
TPBT: OECD URTefur fe=meer 203
fewguft: T S IR & ST W nuTid

:  EC50 (Daphnia magna (dlcX tFt'@ﬁ)): > 100 mgl/l

P Ima & ford WU (TaRTUIoR) §31: 48 h
T o 3 3 S e Adw 202
fewuft: uer S IRt & o1 W snuTiRd

: géﬂﬁt\o ( Pseudokirchneriella subcapitata (aa"rﬁam (Qc_\rﬁ)):

> 100 mg/l

o Tg & ford Judh (TaRdioR) g3 72 h
T 3t 3. . 2w A= 201

fewuft: ue Sl gmfiat & e wR snerfka

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁ?ﬂﬁ (Qc_\rﬂ)): >
100 mg/I

P Iua & ford WU (TaRTAIoR) g3 72 h

T 3342 éwﬁ%f&rr 201

femuft: ue SRft I & et wR snerika

. EC50:>10-100 mg/l

T T & ford Hudh (TaRUioR) g3 3 h
e o 3.1 S T Adw 209
fewguft: ue S IRt & e W nmuTid
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Orbifloxacin Liquid Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.0 30.09.2023 785432-00016 Ugall IR SR} A B dRIG: 28.06.2016

TR 3R TpHfORIT
HdYUdq:

CRIESENEEEEIS!

amﬁlﬁl?i:
S{IHHUTAT & & D GIRUTH: I o 1Y UIpidd diid d SashHUIBRI
fewoft: T SIft IRl & Ser W snetid

Tuifaa Sfae d=ua

3dYd:

amﬁlﬁl?i:

HIST T[0T (T . log Pow: -0.62

S Id/am)

fardt & wifor=fteran

3T IS gl

3= Ufdpd gHTa

3T I gl

13. fAge= ifgard

e & T8F

|Iﬁu®a€no—cﬂf(¢cﬂﬁ) . He B A | A b |
R fafAgdl ey thas |

it ofd ;e S ) 3% Dl ST B Tl Bt ? JgrgdHaiT ar
T & ford o S|
3R 3T fafAfEy =7Et faa am: srvrged Sare & =u #
fAgem &3

14. URag= gaAT

iRty fafraw

UNRTDG

YRS Il & =0 H fafafig gt

38 € ¢ -8t ot 3R

TS It & =0 H fafafig 7gf

3(1S TH S of-wlis

WRAS It & =0 | fafafid 7gf
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TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.0 30.09.2023 785432-00016 Ugall IR SR} A B dRIG: 28.06.2016

IMO JUHRUN & AR 4P A ufiagd o
3y fopw U tirsde & forg ey et
STANTHdt & fore faRty Araenfarat
PR

15. fafraras @

gerd ar frgror F g R, Wy, iR yatarur & fafgufasm=

39 IATeH F 3faud fAmfrfad gaa= N & gfaa §:

AICS - iR =8t
DSL . fuffa =gt
IECSC - fuifed =8t
16. 3= AT
MY 3t fafy ©30.09.2023
Sifafvad SeRY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{ide& dd-id! ST, Sel
TINT bl ot G TIce TS IROTH quT R i Tole,

http://echa.europa.eu/

%ET;T&HEE?%S UBd WHR0 § URGdH 6T 70 § 3 GXas & G I H gl Tet Xarsil R Wy
T gl

et uReT . fea ey

3= SR & quf arey

ACGIH . guHUI| ACGIH HIHRET M (TLV)

IN OEL ; W|mu@mﬁwwﬁ$wﬁﬁaﬁﬁ%é¥w
ACGIH/C : Sifaw D

IN OEL / TWA C 9ug A d

IN OEL / CEIL D MR AT HE

AIIC - ST YAl ST SiReforrs gall; ANTT - Sfor &t 91 YfH uRagd Toidl; ASTM -
et Al uteror SRS bw - STE! &1 9H; CMR - BRI, Heolf-ds a1 Yo faseT; DIN -
SHA AMSHIHR0 GRIM & o AF®; DSL - aiquaﬁ&%ﬁ(m) ECx - x% Wfdfehar ¥ T

e, ELx - x% Ufaferar I St ST @x; EmS - SMUTdshla- Usgd; ENCS - uﬁqmaﬁvw
RS gerd (SAF); ErCx - x% s &) Ufdfhar § &1 e, ERG - SMUddbIa- ulafhar
MES; GHS - IfYF TR W W ReH; GLP - 33T TANTRITET YT, IARC - SRR TR SIHYM & fog
SRITTT TOrT; 1ATA - SRS a1y URag TARIUTA; IBC - YR AET § Wkl I ard
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Orbifloxacin Liquid Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.0 30.09.2023 785432-00016 Ugall IR SR} A B dRIG: 28.06.2016

SeTel o AT 3R IuHRur 3 for of HfedT; 1IC50 - 31T Sifpad RIS ddha; ICAO -
SR AR fIAMA W67; IECSC - IH H Hival I9rf® Uardf T $9es); IMDG - SiaRigha
FHE WORATD A IMO - RIS THs! WI6; ISHL - e e 3R WA B (STUTH);
ISO - AMSIHRUT & T SRR T3, KECI - HIRAT HISET [T $9el; LC50 - TRIEUT SHTaTel
P 50% 1 °IIdd Hdbad; LD50 - URIEUT SMETE B 50% 1 °dd GRS (AT bl WRID);
MARPOL - STgTSil & UgNUT 31 AT & o Sierfsia Iee; n.o.s. - 3t FAfEE 7Y Neh - fereft
f78; NO(A)EC - s@dib = fdar M1 (widda) WHE dda; NO(A)EL - 3fddid- 9 foedr T
@fdHe) THTE TR; NOELR - TR-3{JdIHH-07 THTd daM &X; NOM - SMGIRe Afdye fad;
NTP - JPR fIu-fa STRIHH; NZIoC - T8R! &t ol oS $desl; OECD - 3% ¥ed 3R
fa™ Tia; OPPTS - IS TRET 3R UG ABYUH HRTET; PBT - RIRR, Wd-THAHN 3R
fawrad uere; PICCS - @A 3R I yerdf ot fheidia gded); (Q)SAR - (HETEE) I
Tfafafy Tee; REACH - TRIUTT T 3R TG USiiehRul, Hedidh, MASGR 3R ufase uRug &
fafae= (EC) 7. 1907/2006; SADT - W-didgdl 3{qde arudM; SDS - YR&T sl 2fie; TCSI - g
TfAE yerd §dest; TDG - WARAT HId &1 URdeH; TECI - YIS AT §dexl; TSCA -
fawTers gare Az sififom (e =g sMReT); UN - §ga Y; UNRTDG - NSRS 9HH &
URTET R TG Y BT RABIRRY; vPvB - Tgd R 3R Tgd S1a-TUHAHROT IRG; WHMIS - HT-
RIc WeRATh AUl G Jorel

U &1 ST TMe & SUS THIRM &1 dRRG B &} T THSRT §AR I, THHRT SR Iy &
TR Tl § | TSR B JRI& &1 JUTE, TN 634, UfehaT 3, T &, URT He,
e & qUT s & fore Fad Arfex[ & wu § feumae far mar § qur o) yeR ot ardt an
TOra BT fAFGRT 8T HIFT STET | Jueis BRI TR STHBRT 39 SDS & XY W ugdar it bad
faRry TrRh § Tefird § 9t SDS Tl &1 farsht s It & Watem § a1 fansht o ufshan H, 5|
T UTad § 1 ST 1 Y, TRINT $’ IR 9 Ta] 81 qahel! ¢ | ARht yaiadtsfl &1 an 81 W, yaied
¥ 3ifaw Iare  SDS-UMTH & IuHdT HT 3Mbe B Tl 38T B, TART B, Ufshdr
TUT TG TR & 30 3iF &1 & ARy e & SHaRT SR Ry ot weften e a1ty |

IN / HI
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