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Gentamicin / Betamethasone Formulation
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1. IIG T4 HHH! Bt Uga=

gerf 9 :  Gentamicin / Betamethasone Formulation

fFratansmyfdeat

ST MSD

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

e ieac] © +1-908-740-4000

TR SeliBT Tr © +1-908-423-6000

S-Ad BT Ul ©  EHSDATASTEWARD@msd.com

7T U Rywerieer v ufadey

ReuTss yam ;Y] Fafdrear Sarg

IUGNT R Uidsy D Ty TRl

2. W 9t ugg

fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989

CUIC|

SIgA-1 F T | F FuiRd AFES & SOR ¥aA1e & FU § Fiipd T8l §

Sit. U vg-affeeor

S fsTeRd : faur q@

3 deg-oi e fawraaar  « faum ¢ (g I, wfoReht &3, oa, ugay e, Y9, sifigas

- GFRIGA SRET PIRICSHEEARS))

DI (Vad) Tl Wkl fAUTT g
ddpras ool seig@aRr @ faumT g

Si.T9.0Y. d9d dd

.. 96

&b e
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BT el e © H360D 3fSITd fRIg] &1 g1 Ugdn Tava g
H372 3T FTefF a1 GRTg TaquteR (Uigw U, uforeft o3,
HE, YTSHE TS, e, tfeiqees Y (TS W) 3 i
I UG B
H410 STeeR Siia TR ol RITR THTd 3R 11y g} 3read fasan|

EERISIRCICPIERCEIR] N

P203 IUANT IR ¥ Uga Guft JRem A= &) U &%, ug iR
JDI UTeH B

P260 PHIET IT HIY I Jig H 7 |

P264 TATe 94T §Y01 =0 I 1Y &1 |

P270 39 3G DI TART Hd FHT T, THT AT YU Td B |

P273 ARl H BISH I URER |
P280 I&TeTd S/ I 3R 311 T/ &0 U |
IR
P318 3R TR 8 T fordl 81, fa™iia Iag 1
P391 BA®Id UH AT BN |
HYSROT;
P405 HSR dd HI
e
?ﬁsm / f&s8 BT FueRT Wigd de Svid HREH A
|
3=g gifrat et uftomg Wy qeffevor 981 giari
SEIG)
3. 3Gl BT HICASTHBRY
gerl/fiygor . forgyoy
3qYq
=S 9 F U (FY) - TR | TS (HEARM) (%
w)
QIeTUTE e e dhid ©RE 9004-99-3 >= \gw <10
Gentamicin 1403-66-3 >=0.3-<1
Betamethasone 378-44-9 >=0.1-<0.25
SR ITH TR S 8001-54-5 >=0.0025 - < 0.025
4. Tyfire fafeear & Sur
T T8 © 3[R gHedT 81 U1 ddiad 3id 9 & dl AfShd with A JelTg B

_ Id U1 E¢ e T Xebl b1 &R U H Feiferediy Jeirg |
RUMGRITGUGI ST Jig T gRI UG R fordl S, il ofret Getl g1 # o S|
fefercita geam |
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TY.31.0Y. F:
434591-00024

3R T ¥ HUH Bl AT L S g W, A @dl Bl A1 3R Tgard U I I B |
T 9% U4 9 AR S|
fafcdia ggan |
YN ¥ Ugd a¥d g

. QIR § U< 9 o B 3] e Ui

3R 3G T YU gl oY : yafur (M) & forg sifat & urt § |
gl e IUF g1 3R SR e, @ Ffeia SganT o |

SR 7T feran e : gfg fATTen S, a5 ORd 7 B
fafbcdia Tgam |
Ui & 1Y g 3wl ave Pl HRd|

T Hgaquf der 3R L oforTd fRIY 1 g1 Ugdl 9bdl 6|

qHTd, S alte SR 38 aﬁﬁmqgrﬁﬂ&mwaﬁwsﬁﬁﬁ(&ﬁwﬁﬂﬂﬂ

e fafdren & TReor : mmmmﬁmﬁ&mﬁ?&nmmﬂﬁa@uam
SNREH &t JUTTT B TR YT T JafFadh GRETHD SUHRUT
BT ITINT BT A1eT (TS 8 < )|

e o ford e ;& SR FEUNT § IUER AR

5. SRR IUN

Iuger i Hifsan SR
YApRIa-UfaR e ST
D SR HHIRS
RS2 CINEIER]

ST (T IR S HEH ¢ IF

AT F ERFA R IR <87 IUTS} BT YUH WY & oW Th TRT 81 Thdll g

YR G JdIGl . PRE RS

(31FT) 1 & Ry adies : g ITARIMHS TF YA H S T aRfRAUM iR Smg-urg
JIATaRYT & 3Hd Bl |
§< fSeall Bl ST B o o SA-BoR BT YANT R |
SR TN AT GRIEA B < ST & &7 F &ifadgH dHeR Fpra o
EURCIRCINIERE !

FMIIH U fRYTEE W @ o W, Wd-HaAd 419 SuHRor ugH |

JUHI TSI TP IYBUT TRART e |

6. THIA® f¥efier Sura

Jafadd QU RETADd ¢ Aol I&TeTd SUSRUT TN B |

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

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

JgiaR U FraeT=ar © gIdTaR0l H B ¥ URER B |
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TS AT QRIE, SR 31 g a1 saema &l A |

S &F%hd B e J A (ISTeR0T: gz a1 dat Aferep)

GEd 41 T U 1 [T Td FpTerT |

%ﬁg@mmmﬁﬁjﬁwmﬁ
|

THTS HA AR Bad AAH ¢ 3R Ve Uerd T IR |

& terd vd e g8 Trard & forg ST a1 3 Iugad AHUTH USH o dlids
Had 3R 7 59| IS S8 B1 718 yerd &I Uy farar S geva &)
dl 3 IuGad ek SId IR TR PR
IUYFd TeHREC & 1Y hald &) AN AR &) 96 |
R a1 YT fafam 59 vard & fagf ok AueH &4 &
forT A &) Tohd 7, Iy & I IERIgey ok Sgeriy W o oY
(=9 verd ) Refel &) Gwre § IuhT | o1 §1d 81 3419 B

fofa 1 g 6 S forftam amp g ]
39 THSITH & 3IHIT 13 3R 15 T RIFY AP Reprsdi
F TR H THBRI UgH Hd 8
7. AT 3R HSROT

TH-tep! JUT ;AU (THIUER) ¥ S & FOF0)el 991a SIuET & dgd
SN IUg |

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

IRI&d gTUe & g D A g HUS WATRA I

gyt DI T HIT B! G & A
BUEEG]
3fiEl & ATy THh § IRER B

AT & 916 @l ol 313 g U]

33T M Taasdl SR YRET TUTSf & AR TUTS, o
PRIV THIUIGR STHT TR TR B

53 P HY IR I¢ Pb W |

U I Bl TN HRd JHY W1, UHT 1 §HIH A Hr |
FAD, gae B T A B FaYH! T, 3R TR0 H HH

HH O Q|
PRI verRU Ht uRfRUfr  © 33t TR IV A9 fHU gu fesal o |
YR drd H
Y PR G IRD 39 |
fa=Iv ¥ty fafF el & SFER YSRU |
39 yerlf @ & . e R & Uisae & I 7 37
da siirfieulig woiey
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8. Sifaw forizror / it JRam

FTRIYS 0T & A1 & 91y 3aad
SICRE] T (PY) | T UHR =0T v / YR
- TR (SREUBT | Wi
UHR) HYTCIHA
TS Tasdhid TRe 9004-99-3 TWA (I 10 mg/m3 ACGIH
SERIEEED)
TWA (%9-1g | 3 mg/m3 ACGIH
SRY)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB | 3fidR&
2)
SHfARed SH®BRI: OTO
Betamethasone 378-44-9 [ TWA | 1 pg/m3 (OEB 4) | 3ffaRe®
JfARad BRI &=l
| gieq oA | 10 ugi100cm? | 3aRe®
geffafe fgsor AR E S IFeR! 98 Urde/aTtifcud THM & e iR

fafyafor & fore 81 Bie wm, fFafiea ar wite gfaw & o,
Suged e faror St o fReiRd w4 & forg arge-fafry
HTARD SNRIT Teich-1 W13t &1 aTer b ST =gl | 39
Mﬁ%@%mﬁﬁﬁﬁﬁmmﬁ@ﬁﬁw
R MR x4 &, foFd fifee ®u iR Tefei 78 omn I B,
W 341 d it el 31 afe IR El, @ argeFd wR Bl
SRR SiRgw WA ¥ el §H1e 3@ & ferg ufshan ars,

R M Afedm T (S, IAUt hise, dfedes 9ag
T1SY) TT 3T Fonf=aRaT vl &1 Iua &3 | afe Sifkew e
?@Hﬁﬁﬂﬁﬁﬂ%%ﬁmﬁﬁwﬁumwww

|

it Seitfafr Mo o) R fEssa gr saffad gA
TMRT 3R ITS!, HRT, SR FaiaRur &t e & fow GMP &
Rygidl & SFUR Hanferd favan ST arfeu|

3 U fardt Weht WU ot SR Tl 8

¥ TRIRAT Ried a1 Ay Wit &1 swmd o |

3R TRITIATSORA & fiIg WHTET Higlg 8, af TRT=Ime o
YU o R, I =0 A fE1e &t 718 S9-IqRem hfaqe, T’y
S, BT SWHTT $Y| 3R T YHIGT Fefg 781 8, ) a2 4T

Sery IR IHTH |
oot s=ma 91 Il
YT daeft samg L TR YA W ey dfeds@ Suds T8 § a1 TouieR
3MTeher SRR x-S & arer TeuieR e #dr g,
4T JR& BT STANT B |
fihee UBR . R UBR
BT gaeht sa1a

5/22



ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Gentamicin / Betamethasone Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FA P! IRRG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016

Teref WA gH

fewit : S9 Tl W faER B

31t et s D T3S TS U NI & WY QRET IRATURA |
3R HTH & ARG a1 MAfafy § <@ &1 fRufar, o a1 wRed
Ttvet g, ol Iferd TvTed ug |
SR 4d, g4, T TR & AIET Ui A9 ot ST 81, df
HRicS 1 QY AR BT 3T TRE0T U |

91 U4 IRR et s9a . Tl a1 TANTRIET Hic § H1H B
IR 91 Bt Tdlg! A 991 P 18 DI o g P & MUR TR
fSeioEd go)|
GuTfad giid Hus Marar & fore Ifad Sifeit da-ite! &1
ST B

sl el Iur D 3R Y SUANT o SR U & {0 H M 1 YHIEHI &,
@ BT A & M & B9 3 4 Bt yonferar 3R Jrem
MR YaH BRI
TRINT % SR, ST, YT 1 45U Hd B |
Tgfd HUS! BT g & F1G Bl [ I ST Y|
gfaur & gyTe Sared | gei-anaT a=or &1 aetern, 3k
AT YR&M USRI, IId ST 3R ufk=ie ufssanat,
NN Tegar ATRE, faferar TR iR sgawmas

{207 T SEIHTS QA BT =BT
9. Wifaw wd wamaf® qur

fagmae ad

Rl L STl SuAsy gl
Ty L STT3uds el
Y B Tgele L 3o 3uds et
il ST Iuas gl
fraem/de &1 augH D ST U TRl
URfYS IqeH @1 fdg/Iaa- ST Suas gl
@ A

T fag L ST 3uds el
CIYERU IR D ST Iudsy gl

SaaIEdT (31, 19 ) e o e
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TY.31.0Y. F:
434591-00024

SAARITAT (ARd Uerd) D STl U g
3= fawpie T/ TR ST IUAsy gl
SR T (IR
panfaferd fordte)
PH fawpie dmr / Fech : 82T U ol
SATHRITAdT SHHT (SR
panfaferd fordte)
Y Tad : 82T U ol
e I T : 82T U gl
e o : 82T U gl
LETe] ;3T Judasy gl
-
A fadaT : 82T U gl
fIHTSH o (T L e IuAsy el
g HId/am)
3SR &1 argH ;3T Judasy gl
3qge BT dIHA ST Iuas gl
BIESIREEEAIRE))
[EECAIR e : 3l Judsy gl
fqemics UrRayHE . foepies 81
SRABN F ORIHTT : g uerd a1 iy & siiefieRes aiiferd e fasan mar |
3MUIfde HR D S JUds gl
CAURCRINGILY
U BT HIY ST Iuas gl
10. fRRar aur ufaferaar
PIREIN . SifYfspuriidd & TR & FU A Fifepd el
TG fRRAr D AN iR A fRR 81
URIweHy Ufafsaraft A ATRITPRS Tolel & 1Y Ufafhar R Jobd g
g9 uRfyfaal O &< D3I
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Gentamicin / Betamethasone Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 03.12.2024
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ST IEAt D SRIIHRUY Toieq
3qge yerf I sifgw L P WR A (FoRS) 3ue uerd 3 e
11. fawrasnfra @
TG SREUT (TEFAUIGR) F IR T GRT TGN AT
A THHRY CEIR R CY
fTeT
3G § Iudh
g fauradan
JUAS TSR TR aNpd Tal|
Tard:
GIEENERELICSKI 3ffauTdt fawTeRdT SIHM: > 10 mg/l

| foper Trra & ford Wudh (TaTioR) e 4 h

TRI&(0T aTTaRUT: Ye/HaIaT

TIBT: T RIBbT
3dyd:
TS WRed ©ie:
g M fawreddr LD50 (IgT (¥2)): > 5,000 mg/kg
Gentamicin:
g Aifae fawreddr LD50 (JgT (¥2)): 8,000 - 10,000 mg/kg
LD50 (& (H139)): 10,000 mg/kg
RIEREERELIESEI © LC50 (TET (}2)): > 0.2 mg/l
feper Tra & ford Wudh (TaTioR) e 4 h
URI&0T ATATaRUT: Yel/pgia
fewoft: 1% 9 39 SIS W 78! & T
GIEAERIESEINENEIEE R LD50 (JgT (¥2)): 67 - 96 mg/kg
) I SRR
LD50 (IgT (¥2)): 371 - 384 mg/kg
TR & I AU &
LDLo (§&X): 30 mg/kg
TRHTHTH & I SHA:RRT
Betamethasone:
GIERIRCCACNIESEI] LD50 (IET (RT)): > 5,000 mg/kg
LD50 (U (HI3¥)): > 4,500 mg/kg
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016
GIEENERELIESEII ; Lcso(a@é‘c’)) 0.4 mgll
fohram g & ford WU (TaRUioR) g 4 h
TR UH FRTSS:
g M fawreddr © LD50 (JgT (¥T)): 240 mg/kg
GIEEBEACLICTEI] © LC50 (8T XT), R (Fd)): > 0.05 - 0.5 mg/l
?ﬁw%ﬁﬁrww@aﬂﬁm)g&nwh
&7 TTTARUT: /PRI
TBT: OECD Uieur fevmAawr 403
3eH e T YUl & ol &gy |
fewgult: ue S IEfE & e W smuRd
SIEASEICACLIESGI © LD50 (JgT (XT), AT (fBA)): 704 mglkg
9 & oY eeReed
JUAS TSR TR i Ta|
3AdYUd:
TefYTS el T did TWRe:
EEIIGI RS | 1
GMEZ] . YW
oy | =T T e
Gentamicin:
EEIIGI RSl | 1]
gRome . BAP! U gl B SeH
Betamethasone:
LG RSl | 1
gRome . gD U gl B SeH
STePITIH RIS S:
EIIG] . HEd
oy . YRS, 4 ¢ I1 3T HH & TGUIGR & §1G
™R A7 gfak<e=
JUAS TSR TR i Ta|
3AdYUd:
TAYTS e T HId T Re:
||genfa DR
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GREZ] S K
gfomg © 31El A SaH g
Gentamicin:
EKIIG] R GER | 1|
oy . gD Al 3G DI oleH
Betamethasone:
ESIIG] SRR
aRome D 3{IE) H §eH A8t
STeHITIH FIRTES:
TSt R GER | 1]
oy D 3fREl TR UNTAHIT U
4O T TS GATG DRI
1 B gUTEar
I SR R aiffepd ]|
YT-UYTH B GITSHar
I SR R aiffepd ]|
3AdYUd:
MU e aa K Re:
Ti&0T 1 fe D g TG aY URi&un
U (TRIUIER) & e e Rkl
ST e o
gRome L BUTHS
Gentamicin:
| Ifeoot . e IuT Tet
Betamethasone:
0 (TRTORR) & e
TSt e o
oy . HHOR JRYeTsTR
STeRITTIH RIRTES:
q_Teror o e : BgAH RO $8ce U9 S (TR MU ) & YagdmiRal
o GRI&T fqopra 3t gfY o1 wieon
U (TRTORR) & . d Y quh
EIIG] . HHEd
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||afvoma . BUTHS
SiaT] A RereHRidt
IUAS TSR TR ANpd Tal|
AdYUd:
eI g e Ia K Re:
ISEICERIITEER AT D TR 3t few: dadifear Teeh faudta ufads @t S (AMES)
UfRumy: BUTdHS
Gentamicin:
[EEICERISEEEACE] D TR0 & fhe: IRR o S8R SHUTRA! &1 DIfRTeb1aff &1 i+
IRad Tier
URuMH: BUTHS
GH&0T I fbe: hiHTNH TeRRH ¥ 3 fagl
giomy; SiAfEd
fICIBARIcT 3 faar D OR1eIuT ot fohe: SYTRET &b RIS YA usiarn
(Shfad ol § Argeionic® uvwa)
wﬁr:w(wm)‘ ‘
TRHThRH o IR: 3 RRT So/aRH
UfRuma: UMD
Betamethasone:
IERIEERIREERRRE] D TRl 31 few: dadifear Teeh fausta ufad= &t S (AMES)
UiRuma: UMD
TRI&UT & fhe: IRR & dTeR ITYUTRAT Bl DIRADBI3M BT ol
IRad= alieror
UiRUma: 0D
&1 BI fbe: hiHeNd TsRRH e¥e 34 fagt
gfumH: dRdfde
fICIARICT 3 faar D ORI Bt e AR & WIS TSI URieor
(Shifad gToft # FrgeioHied IR)
Tt g (T1349)
TAHEA & I: AD
giomy; SiHfEd
SITaTo] ¥ RICTOHRIET - : 1&Y BT qoi Y] HIRTBT SURATT P T H GHRUT 6
3ffeer T T HRaT g
SVTePI1aH TIRSS:
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ISBIEERIREERRTH . Tlenr o fe: Sadiiar Jeth faudia ulkad &t Sirg (AMES)
gRumH: FumdES
TRI&UT Bt fheH: IRR & T18R T UIRTT B HITRIBI3A BT S
IaRad Tiemr
TBT: OECD URiequr femnAawr 476
URumH: BUTHS
fewgolt: ue S a1 W smuRd
G&I0T o fob e hiHTelH TaREH ¢ 34 fagt
TBT: OECD URlequr femmAawr 473
URuMH: FUTEG
fewgult: ue S IEfE & e W smuRd
fSHICIbERICT 3 faar L TR Bl fe: TRl & WhiNTEe gEaAiieg uRiam
(ﬁﬁﬁﬂﬁﬂﬁﬂéﬁ%%)
USIfd: HYS (HISH)
wﬂ%m%m% IGUNANE
TP OECD WRiefur femmfder 474
Rom: HUmd®
feuoh: T S it & Se1 W snutia
FERSAPAT
JUAS TSR TR i Ta|
3dYUd:
Gentamicin:
ST - 3ffha ;ST U Y
EEIGIBRECRINESE
SIS . 98T (9)
TAIH I & I e o
fha gHg & ford Iudh D 29|
(TEHUISR) g3
GRICA . OECD Uiteur femnfder 453
gRome D BUTHS
femuit © T o IR & el R eiRd
R B G
TAIHRA & T L g9 A 9%
fham gy & ford Iudh . 80 U8
(TEHUISR) g1
gRome . BUTHS
| ESIG G OR 1)
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Uit h e & IR
forda 97 & ford Tudh

(TRTAISR) T
gfomg

3T fauTadr
31T fRIg] oY BT Ugam el B
S CUEH

Gentamicin:

3R & YU

miw R & e uyE)

Betamethasone:

M R & e R uHE]

G| e o )
© 90 guTg

©OBUTHSD

L e B foheT: & Uig! BTG fauTaadT s

gl el (<)
JadT: NOAEL: 20 farm/fe eRiRe 4R

gfomH: forst Ae@yul Ufdgd THId &1 ga-T el et

Yeror @ fore: yor-miey g o

It W

fomraTE® fauTaddr: NOAEL: 3.6 fE/fa IRIN® R
gfeomd: yor-miey R fawredar 71|

qﬂ&mﬁm Yor-miwy R faswm |

981 <)
mfﬂ%szﬁ%m% SeOReaa
fomraTE® fauTaddn: LOAEL: 75 fim/fa IRINe HR
gfomH: yor-miey R fasreaan

g 3t foem: yYor-miw R faem|
WW%W LOAEL: 10 fHm/fa T IRINSG HR

ooy miwr Ry g & |1, faeuanstt gt ot wt
qﬂ&mﬁm Y-y R o

51 ()
qwﬂ%m%rr@r SeOReaa
fomraTE® f[auTaddT: LOAEL: 50 fHm/fa IRIRNe HR
ooy e R g9 & |, faeuanstt gt ot wt

. g4 sYSHASTed SEd- ¥ fder R Ufded gvE

HhRIHD Jdd

UoTIfa: W

TS & I ATUREf &

fqmraTe® fauTaddr: LOAEL: 0.05 firm/fem eRkiRe 1R
gfvomy: My Rig fawraddr, faeoarstt et mit
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Gentamicin / Betamethasone Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 03.12.2024

9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016
goTfa: 8T (RC)
TEAHRA & I &Gl & J1

fomrITH® fauTadar: LOAEL: 0.42 fFRT/fa T IRIR® 4R
gfom: fasuaratt &t mat

ToIfd: G (H139)

TEIHYH & I AuRE &

fomraTH® fauTadar: LOAEL: 1 f&rm/fa IRiRe 4R
gfRom: fauaratt &t mat

31T fATeRdd - 3ficher D U WR By TR RN & YR W fadh W Ufddd UHId &1 Wy
e e g1

FTeH W TR S:

3faRdT & THTT D OE B fbe: &Y Uit RdTe fauTerid 3eaa
goTfar: 8T (<)
TAhR o IRd: e a1
iT: OECD TRi&fUT fa=micRT 416
GO SBUTeD

feoyoft: ue SRt It & et W suTRd
MR RY P AP RG] G8eo $ e yor-mie Rig faem|

TSI @
TEAIHYH & I AT a1
TRIPI: OECD TRtequr femnfader 414
RO HUTHS
feuof: v S it & Se1 W smutia
STOT - Ushd SIf@H
JUAS TSR R i Ta|
STOT - IEg3M™T SfaH

< Iefl a7 GRTG TR (g 9f, vfoRelt o, wra, ursw s, o, siftiqes 9 (veda
TS)) 3N P JRI Ugardr g

3dyd:

Gentamicin:

e 3faua T, id e

3ipe : aﬁmqgr@amwaﬁwsaﬁmmﬁw
Ugardl gl

Betamethasone:

"a&usma L Uiy Ui, gfcrelt o, 99, UiEY e, Y94, SHidqad Ui
(TS cfs)
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Gentamicin / Betamethasone Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 03.12.2024

9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016

"W Dodda SREUT B R ST (IR B THAH
u@”%rmgl

e ] |

"&W : ORI3Ht H Qoo iR/ fAT/S STy a1 ST HH & Wil R By
Heayul W yHTg 8 fomms i3 B

U QRIS fauraaan

3dad:

Gentamicin:

EIG] Pl

LOAEL : 3 mg/kg

Tl h e & IR | K

ford= aag & ford Tudh : 12 Months

(URTATSR) T

& 3faud : Taf

3R e, Yb Sl

EIIG] AR

LOAEL . 50 mg/kg

TATHRE & T TP IR

EREREEEANCEED : 3 Weeks

(URTATSR) o

N ERE] T, fid e

EIIG] CAR

LOAEL . 6 mg/kg

TEAIhRH b IR = 3 (o By o e

fha gHg & ford Iudh © 3 Weeks

(TUISR) g3

A& 3faua © X9, Tal, Hiad s, TR

KRG D ggIRe)

NOAEL ;. 5mg/kg

LOAEL ;10 mg/kg

TEAIHH & IRA AUl o

fha gHg & ford dudh © 52 Weeks

(TRIUISR) g

&T 3auq D T, e

BRI D 9gIRe)

NOAEL © 12.5 mg/kg

LOAEL © 50 mglkg

UAIHRA & T AUl |

fohd v & ford Tudh 13 Weeks

(TRITUIR) G
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016

||asa srama DTt

Betamethasone:

ESIIG P14

LOAEL 0.05 %

TP & T G 9ud

fohd Ivg & ford Tudh © 10-30d

(URTATSR) o

&g 3aad Uiy Uiy, uforel 9, a9

BIEII] ;e (X9)

LOAEL ©0.05%

TP & I T b

fra gHg & ford dud : 8 Weeks

(TRIUIGR) gl _

NESRSERE] L YISHY oS

ESIIG ¢ U (HI3Y)

LOAEL ©01%

T@IhRH b IR T IS

fha gHg & ford Judh : 8 Weeks

(TRIUIGR) gl .

I&d 3{qgd D YBHY WS

ESII] -l

LOAEL : 0.05 mg/kg

TEAIhRH b IR ;

fha gHg & ford Iudh . 28d

(TRITIGR) G

SEEEERE] D o, UISAY Tde, fIgad Ui (TeHd We)

STePITIH FIRTSS:

BRI TR ()

NOAEL . >=100 mg/kg

TEAIHH & IRA ;

ford= aHg & ford Tudh 12 Weeks

(TRITIR) G

CIGECGR)

JUAS TSR TR i Ta|

TG SRaH & 1Y 3gHd

3AdYUd:

Gentamicin:

| BUSASEL . &7 3faga: &
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Gentamicin / Betamethasone Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FA P! IRRG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016

&g 3fayq: Hiast &

Betamethasone:
g1 GRT T80T AT © &7 39q: g U (TedHd W)
CEIRECE © 3IR: e, CKEl

12. gIiRfRufa@Ta Ja=T

uiffRufae faureaarn

AdYUd:

MU g aIa K Re:

ECENIKCIRELIESEI] © LC50 (Leuciscus idus (TG 37)): > 10,000 mg/l
foram g & ford Tudh (TaRTUioR) g3 96 h
TRIBT: DIN 38412

EICIEIRACLIEREI] : EC10 (SiIaTy)): > 10,000 mg/l
fordm g & ford Tudh (TaRTUioR) 3 16 h

Gentamicin:

ST Td 3 Je-ed . EC50 (Daphnia magna (dTcR Teil): 86 mg/l

ENERCLIESEI fordm g & ford Tudh (TaRUioR) 3 48 h
TPr: 31343t ¥ Fdwr 202
LC50 (Americamysis (317 USlfd)): 30 mg/l
fohdm g & ford Tudh (TaRTUioR) 3 96 h
RIBT: JUI-3UY NUHICITy 850.1035

QAT Giel ol fauleddar ¢ EC50 ( Pseudokirchneriella subcapitata (8% RIaTd (Tesit)): 10
g/l

o THg & ol Tudh (TaRUioR) 3 72 h
Rt 3N g . 2w [dwr 201

NOEC ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)):
1.5 ugl/l

fordm g & ol Tudh (TaRdioR) M 72 h

Rt on.3 4 2. T Fdwr 201

EC50 ( Anabaena flos-aquae (Hlézﬁam)): 4.7 pg/l
fordm THg & ford Tudh (TaRTdioR) g3 72 h
R ol 3. 3. 2w Fdwr 201

NOEC ( Anabaena flos-aquae (Fﬂ%‘*ﬁ@ﬂiﬁﬂﬂ)): 1.6 g/l
ford THg & ford Tudh (TaRTdioR) g3 72 h
R ol 3. I, 2w Fdwr 201
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Gentamicin / Betamethasone Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR FRA BT dRNG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016
TH-Urarexy (Sfaurd! SR 100
[ERIESED
Gﬁmq&ﬁﬁﬁmaaﬁ[ . EC50: 288.7 mg/l
fohram THg & ol Tudh (TaUioR) g3 3 h
T80T BI foh e YTH-IRa | T hlde
Tpr: 3.3 4 St 2 fAdwr 209
TH-B ey (RR&IAD SfaaR 1
[ERIESED]
Betamethasone:
ST Td o Se-3fed :  EC50 (Americamysis (ST USTIfd)): > 50 mg/l
ENECCLIESEI foham g & ol Tudh (TaRTUioR) 3 96 h
AT/ Oiel &l fauledar ¢ EC50 ( Pseudokirchneriella subcapitata (8% Qa1 (Test)): >
34 mg/l
foram g & ford Judh (TaRUioR) M 72 h
TRIPT: 334 St. e Fd=r 201
femgoft: facrad & Har R FE fwreaan T8t
NOEC ( Pseudokirchneriella subcapitata (831 RiaTeT (TesiT)): 34
mg/I
fordm g & ford Tudh (TaRuioR) e 72 h
TRPr: 334 St. e =T 201
femgoft: facad & Far R FFE fsreaan T8t
A3al &I f[auedar (RR&ifae © NOEC: 0.052 mg/l
ERIESEI) fordm g & ford Tudh (TaRdioR) gam: 32 d
PISIITE Pimephales promelas (ﬁﬁ%‘s’ ﬁ?ﬂ)
TR g . xRz 210
NOEC: 0.07 g/l
fordm g & ford Tudh (TadioR) g3l 219 d
PIEIIGH Oryzias latipes (\_rlTCIFﬁ m)
TRIT: OECD TRIEUT fGRm-a=r 229
SR T 3 Seed : NOEC: 8 mg/l
SR fasTedar (RRepifeis ford g & ol Tudh (TaRdioR) gam: 21 d
[ELIESGD) USTTfdl: Daphnia magna (dTex Uil
Rt 3N g e [ 211
-ty (RRafere Sie=r © 1,000
[ELIESGD)
TeRIIH FRTES:
||n?9—cﬁa?rﬁsnaaa1 :  LC50 (Pimephales promelas (ﬁﬁ:’%@' ﬁk?ﬁ)): 0.28 mg/l
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TeeHRT T=ned of faf: TY.31.09. FR; i IR SR FRA BT dRNG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016
foram g & ford Tudh (TaRTUioR) 3 96 h
ST Td 3 Se-3fed :  EC50 (Daphnia magna (dTeX Teil)): 0.0056 mg/l
ENERCLIESEI foram g & ford Tudh (TaRTUioR) 3 48 h
QAT Oel ol fauledar ¢ $3MREMuo ( Chlorella pyrenoidosa (RaTe USTIfd 1 gfa)):
0.09 mgl/l
fohram g & ford Tudh (TaRUioR) M 72 h
TH-Thaey (3iferard Sierer 100
[ERIESED]
H3a B f[aueaar (RRelfae © NOEC: 0.032 mg/l
[EEIESED) foram g & ford Tudh (TaRTuioR) e 34 d
P ISIITS Pimephales promelas (‘3(?%3 ﬁﬁﬁ)
TR 3R SrashHfordr
3dyd:
TeftuTs e R d Wike:
I SITHHOT BT & © URume: YAl & 1Y UIdhidd diid ¥ SahHuGR]
CRIERESERRIS]
W AHAUET > 70 %
fordm g & ford Tudh (TadioR) e 10 d
TRIeT: OECD TRIET fG=na=r 3028
Gentamicin:
9w SfapHUAI &t &FaT  :  URomE: dig 7fd ¥ 3qefifora 8= arclt
W aHAUET: 100 %
fordm g & ford Tudh (TadioR) e 28 d
TRIBT: OECD TRIEUT fa=mfasr 314
STePITaH RSS!
S SITHHUT BT & : URuIme: G & 1Y UIGidd diid § SahHUGR]
(SrafETsea) g aren
RIeT: OECD TRI&UT fG=m-e=r 301D
femult: ues Sft g & e wR smeria
Tyifad Sfae J=aua
3d4d:
Gentamicin:
fUTSH Tutieh: (T . log Pow: < -2
SfFed/arHn
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Gentamicin / Betamethasone Formulation

TR TRMeE ot fafd: T30, FR; 3ifH TR SIRT #3A &I IRIG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016
Betamethasone:
faUTSH Turisp: (T log Pow: 2.11
3faea/arn)
STeRITH FIRTSS:
Sifae e ¥ IS 1| T Lepom|s macrochirus (SITeT FATHRT)
TG TR (STW): < 500
feuof: v S it & Se1 W st
fAHTSH TuTisp: (T : log Pow: 1.692
i/ fewoh: uRebam
fordt o miforfieran
3ol Iuas Tal
3= yfagpd yHTa
3l Iuas Tal
13. fAger ifgard
fAye™ & e
/Y Y F1 7Y (e . e @I ATl § 7d hop |
R fafFadt sy has |
3t afdh D T fa Y AR Bl gASd HIA aTa halate! B SRS e ar
T & ford o S|
3R gyt faffdy =&l foran wa: sivrged Sare & w0 #
fAue™ &)
14. UREg a1
iaefgta fafaam
UNRTDG
UN F&R UN 3082
Araeq &1 e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Benzalkonium chloride)
i © 9
OfeT U Sl
NEI 9
TYTaRU1 P ford) WaRATh |
(@)
38 U &1 -8t ot 3R
/308 S TR UN 3082
Wﬂ"@p{-‘-{m Environmentally hazardous substance, liquid, n.o.s.

(Gentamicin, Benzalkonium chloride)
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 03.12.2024

9.0 17.06.2025 434591-00024 Ul 9R SR} 34 &1 dRRG: 06.01.2016

aif 9

ofeT U |

a9d :  Miscellaneous

fSearedl &t fgerad (@R : 964

SEEES)

fEsaradl @t fgarad @Ei gars : 964

SER))

UgiaRul & o a1 Lol

(@)

3Tg T S Si-Pis

UN FsR : UN 3082

rae &1 ue A :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Benzalkonium chloride)

aif 9

ofe T U |

NELN] .9

EmS Sfgdr . F-AS-F

BLCRRAC Lol

IMO JUHRUN & IR U1b | UfRag B¢

3MYfef P 71T Misee & fore o et

IuaRTHal & fore fasiy wraurrai

Tgl f3u 71 uRas ¥ iferur e a1 & TSI & o §, 3R U w0 § 3Ftdss Il &
Tt 0R 31T § R fob 39 JRer s1et e & iR 39T quiF fasar mar g1 uRkas @ afd, e
PRI, 3R &g a1 <=1 3 fafomt & fafderanait & SruR uftae aFffesur - firs &) 9 B

15. fafram® g

gerf a1 firgor & e JRem, R, SR watarr & faffmfaus
39 I & 3raud FAmfafd sa< Ny # e €

AICS e T8
DSL o fAeffa 8
IECSC o fAeffa T8
16. 3= I
e &t fafy © 17.06.2025
Sifaf¥ad e
31 Xiie & Aha & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TINT fordl o Gl gIca Wiel IROMH quT TRIUgE IR TorT,

http://echa.europa.eu/
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TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FA P! IRRG: 03.12.2024
9.0 17.06.2025 434591-00024 Ugell IR SR} & & dRIG: 06.01.2016

g@%mﬂ@vmﬁuﬁaﬁqmw%ﬁm$wwﬁa@@weﬁmw
TR

fadior uRey : ferogad

3 SEIAURE & quf arRy

ACGIH . guYU| ACGIH JHR@T 4H (TLV)
ACGIH / TWA . 8-4¢, uY- 9o 39d

AIIC - RN TRl Bt SReferars el ANTT - SIford 1 g HfH uRag Toiell; ASTM -
ST THRR Tteror TR bw - el &1 I9H; CMR - SR, Geoid A1 Toi-+ favaT; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - IR Uar gt (@181); ECx - x% Udfehar ¥ T
Yo, ELx - x% Wfaforar & IS AfET &R; EmS - AUIIHTE ASY; ENCS - HISal 3R U
IMEAHE Uard (SUH); ErCx - x% gfa o) Uiifshdl I J3T Wdbad; ERG - SATUTI@®IcH Ufafehar
MEE; GHS - dfi® TR TR IT7d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS TOIT; 1ATA - SRS I URde TARIUTH; IBC - HRI AT § Wk AT aret
SeToll & fAfor SR Iuavr & g 3 TfedT; 1C50 - 3T HfAHIH FRIUTE® Hdhg; ICAO -
SRS AR I W67; IECSC - 91 H Hisal I9/H® Yardl &t $d9e3); IMDG - SiaRigia
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFGIHRUT & T SR WITSH; KECI - HINAT HIS[GT TR Sae; LC50 - TRI&T Marat
B 50% P Gldd g, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °dd WRID);
MARPOL - SIgTaTl & TNl Bt AU F o Sierfgha e, n.o.s. - 3 fAfEy &Y, Neh - forcht
708, NO(A)EC - 3@didd = foar Tar (fded) UuEa ddhad; NOA)EL - 3@did- = foar
UfdEd) THTT TR; NOELR - TR-3GAGH-0RG THId A ax; NOM - 3fswRe Afdye fAam;
NTP - 1519 f4u-faq STishH; NZIoC - T8R! &1 =gell o $dedl; OECD - 3i® qganT 3R
faeT W&, OPPTS - IMMMA® JREM 3R UGHUT ABUMH HHfad; PBT - VIR, Sa-THAIH0T 3R
fawred gerd; PICCS - WA 3R IR Tenf Bt fheidig 39ed); (Q)SAR - (AETEE) T
T3 YeY; REACH - I T¥e 3R IWE UoiahRul, Hedidh, WIeR iR ufaee uikee &1
fafam= (EC) 7. 1907/2006; SADT - G-dIgdT 3{qge digHM; SDS - YR&T 8el 2ie; TCSI - dgaH
IS e 3d4est; TDG - WaRATd A1d &1 URag; TECI - UI3As T $=desl; TSCA -
fauTert garef iz siifeam (Fged sy smReT); UN - Bga X1Y; UNRTDG - BIH®RS IHH &
URaET R UG Y B RABIND; vPvB - Tgd VIR 3R g 9a-THAPU AFG; WHMIS - BT-
RJc WeRATD HIHUT G- Yorel!

T JR&M ST =T B 3US THRA S IRNG I af T THSRI AR IH, STHGRT 3R Iy &
SFTIR TE & | STPRY Y QRIET &1 J GHITH, TN =, TfhaT R, T e, IRag e,
fAe™ &1 quT Blsa & fo Had Anfex= & T # feomad far mar § qut ot yeR &t arel a
e T fAFGRT T8 AT ST | Iuds S TR TSR 39 SDS & XY R ggar Wit had
TRy Tl @ Tefdd € qur sps Il 1 fardt s Tt & TaeE ® Ot fesht o ufhar B, o
TP UTed H =1 ST T 81, YA 31 WR I e 8 Wb ¢ | It uaadrait &l a8 W, Jaie
¥ ifqw Iare T SDS-TMH &t IUYHIT HT MHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy e & TFeRY ok Ry &t aeften e =nfee |

IN/HI
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