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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

1. IIG T4 HHH! Bt Uga=

e 9 . Florfenicol (45%) Injection Formulation
fFratansmyfdeat
ST MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
P RIrAC] © +1-908-740-4000
UTAHTAT TBH TR © +1-908-423-6000
3-0d BT Udl :  EHSDATASTEWARD@msd.com
TR R e o ufaey
ReuTss yam ;Y] Fafdrear Sarg
IUGNT R Uidsy D Ty TRl
2. @aX B! ugaH
fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989
TffmRor
SFTEN-1 & HIT | B FufRd AFds & STUR WeRe & w0 & aifiepd T8l &
it . ¥ -affevur
LIEAERICSCIRGIITEED) D faumy
TS ABRIG/ITIoH o faymR
iR 3 efasae : faumR
S TR o fqymT q&t
fAf¥a aeg-sir fews faweaar :© faumTs
- TH 3R

fAf¥a deg-sin s fawraaar  :© faum ¢ (FPR, Afvass, I 7Ry, A, 3o, famem)
- GFRIGd 3R&0

DI (Vad) STeld @Rl fAUTT ]
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd:

3.0 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
10843927-00005  Ugal SR SIRT IR &I dRIG: 31.08.2022

Srdepfere (Siot) STe JerT

oI U9.TY. A9d dd
SRaH &1 e

Tdhd e
B et s

Tgfaard/gdfau™ §a

o faumT g

PO®

: H303 FTeM W gR®R® 8 gobdl gl

H315 + H319 @ & e 3R i@l & 1R Sfer Ya1 R B
H335 YTH-UYr vl STer Iedel P Jebell 5| .
Hsg&WMﬁaﬁﬁmw%lmﬁsﬁﬁaﬁ
AR

H372 <Y TeiiF 1 IRIgT THRIUIOR (SR, ARKTSD, b 1,
ACS, Xad, foxaT=R) 3T I JaT Ugarar g

H410 STEeR Siia TR T RIT THTG 3R Iy &1 3 fasar|

: APUTH:

P203 IUANT I ¥ Uga Guft JRem A3 o) U &%, ug iR
JHT UTe I |
P260 PIgT T HIY B Jrg H 7 |
P264+P265 TUTT & 91 BT &1 33t aRe T UM | 3i1af bl 1
B
P270 39 IdTGH DI TN HRd JHY W1, UHT 1 4HIH T HR |
P271 $ad JTeR 1 YT dfea= & 1Y IuAT B |
P273 dTdTeRUI H IS+ d URER B |
P280 & X/ I 3R 3@ T3/ I&/01 U |
[CECH
P301 + P332 + P317 dfa Tt ferar ram g1 4 wiw 9 & fera gl
fefor o TeTaar U o1 |
P302 + P352 3R &9 W §1 dl Gd R U F & STel
P304 + P340 + P319 Jf¢ TN gRT UGN 9x ; fad B! areht gal
T o STY 3R Y o & foIT IR A el | 3R 37 3Ra®y
Heqy 4 8, I Rifeedr Feradr Ui e |
P305 + P351 + P338 3R 3@ A Il S| P3 fHe d&b Ui 9
IR (R¥)) I | 3R Picac o T 81 df 36 Mt
MM 81 df R 2
P318 3R TR 81 AT e B, Feraa<iia Jammg |
;37 + P317 3R 3{REl A SaH 9IRT Ta: Fafdrean TeradT ured
|
Eh%& + P364 TN HUS B I¥d IR & 3R T: TN Ugd
|
P391 BdPBId UHAd B |
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024
14.04.2025 10843927-00005 Ugd! IR SIRT &R & dRIG: 31.08.2022
HSRUT:
P405 HSR ad H|
IGCIRLYE

;501 3AaYy fess &1 FUeRT Wigd die SRUNd HREM o
|

3= gIf=raT foresT uomA ey aeffewor gt giani

S{Td

3. Y4l BT AICASTHRRI

EERIERR : foson
3auq
IHS T T (FY) - TR | ST (FETRA) (%
wiw)
Florfenicol 73231-34-2 >=30-<50
N-AYUTTd-2-UERIeIS = 872-50-4 >=30-<50
4. Wit fafeem & Sura
A T8 . 3R qHeAT 81 A1 daIgd 31 A @l dl ASHd T Y JaTg B
. SIS T&(U1 € X 1 Vbl 1 &R FRUfd H Ferfebcdia Jare o |
3R I GRT UGUI B ST : i | gR1 Ul I foran S, ot el Qefl ga1 # & S|
fafciia ggam o
3R @l ¥ ¥ gl Sy ;. UUS B W, R 91 B HH I HH 15 T 9P o IR U
TTH X 3R Y g Wgfid o Td S JaR S
fafbaita ggarm o
YN ¥ Ugd a%d g
. QYN 4 UBd 9 Sd P 381 ke ¢
3R 3@ I YU 8 oY D YWD gF W, R 3G B HH I HH 15 e % o IR UM
I UM T 9 B
3R HI-cae -l U8 B, 3R Ih! SARAT 3HH Bl IdR ¢ |
fafbcita ggam o
3R Tt e sme : gfg fATTe S, a9 ORd 7 B
fofp g e of |
Tt o 1Y 48 3BT ke el B |
T Hgeaqul Teqr 3R TR W gIMeRS 8 o gl
UG, A1 dtg 3R 9 B Se R gt H iR STe UaT dran 7
YTy FraH] oo Ie PR Hehll 5| ‘
g&%mﬁaﬁaﬁqgmm%mﬁ"ﬂmﬁaﬁu@aﬁ” Eal
ﬂﬁmwmmﬁmm(mﬁw
Ty e & TReor : mmﬁmmmﬁa{mﬁv&ﬂmmﬁaﬁuam

SR BT FUIET 8 R T Y JAfdadh JRETEHD SUBIU
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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

BT IUUNT HRAT AT (WS 8 & )|

e & o g L & SR TEANT ¥ IUER I
5. TR IUT
Jugerd = Hifsan SECER:)
UepRIa- ORI
DA SISAID RS
/T T
ST (3FT) §FF & HIFH ¢ 3T
IUTFT S IRA AR IR <87 IUIG! BT YU WA & T T WRT 81 Tobell g
GRS a5 STl L HRE SAESY
1S¢IoH TS (NOX)
(3TT) g o IR Rip . g8 AT U TN &% off R uRfRfY iR g
qTATaRYT & 3Hd Bl
§3 TSeall Bl TST PR o (o SIA-BoR BT YA R |
SR VT BT YRIET § Al 31T & &7 § eifqgq R Fara oI
EURCARCINIERE I
IMYIH & U RT3 A ofF W, Wod-FHafd 41 IUHRor ugH |
JYHRT TSIl T&TD IUBIUT TRART e |
6. ATHTaTP fYdie Sur™
Jufdas ey, RemeTd ¢ Mol eTEd IuHR0T T AR |

JUDHUT TUT TUTADRIHA

qgiaR oty Fraenar

HHTS B 3R e Y Ap
& Ut ud @i

Rfera Fsfer s (W 7 37 ) 3R afdrTa grem Iusn
& gTdl (TS 8 T ) BT ST DY |

;TR § Bl 3 uReR B

TS AT QRA3fd, 3R 31 g a1 saiemd &l A |

AS ATt H har I AP (IR g0 a1 dt Afdepn)

g U T g Bl @1 U e |

%ﬁgwwwmﬁﬁ,?ﬁwmﬁﬁ
|

L3RR e uerd H Ol |

g8 Thard & forg ST a1 3 Iuged AHUTH USH o dlics
Hag 3R 7 981 I S8 31 13 yard o Uy {35 o e g
I 3 ST e S IR TR PR

IUYEd TeRRC & 1Y Thald &) AN AT &l J16 |
QI a1 P fafam 59 vard & fasft 3k FueH &4 &
forg AN 81 Ihd §, I 8t 39 AeRIge 3R fgery wR off St
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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd:
3.0 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
10843927-00005  Ugal SR SIRT IR &I dRIG: 31.08.2022

&9 uerd @) Rells 3t qwrg & IughT A d o d g1 39 Bt
fofa &A1 8 6 e oty @ 81§

39 THSITH & FIHIT 13 3R 15 $& R A1 81 Reprgrie
& IR T TAHRI &M od g

7. EATA 3R HSRUTI
dB-Idh! U
R / $a dfeazE

GRI&d gTueH & g
grguT=ar

TQRi&a Heru o uRfRufaar

S Ul 9 9

L U (TRUIR) J T & fAEon RSt s e & ded

oA Jurg &9 |

L 3fR T dfedRM Srudsy g, af R ey dfedwE &

1Y ITGRT HI |

D O A HYS R A RA S

PG T HIY BT Jrg § 7 |

e 74|

G H T 9H T

AT & JIG Tl Bl 3BT Rg YT |

33 SIS Tawsar SR GRaf Tu13f & AR FHT, 5t
PRIV THIUIGR 3BT TR TR B

fSod B HY R I¢ PP W@ |

Ugd € Had) sufedl Y, 3R ST, Tarell, didepiferes o Madf
2T IMT & Ufd YaeA=ia AfGaal Bl 4T Ioih! T Jdch! b
1 HTH B & Jay 7 3 FRifrms q wmef - =nfgul
Y IATGA I TN DR T G, U1 AT YHUH A DY |
@md;‘%%qfqﬁﬁﬁuw% D YAy W, 3R wafaRo § w9 9
@H I

D 3B RE ¥ Aad ot gu s O T |

YR dra H

Y P GG IRD 3G |

38l vd yaftd AmEr # ardae arell i1 # " |
o= I fafodl & SFaR HeRT &1

. Fefafed UeR & Wsee & Iy 9 3@

ot sileritepvufi Toiey

8. Siifew ford=ror / Aot gRam

Hriw AU & AP S HIY 3qUq

3{dgq

H T (hY) | GG PR =T o / YR
- TR (3IRE&TTT T BRERICK]
UPR) HYTCTA

Florfenicol

73231-34-2 TWA 100 pg/m3 (OEB | 3fidi®
2)
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Florfenicol (45%) Injection Formulation

3ifdH IR ORT #R4 & dRIG: 28.09.2024
Ugd! IR SIRT &R & dRIG: 31.08.2022

TXHIT TNy &t fafd:
3.0 14.04.2025

TY.31.0Y. F:
10843927-00005

€I MSD /)

o sgaaiie Hud (TauIER) T

3qqq Hvwm | ueE | ofds TEAT oA | RAEAEA | YR
(9) - T HIaad | HETH
TR
N-HUId-2-URRIfGSl | 872-50-4 | 5-glegial- | T e @1 [100 mg/l [ ACGIH
N-HYgd-2- TG BEI
IR ayrRite
TRIUISR
§q g
& d13)
gentfrafa fdeor . grg-aTe! Uigar (o, feu-fea @Rd saeem) Fafa a3 &
%Esﬁﬁsﬁﬁﬁw&nﬁwaﬁ?ﬁﬁﬁmuﬁﬁﬁwsﬁw
Hﬂﬂgﬁﬁﬁuﬁnﬁmﬂﬁﬁwmmmﬁﬁéﬁ
TIRT 3R ITe!, BT, 3R TTTaRUT DI & &b olT GMP &
fagidf %&@Rw%ﬁ%mwar%m
TN TaTem & ford faRiy fa=or &t sievd 81 8
oot s=ma &1 IRl
oI Iaeh g9 © IR Y R R Afedm Iudsy a1 & I1 THueR
3MTehe SR fa-Fdei & aTeR aguioR Uefkid e g,
ol 4T GR&T BT SUANT B |
fheex PR . Igad PEeur 3R S aTyg UhR
BT gaeht sara
garf D A gE
i@l daeft smma L 13 XeS A1 TINTed o 1Y GR&M °I=HAT UgH |
3R BT & HIGI a1 Tl § 4o o fRufaad, o a1 weriey
S g, ol Ifred M7ed ugH |
3R Y, YU, T TR & AT A1 WU B! FHTaT 71,
HYRics I1 R I BT 3T T U |
@1 Td IRR daeht s © gcl 1 YOI hie § B B
g1 gadt U™ . 3R YT SUTNT & SR AT & Juh H 3 &I UG ©,

@ P P P M S B9 31 4 Bt yonferar 3R Jrem
R U BRI

TRINT 3 SR, ST, Y41 a1 45U Hd 1|

Tgfd HUS! B O & 91E Bl R I SXaHe I |

gy & WHIdT Tared d Seiifan oo ot weten, 3fea

AT TR JUTHRUT, I SHMfeT iR ul=ied ufesarai,
NN Tegar AR, faferar FTREY ok sgawmuasia

a0 o1 3%HTa WA g AUl

9. Wifaw wd wamaf® qur

A 113 S [
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Florfenicol (45%) Injection Formulation

€I MSD /)

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

[T ;. grexff
Ty ST IUAsy gl
7Y DI Tgael : 3T U Tt
il ;3T Judas gl
fOgem/ds &1 duHA : 3l Judasy gl
RIS I9a- &I fdg /Iga © ST Suasy ol
AR
e foig ;3T IuAsY el
rdieRT Bl & ;321 IUdsy gl
SaAIdT (319, 19 ) . YT e
SIRIEdT (@¥d e TR E I T
I fawple dmr/ IR 3l udasy gl
SR HHT (IR
ottt forte)
&Y fawpie dar / et ;3T Judasy gl
SATHRITAdT ST (TSR
Hanfaferdt forte)
MY Tad : 8T U gt
e Iy g : 8T U gt
BIPERERE ST U gt
I : 3ol Judsy gl

N

o B e : 3T Uy Y
EEISRRINICERCS] S e
3fFeIa/drHn)
3SR &1 argaH : 3Tl Uy gl
3y b1 dIIHA : ST U gt
Higdl (fAwpich)

[ERSAIR e 3T Uy gl
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022
faepices URaHId . fowpies T8t
SRABUN & ORIHTT ;g uerd a1 iy & SR aiffdd el faan T g |
3MUIAH HR ST Iuas gl
CAURGRILGILY
U BT HIY . TN e

10. fRRar aur ufafsraar

URPR - SifYfsrariiddr & @R & =9 A Fifed el
T fRRar g W A RR B
URIheHy Ufafsharait © Ao SRS Teicl & Iy Ufafhar i Jbdl gl
3 gRfRufoat @ &< RIS
ST AR . SRy ey
3qge gt ¥ shfew . I TRk aId (FoRed) 3Uged yard 1d e
11. fawrasnfaa =
TG 3REUT (THUISR) IR J19 gRT TG Al
A TR CEIR R CY
BRG]
i ¥ Tuh
GIERCLICSG
e R IM®RS 8 Ihdl 2|
gard:
GIER:IITED : SffraTclt fawTertar SFHM: 3,784 mg/kg
WP AT RIBT
3d4d:
Florfenicol:
g M fauedar © LD50 (JgT (XT)): > 2,000 mglkg

LD50 ({8 (H13H)): > 2,000 mg/kg

LD50 ($): > 1,280 mg/kg

GIEESERELIESEII © LCS0 (J8T (RT)): > 0.28 myll
frd g & ford Yudh (TaRTUioR) §3M: 4 h
SEESEIRACRIGSEII : fewoh: Ser Iuas T8l
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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

g fasmeadr (RUSM & 3=1 © LD50 (TgT (XT)): 1,913 - 2,253 mg/kg
IR TWHHRA & IRa: genRelad
LD50 (¥ (A13H)): 100 mg/kg

UIch I o IRl: 3Hcl:FRRT

N-AYTIE-2-UTaRIfers 4
GIEREICEACLIEREI] . LD50 (JgT (¥2)): 4,150 mglkg
TRIPI: OECD TRteur fe=m-d=r 401

feuoft: wemr feznfdsr & Tuee a1 gwm smford forar
T

T 49 fauTadar © LC50 (8T RT)): > 5.1 mg/l
o T o fordl Tuh (TodioR) gaim: 4 h
URI&0T ATATaRUT: Yel/Hgial
TS OECD Ti&ur fe=mAdsr 403
feoft: oRteror fe=nfIdRr & SFER Mo fasar Tram ot

GIERSEIRAERIESGII . LD50 (JgT (XT)): > 5,000 mglkg
TRIBT: OECD TRIEUT fG=MAERT 402
fewult. wdteror feznfdw & wHwer a1 T mafSTa fasar

i
1 & oY el STe
@l B ofa Ul Rl g
3dYUd:
Florfenicol:
TSt RSl | 1]
gRomy 9 e T8t
N-AYTIH-2-UTRIfS
TSty RSl | 1
GRICA ©  OECD Ulteur femmfder 404
gRome I @t ol
feugoh : oterur A=A o Heel a1 TH AT o T Ut
™R A7 gfak<e=
3t 7 Toflal ST Iad R g
3AdYUd:
Florfenicol:
"CI\—:IT% D WY
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

| fufkom L g O sifa) B S

N-BYTId-2-ITaRIfS

ESIIG RGP 1]

GRE :  OECD Udieur fe=mAewr 405

o D 3 @t ofer, IR fal o iR e

feugft . Tl feRnAew & THGe a1 IHM Ao fhar T ot

YO T THST AT DRI

AT B gITR AT

IUAS TSR TR aNHd Ta|

YIT-UYT BT TSt

IS TSR TR aNHd Ta|

3dad:

Florfenicol:

g 3t fobe D DoRiTSeRH o

EEIIG] Tl fo

gRome D BUTHS

N-AYTId-2-UTRIferS 14

T80T Bt fobed Y oW 1S IR (LLNA)

U (TRIUIER) & I 9 ¥ gudh

ESIIG ¢ e (HI3Y)

GRICA :  OECD URteur femmfder 429

gRome L BUTHS

fewgut © TP o IR & el R uiRd

STaTY] 99 "ereHRel

JUAS TSR R i Ta|

3AdUd:

Florfenicol:

ISBIEERIREEGREE] © qlternr ot fore: Sadian et fausia ufvad ot S (AMES)

R HUTHS®

TR1&r07 o1 fore: ST &l Td GUR, W1 & siiRresrsff o
AT SITT TRAUIRRR ¥ §ER)
e gomett: Y gUCTZeT
giRumy: BUTED

Tefur & fore: IRR & J18R TeRal &1 HIfRresraft o1 sfia
IaRad gtemr
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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd:
3.0 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
10843927-00005  Ugal SR SIRT IR &I dRIG: 31.08.2022

[BEIEERIGEESAEE

HASTTHT
JUAS TSR TR i Ta|
3d4d:

Florfenicol:

||ornfa

GRI&I0T JUTTelt: Y& eh ferh e HIfRreT
URumH: FumdES

TRI&UT & fheT: B TR <X S fdgl
TEef0T YO T RReR SHUSTI PHIRBTE
gRune: ardfde

L TR Bl fe: ARy ¢

ToIfd: G (H139)
UHR: Y AT

TEHHA & I HifdD

URuMH: FUTEG

© TieT o fe: Sadiiar Yeth faudia ulkadH &t Sirg (AMES)

T OECD Wieur femnfadsr 471
URUMH: FUTEG
feoft: TRteror fe=nfdRr & SR oI fasar T ot

Tef01 &f fohed: IRR & I18R T RAT BT HITRIBI3MT BT S
IaRad= utemr

TP OECD Wtefur femnfder 476

oM HUTd®

feoft: TRteror fe=nfdRr & SR oI fasar T ot

TRI&UT I fohe: SITT &ffd Td GUR, TUMIT B Hifepraf #
Jgd ST TLAUUIERR T 916Y)

TRIPI: OECD Ttequr femmfader 482

R HUTHS

feuoft: wemr feznfdr & THeer a1 gwE Smford fovar
T

TR B fhe: T UTal & TERiNIgE GErINGg uRie

(Shifad groft # FrgeioHfed IR)

Ut g (T139)

T HRM o IR ﬁmt«rém

TRIBT: OECD TRI&UT fe=mGRT 474

giRumY: SBUTED

feoqoft: wteror femnfAder & SUR s fasar mmar at

e Re)
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022
UG HRH & IR . MR (AfemT o)
forda 97 & ford Tudh D 29d
(TERIUTSR) g3l
gfomg . BUTHD
@& 3fgad . R, TS
ESIIG (HI39)
T@IhRA o IR ; GINERRCIN I
fohd Ivg & ford Tudh D 29d
(TERIUTSR) g3
aiome . BUTED
A& 3auq . oW, Y&
N-BYTId-2-UTaRIfaTS
oY L 9E (X9)
Tl h e & TR I E R G RE|
fra gHg & ford dud . 29|
(TSRIUTSR) g3l
GRCA :  OECD WRteur femmfad=r 451
gRome D BUTHS
feaooft L ORYeT fERITERT & SFER ST foba T o
EEII L IR
TATHRA & T © I gRT U8l &RAT
fha gAYy & ford Tudh D 29|
(TERIUTSR) g3
GRICA ©  OECD W& femnfice 453
gRome L BUTHS
feuoh L TRYeuT fRRMACYT o gHee a1 THM AT o mar Ut
3T fauTadr
3foiTd fRIY] 1 31 Ugan Tebdl & 1 SRTUF I 811 g &1 g
 CUEH
Florfenicol:
3(AdT & YT D TRIY0 ® fhe: a Nl oI fauTddarn sreaa
TSTIfel: 6T (<)
THHTA & K HiRkdP
IR LOAEL: 12 farm/fesT ssiRes 4R
URomH: gt g8 WR JaARSIadl, gl g3 A
MR RYF AP RG] Ieo 3 e yor-miw Rig faem|
TSI 5T (}€)
HIYRUT [aSTeadr Aiges: NOAEL: 4 fi/fasm kiR UR
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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd:
3.0 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
10843927-00005  Ugal SR SIRT IR &I dRIG: 31.08.2022

N-BYTId-2-UTaRIfeTS
3R & YU

MR R & e R uyE]

YOI-TTHRY fRIE] fAWTerid I: LOAEL: 40 T/l TR YR
GIROMH: SRelforTe THTa a1, e g fawraadn
fewquft: Faa arar & FU A fawed QRIS |R THIG 38 T

Ti&rur &t fore: wwﬁwmm|

ToIfd: g (A3

T & IR ﬁmﬁ%ﬁuﬁw

HIYRUT [dSTeTdr Algeh: NOAEL: 120 fim/fa TRiRe 4R
YoMy R fasTadar|: LOAEL: 40 firm/fem ImiRe U
giomH: THRf g fawmedan

D O WR 5 T T & SMTUR W agel Beb T SR TS

& WR Ufdgd TUTd &1 WF J9d A 51, T8 R fd 1
TN & SR IR fAhN R Ufddd THId & $© IJ9d ©

D OEr B T &Y Uit YRdTe fauTeRid eaa

TSl 981 (XC)

TEAIHYE & I AT a1

TP OECD WRtefur femnfder 416

oM HUTd®

feoft: TRteror fe=nfdRr & SR oI fasar T ot

qﬂ&mﬁm Yor-miwy R faswm |

@I (R2)
mfﬂémFr%m% et o
TRIPI: OECD Ttequr femnfader 414
Ry aRaldd
feooft: TRteruT feRnfERr & SR SIS fasa 7T ot

terur ot fbe: BiEfret / IRmY o1 wwsiial faserg
woe: eI RE)

TR & IR: I T (@)

TP OECD Tiequr femnfader 414

Ry aRaldd

feuoft: wiemr feznfdsr & Tueer a1 gaE Smford fovar
T

Tier 3t frem: yor-miw R faem|

UoTIfa: |

TS & I FATd a1

TP1: OECD Tliequr femnfader 414

R aRafd®

feuoft: wemr feznfdsr & THeer a1 gaE Smnford fovar
T

D U W by TR I o STUR W I W Ui YHTT BT WY
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022
" REGAE NI
STOT - Uhd SIf@H
ATY-UYTY Traf Sa IS pR Ibdl g
3{dad:
N-BYTId-2-ITaRIfaTS
||stieem Y- TN STei s R bl g
STOT - SIgI/™T Sf@H
&I BT 1 GRTe TeRTUIoR (SR, AT, b 91, AEs, e, foremera) St ob o
REEISIES
3dad:
Florfenicol:
&g 3aqgd . TR, aiiass, I I, e s, e, fiaR™
3ffhe : ﬁﬁmwmwﬁwm(mﬁw
UgId g |
U QRIS fauradan
3AdYUd:
Florfenicol:
EIIG] ||
NOAEL . 3mg/kg
fha g7y & ford Iudh 13 Weeks
(TSRTTITR) gl ,
N ERE] . R, 3% 9, Ao, T Es
EIIG] - Hu® (HISY)
NOAEL ;200 mg/kg
ford= aHg & ford Tudh 13 Weeks
(TRITIR) G
[ 3ayd . SR, 3 i
ESUG] L 9RO
NOAEL ;30 mg/kg
fham gHg & ford Iudh 13 Weeks
(TRITISR) G
& 3{qgd o R, g 9
ESIIG ||
NOAEL : 3 mglkg
LOAEL 12 mg/kg
fha gy & ford Iudh 52 Weeks
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

(URTAISR) T

@8 3f9Td D OR, e

BT L ggI Re)

NOAEL : 1 mg/kg

LOAEL : 3 mg/kg

foram v & ford duch : 52 Weeks

(TRTUIGR) g

&g 3agd I B

N-AYTId-2-ITaRIfS

ESIE] D98I (@), R (Ha)

NOAEL . 169 mg/kg

LOAEL : 433 mg/kg

Ul h e & TR o e

fra gHg & ford Juds : 90 Days

(URTATSR) T

GRIE ©  OECD Udieur femmAcwr 408

feaoft  qteror femnfAdRr & SR SmrafSTd fabar T

B L 9E (XQ)

NOAEL : 0.5mgll

LOAEL : 1 mg/l

TR & I DI T (YRR TRH)

fram 99g & ford duds : 96 Days

(TRITIGR) G

GRICA :  OECD Uitefur femnfder 413

feooit L TR0 e & SFER Siford forar

EEIIGI DGR, R (HA)

NOAEL . 826 mg/kg

LOAEL . 1,653 mg/kg

TEAIHH & IR T Y s

fpa T & ford duds : 20 Days

(TRITIR) G

GRICA :  OECD Ulteur fe=nfder 410

feuoh : oYerur RS o Hee a1 T AT o T Ut

IR EEGR

JUAS TSR R i Ta|

TG SRaH & 1Y 3gHd

3AdYUd:

N-AYTId-2-UTRIfTS 4

|| & duds TR &l &1 ST
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€3 MSD /) e

Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022
12. uTRfRAfa T a1
urfvfRufa® faureaar
AdYUd:
Florfenicol:
CENIKCIRELIESEI] LC50 (Lepomis macrochirus (SIfTel GIHT)): > 830 mg/|
fohram g & ford Tudh (TaRUioR) 3 96 h
WRIBT: FDA 4.11
LC50 (Oncorhynchus mykiss (3\7@ c¢l3c)): > 780 mgl/l
foram g & ford Tudh (TaRTUioR) 3 96 h
WRIBT: FDA 4.11
SHHT Td 3 Se-3fed EC50 (Daphnia magna (dTeR TU<il)): > 330 mg/|
ENERCLIESEI fordm g & ol Tudh (TaRTUioR) 3 48 h
T 3.3 4 St 2 Fdwr 202
REINERIER IR ELICREI EC50 ( Pseudokirchneriella subcapitata (8 R1dTd (Teoh)): >

2.9 mg/l
fordm g & ford Tudh (TaRuioR) e 14 d
dAPT: FDA 4.01

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (TewiT)):
2.9 mg/l

fordm g & ol Tudh (TaRdioR) e 14 d
TWIPT: FDA 4.01

IC50 ( Skeletonema costatum (ﬂ'ﬂff G@Trf)): 0.0336 mg/I
fordm g & ol Tudh (TaRdioR) M 72 h
WRIBI: 1ISO 10253

NOEC ( Skeletonema costatum (FIH';& 3 Eﬁl)): 0.00423 mg/l
fore T & o) Tudh (TaRIUISR) g3 72 h
dHT: 1ISO 10253

EC50 ( Lemna gibba (@T4fd)): 0.76 mg/l
fhd g & ol U (TaRTuioR) oM 7 d
TRIeT: OECD TRI&UT fG=mf-e=r 221

NOEC ( Lemna gibba (39%4fd)): 0.39 mg/I
frd THg & ford Tudh (TaRrdioR) g3 7 d
TRIeT: OECD TRIEUT fG=m-eer 221

EC50 ( Freshwater diatom ((d1@dl Udiga™): 61 mgl
fra THg & ford Tudh (TaRTdioR) g3 72 h

Thepr: 3.3 3 € e Adw 201
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: 3ifH TR SIRT #RA &I IRIG: 28.09.2024
3.0 14.04.2025 Ugd! IR SIRT &R & dRIG: 31.08.2022

TY.31.0Y. F:
10843927-00005

TH-Th ey (3 Sieer

mect Bl faureddr (RReifersd

WA Td 3= Ye-fgd
SNEMELIESCINEEIINED
[ELIESGD)

TH-B ey (RSP SIaaR
[ELIESGD)

N-AYTIE-2- RIS 9
EENICIRELIESEII

ST TG 3 Je-Ied
STereR fasTaddT

REIRERIER AN ELICREI

STraTugaft A fosTerd

NOEC ( Freshwater diatom (Fdigell Usligel™)): 19 mg/l
foram g & ford Tudh (TaRUioR) 3 72 h

T 3.3 3 St e Fdwr 201

EC50 ( Anabaena flos-aquae): 0.066 mg/I
foha T & ford duds 5R) §3MT: 72 h
T it 3.3 8. 2w fdwr 201

NOEC ( Anabaena flos-aquae): 0.051 mg/I|
fohram g & ford Tudh (TaRUioR) M 72 h
T it 3.3 8. 2w fdwr 201

10

NOEC: 5.5 mg/l

foham g & ford Tudh (TaRuioR) e 32 d
P ISIITS Pimephales promelas (‘3(?%3 ﬁﬁﬁ)
I 3.3 . e Fax 210

NOEC: 1.5 mg/l

: fordm g & ford Tudh (TaRUioR) e 21 d

P ISIITE Daphnia magna (dIcX 1Wﬁ)
RIT: 3713 8. e Faw 211

10

LC50 (Oncorhynchus mykiss (X778 SR3E)): > 500 mg/l

| fordm g & ford Tudh (TaRTUioR) 3 96 h

EC50 (Daphnia magna (dTcX tFl'@ﬁ)): > 1,000 mg/l

| fordm g & ford Tudh (TaRTUioR) 3 24 h

TP DIN 38412
feoqoft: wteror femnfAder & SrUR smafid fasar mmam at

: Z3RYYo ( Desmodesmus subspicatus (Eﬂ SIEI (Qv_\yﬁ))I

600.5 mg/l
fordm g & ford Tudh (TaRTdioR) g3 72 h

EC10 ( Desmodesmus subspicatus (Bﬁ ard (QFrﬁ)): 92.6
mg/l
ford g & ford Tudh (TaRTdioR) g3 72 h

EC50 (Ffhgul ®las (¥dT)): > 600 mgll

| frd THg & ford Tuds (TaRTdioR) g3 30 min
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: T30, FR; 3ifH TR SIRT #RA &I IRIG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022
WP 1SO 8192
feoft: wRteror fe=nfder & SruR SmafSid fasar mam ot
ST Td 3 Je-Med ' NOEC: 12.5 mg/l
SR fawredr (RRepfere foram g & ford Tudh (TaRUioR) e 21 d
[ERIESED] USTfd: Daphnia magna (dTeR Uil
BT 3N 3 St e FAdwr 211
feut: Tigror femnfc=r & SR smaifor fovam wam at
TR 3R rashAOTar
3dad:
N-AYTId-2-UTRIferS 14
SIfde SITHHUIAT B &HdT ;ORI QA & Y TG AD Rl F SAHHUGR]
CRIEEEREREIN
SAHHUET: 73 %
foram g & ol Tudh (TadioR) e 28 d
TP OECD Ttefur femnfc®r 301C
fem: Tigror femnfcer & SR smaifor fovam wam at
TyTfaa wifds J=ou
CCRCH
Florfenicol:
fqUTSH TuTieh: (T : log Pow: 0.373
Sfaeaar) RIRCHY
N-AYTIE-2-UrRIfers
QU TuTi: (T . log Pow: -0.46
@a%ﬁa%@) ( RISI: OECD TRI&UT fe=mHE=T 107
feoqoft: wteror femnfAder & SrUR s fasar mram at
gt o wfofteran
S CRCH
Florfenicol:
qgiaRuT Sefl B R : Koc: 52
“ TIPT: FDA 3.08
3= Ufdpd UHE
321 IudAs gl
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022
13. fAger ifgardt
fAye™ & afid
QY I §a1 g (e . e @I ATel # 7d Bop |
R fafAaHt o Fy B |
gfa afdT D FTel fsal Bl A% Bl gASd B drell Balaict W Jrgdhel T ar
T & ford o S|
3R 3T fafAfdy =15t faan T siRged IdTg & U o
e &3
14. UREE a1
siarigia fafaw
UNRTDG
UN FR : UN 3082
g &I gg! 9 :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Florfenicol)
L 09
o1 U |
NEN] -9
TOieR U1 & ford WaRATH |
(@S H)
318 U &1 -8t ot 3R
/308 S TR : UN 3082
Wﬂé’[:ﬂt{ . Environmentally hazardous substance, liquid, n.o.s.
(Florfenicol)
L 9
e U |

Miscellaneous

dad :
fSeaed @1 igerd (@R 964
EEEEN)
fEsarad) @t fRerd @Ei gars : 964

STeTol) .

TR0 & o) WeaRATH gl

ESER))

3Tg T S S-Pis

UN FR © UN 3082

Adeq &1 ge 99 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Florfenicol)

an 09

e gu Sl

aﬁlﬂ 9

EmS dfgdr : F-A,S-F
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Florfenicol (45%) Injection Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
3.0 14.04.2025 10843927-00005 Ugell IR SR} B &t dRIG: 31.08.2022

AT UguD |
|M03qmuﬁam|aﬂwzﬁ$ﬁtrhas=r$’\f
3MYfRf T T Msae & forg a7
Il & e faRiw araenfra

Tgl f3u U uRags ¥ ifeRur raet a1 & TSI & o §, 3IR UHHE U § 3Ftdss Il &
ot TR Sea & S o 5 JRem STet Rite & iR 39T 9ot foram mar 81 ufagE 3t fafl, S
3HRY, 3R & a1 <=1 & fafae & fafderanait & sruR uftae arffeszor fird-firm &) gaa B

15. faframme gaar

gerdf ar firgror & fore JReam, Wy, iR wafavur & fafaw/fasm
39 IATeH & 3rauq Rt sa=iie o gia €

AICS - Fuffea T8
DSL - Fyffea T8
IECSC o fAeffa Y
16. 3= I
e &t fafy © 14.04.2025
Sfaf¥ed JIeRT
3l Xiie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlke ddb-ie! Sel, Il
TIRT fhd T G TIcd TSl TR a1 FRITEA e T,

http://echa.europa.eu/

%@imwﬁwmw%ﬁmﬁﬁéﬂ@mﬁﬁww&ﬁmw
TR

feTies ursy A T e Fe L
3= e & ot a1
ACGIH BEI . ACGIH-Sd% TaIUSR Jadidh(BEI)

AIIC - SN Ol &1 Siefe™ms gl ANTT - S1ford &1 P Y uRag ToiEl; ASTM -
et TR Tteror TR bw - S &1 I9H; CMR - SRS, TS a1 Ui+ favaT; DIN -
THT AASHIHR0 TRIM & U 7F; DSL - aiqqatfajﬁ(m ECx - x% Wldfshar ¥ JeT

THE; ELx - x% TRIPAT T S QT &R, EmS - HUKHTA VST ENCS - lﬂm;cnaﬁwqq
INAFA® Terd (JUF); ErCx - x% Jfa & Ufdfhar § &1 e, ERG - SfTaTasla Ufdfshar
MES; GHS - Affd TR W 77 R, GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fog
SRIPT Toidll; IATA - RIS a1y uRaed TEIReH; IBC - YRt T B R T A
a%’ﬁﬁ%ﬁﬂfmaﬁvméﬁm TfET; 1C50 - 3MTeT SHfYHaH FRIETS Hdhg; ICAO -
SRIPT AR fIHHA 1, IECSC - M § Hiv@l IFRMS UGl &I $4es); IMDG - SidRigH
TS WARAD TIS; IMO - RIS Tl W16, ISHL - STeifie JR&M 3R WA S (STH);
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Florfenicol (45%) Injection Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

3.0

14.04.2025 10843927-00005 Ul 9R SR} 34 B! dRRG: 31.08.2022

ISO - AFSIHRUT & T STRTTTI WTS; KECI - HINAT HIS[GT TR Sde; LC50 - TRI&T SMaret
BT 50% DI Uldd Hdba; LD50 - URIEUN &Gl BT 50% &I Uldd WRIH (I °dd GRP);
MARPOL - STgTsil & UGNUT &1 AHUM F T SRS e, n.o.s. - 3y Y 78T, Neh - fardt
a9, NO(A)EC - 3fadidd = faar mar (ufded) Uua ddhsd; NOA)EL - 3@did- = foar man
(% d) TUTE WR; NOELR - TR-3[GAHG-917 YHId daM &X; NOM - 3fiwIRe Bfads fAaw;
NTP - JPTI fIu-faq™ SRIeH; NZIoC - JTEHT B el o $desl; OECD - 3% FedNT 3R
fa@T W&, OPPTS - INMIMA® IREM 3R UGHUT AHUH HTATET; PBT - RITR, S9-THAIH0T 3R
faured uer; PICCS - T 3R I yardf &t ety gde); (Q)SAR - (HETHD) TREAT
TfAfafy Fee; REACH - TRIUR TG 3R I Uolirvl, Hedid, WIHR 3R Ufdsy uikee &1
fafaH= (EC) . 1907/2006; SADT - W&-digdl 3{qge dradM; SDS - YR&T sal 2ie; TCSI - digaH
IrafE uerd gdest; TDG - WRATH HId &1 URAeEH; TECI - UTSaS I gdedt; TSCA -
fauTert gt iz siifam (Fged sy 3R, UN - §ga X1Y; UNRTDG - BIH®GRS JHH &
URaET W UgH Y ST RABIND; vPvB - Tgd VIR 3R Jgd a-THAPRU AFF; WHMIS - HI-
RJe WARATD AUt =T YTt

9 QR&T e Yite B 3% UHIRE & IRRE B & T THSHRY §HR T, THBRT 3R fayrg &
IR 8! & | TSR Bl JRI&T ST Y JUTEH, TN H3A, UiehaT A, o &, URag &,
fAUer &7 auT Blea & frw daa Arfexi & wu o fesrg= faar mar § au fadt ueR & ardt ar
TUTaTT T [AFGRT 8T AT STE | Iuds St TR TSR 39 SDS 3 XY R ggar TRt had
TRy Tl @ Wefid € qur sps Il &1 farddt s et & oo ® Ot fhsht o ufhar B, o
IH UTed H =1 ST T 81, YA $HRA WR Y e 81 Thd! ¢ | It uaadrsit & g 8 W, Taie
¥ oifaw Iare H SDS-THH &t ST HT BT I Tled 88d B, YA HA, Ufehar A
TUT T FxA B 30 31Ty &1 3 fafkiy Tee! & THeRT 3R Rim1iei o aeiten &= a1y |

IN/HI
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