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Gentamicin / Betamethasone Formulation
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1. ITE Ud HHHT Bt Ugd=

gerd e * Gentamicin / Betamethasone Formulation
fFrafansmyfdeat

ST : MSD

udi * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

NG| ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Repaes WM ;g fafercar Sarg
JUUNT R Ufaaey 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

oft Y= .dg-affevor

ST fauTaRdr : faum R

ff¥d deg-oi e fawradar  « faum ¢ (dgw 3R, ufereh o, Ao, ursaw Tdie, ad, siftigas
- ARIGA SREf0 PIRICSHEGESS))!

AHABID (V) STl @Rl TAHTT ]
1o (Sivh) g @arT @ faumT ]

S.g9.0Y. d9d dd
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TEHRT Ty &1 fafd:

e ci Rens B IO R 3ifdH R SR B3 BT aRRG: 30.09.2023

7.0 28.09.2024 434591-00022 Ugalt IR SR} & P dRIG: 06.01.2016
Sl CIRCENEE] : ‘% ‘%‘
BEGEIEA RGN
BT+ e AR . H360D 3T I HT g1 Ugan Wbl ¢ |
H372 & STei a1 §RIga UaTaieR (Ui 9, foreft 3,
HE, UTZHY ToiS, e, Sifeigaes U (TSI wefs)) 3 ol
JoRI Ul ]|
H410 STereR Sfia TR T IR TG 3R 1Y &) 3 faver|
wgfaard/gdiay™ §am N

P203 IUINT & § Ugd gt JRen =i &1 urd &%, ug 8ik
JHI UTa B

P260 I IT YT &I Jig H 7 |

P264 AT YT 9q01 U 81U & o |

P270 3 3G DI TN HXd THI GHT, THT1 a7 YHaH Jd B |
P273 TIATERUT H Ble- ¥ TRER B |

P280 I&Tad T/ I 3R 311G T/ &0 U |

3TN
P318 3R TG g1 A1 fa=ar 81, feraaita gamg < |
P391 BABIG UH A B3|

HSRUT:
P405 HSR ardt H|
AR
P501 &= &1 FuerT Wigd de SRuvd dREM A
B
3=y gifaar et ufYums Ty aeffevor 7Y grarl
SIATd
3. YAl BT TS/
Terd/fgor : foyo
3[agq
TORRS A H T (PY) - TR | TSI (HEAH) (%
wiw)
NP ENI RN IECAN R 9004-99-3 5
Gentamicin 1403-66-3 0.49
Betamethasone 378-44-9 0.1
STeh ITH FARTSS 8001-54-5 0.01
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TTHIl T o fafd:
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3ifH IR 9RY 31 Bt dRIG: 30.09.2023
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4. yyfire fafeer & Iur

I IS . 3R e g1 a1 ddigd 31 A @ dl Afewhd TI% J Talg d
. SIS &1 TG 6 I1 Xieb! bl g RUfd H fafebedity wemrg |

3[R Y §RT UgUI &1 ST : i 919 gRT 95T o forar Y, ot rent gt ga1 § o g
it ggan o |

3R 91 ¥ Fudh gl Y . g B IR, qRd @1 6 Wi 3R Sgdrd U ¥ I B
TS %l U4 Sd SaR |
fafreita wgar o
YN ¥ Ugd X el |

_ QTN § Uget A Sd I 381 e U

3R 3{TE ¥ U g AY : gaum (e & fo siiet & a9
i S I 8 3R SRY IR, af Fafeadia wgam |

3R T foran smg : gfe e 9, 98 ORa 9d &R
fafeeita Tgam o|
UM & 1Y 4§ 331 aRg Heell hRal |

T Tgaquf damr 3R L 3foTTd Y] &1 81 Ugan Wb g

UG, 1 i 3R & a‘”r%fmqgmﬂm&rméﬁu?szﬁu‘r(ahvﬁmﬁw

Tt fafarem o TRem : mumﬁmmaﬁrﬁamﬁv&nwmﬂﬁm%q T
ST Bt FUTTT B TR YT Y Al YRETTH IUHRUT
BT IYTNT BT A1RT (TS 8 37 )|

ffrcrs & o g L Qe SR HEIRT § SUER X

5. JFIRTHA IUNT

Iqgad MU= Hifgan R
Tarspgia-vfariedt g
FaT SRAHAZS
BILEZSAEISINE!

SO (M I & A1F9d ¢ 3{F|

AR RFA AR TR <84 I HT YUdh WA & fo1T Ueh W1 g1 Tl g

AcdRAl a5 d(qldf PRI 31\IQHI$6{-I\

(31T) I & faRy adies . 98 RIS T TNT B3 S R IR iR Sma-ur
IR & 3IHd Bl
T =i o) 38T A & I8 STd-BeR &1 YA He |
SR U1 BT YRIE § Al 3T & & I &g = dbe-R e o
SHIE & Wil Hram |

IMYFH & U RV a3 & 9H WR, W93-FRfEd 4T Suaul UgH |

I TSl &S IS TN B |

3/23



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Gentamicin / Betamethasone Formulation

BT e & fafd: TY.31.09. AR i IR SIRT & &I aRIG: 30.09.2023
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6. THIRTH Nefie UM
QG qaUT, ReTAS ¢ Aol eI IS0 YA HY |
JUHUT TUT ATATTDTAT IRIEa FsfeiT sl (WS 7 37 ) 3R cfdarTa qrem Iuaui
ufsrare & AA! (TS 8 ¢W ) B JUTe DY |
ygiqrofig graenar © IR0 H Bie ¥ URER B
T AT QRA3r, 3R 3 RAra a1 Seehrd &1 A |
IS AABd H# har I AP (IaTexvr: g a1 aa Afde)
g ¢ T U Dl g1 Td DT |
¢ Heayul SABIT UIKd A1 g1 T, dl RIFIT UTRrs1Ral !
BERER]
JBTE B MR BAd AP ¢ 3R e g 7 I |
% gerd g e ¥S g & forg ST a1 37 Iugad AU USH X dlfd

g 3R T a3 | afg SE @ 18 yerd 1 Uy fsan S ahar g
1 3 ST dHeR ST IR TR B |

IUgad TeURSC & A1y Hard &1 A9 IERTd & 1% |
R a1 IS fafaw 39 yerd &t fagfi ik RueH & &
fore @M 81 Ohd €, I1Y 8 39 AeRIger 3R sigery wR oft St
39 yerd &) Refiel o Iwrs o ST 3 9/ §d 81 39 &l
fufg wxr ghm for B faeftam arp 81§

U THSITH & STHTT 13 3R 15 F© RIH 1 I8 Rz
& IR & THBR! TeH Hd ¢ |

7. AT 3R USRI

Y / pd dfedzE

WRIE gTyeH & forg
graytian

R Heru ot ufkfRufaar

;AU (URIOER) ¥ 99 & Aa=07/oi 9919 SFUT & d8d
ESIERIcY

IU Q|

© 3R yaf dfeawH sruas ], df wirHig fAer dfeas@ &

Y ITIRT B3 |

. ST ATHUS R A RA T

PSR IT HIT BT G & 9 A

e 74|

3Gl & Iy s J URER B

AT & 916 @l ol 33T g 4T

3BT SN TeFaT 3R GR& TUTST & SR WUT,
HTIRI THUIGR 3MTha UR MR 8

o P HY TR I¢ PIPb @ |

T IATG ! YA HRd JEI G, UHT T YHUH Td D1 |
m@g@h@ﬁﬁﬂﬁﬁwwﬁ@,eﬁvmﬁm%
®H |

L B R U ded U gU fEsal I 7|

YR dra H|
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BT TNy ot fafd: eps RciRers AE TS 3ifH IR 9RY 31 Bt dRIG: 30.09.2023
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Y PR §G DD G |
fa=Iy Ity fafodl & SFUR HSRU |
R R CE] . fufafed ver & tiede & 91y 7 3
g sheRfteofig Toleq
8. Sy ferimror / freft R
HRIRA fAH=01 & AP & 1Y 3A9aq
3qgd T T (P9) | I THR fg=or Ut / YR
- TR (3RE&ITT BT PRENICK
UPHR) HIACIA
P NIDENIBRNIECAN R 9004-99-3 TWA (@9 10 mg/m3 ACGIH
o IRg 313
TWA (910 | 3 mg/m3 ACGIH
370)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 3TaRk®
2)
3ifaRed SIFHRT: 0TO
Betamethasone 378-44-9 [ TWA | 1 ug/m3 (OEB 4) | 3fiaRe
3ffaRad SHERT: &1
| ofg- & 9 | 10 ug/100 cm? | 3iaR®

golifrafi frd=ror

foreit w9 @t IRl
oI et 9=

fheer TR
RUIRENICEIR]

garef

i@t gaeh g9

- gt Sonfafe g @ uRER fewreH gr1 rifd gn

BT 3R ITe!, ST, 3R Tufarr & 381 & fole GMP &
RIGidl & SR arferd foar s @nfgul

Sifrard = u  fardt et Ture 7 SrgHfa e ]

s TR Rew a1 Ayt Wenfifeal &1 e &

TR TRINIZORM & o GuTeHT Js[g 8, df Jarm=mer #
HUTA T W, 34 T4 H fSH57 1 75 S9-GR&M Hiawe, TH
TS, BT WA HY | 3R Jg GHTGHT AIN[E el g, o a3 ¢ a1
gl IR T |

L 3R U R Py dfeds Suasy T8 8 31 TeiueR

TH T SRR fE=-Feen & S18R TauieR UefRid R 8,
A 4T GR&f BT SUIN DY

. [FeU UeR

D A g E

D S Tl R AR $1
D 1SS e A1 I 3 WY GRET I%9T U5 |

3R HTH & HIETa a1 iafafy & ¢ ot fRufead, o a1 wRie
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<91 Ud TIRR e a1

Wgal Sadt U™

1Y &, < Sferd MhTedt Ug |
TR Y, Yo, I TR o ATHAT 1Y A &1 FH1a1 81,
ToRiies 1 IR dX BT 3= TR U |

;. odf a1 TR Bie | B1H B

JOINR @1 ! dg! Y §1d P 1T B1 off ! B b YR W
fSeoed )|

GyTfad gitd dHUs FHaTem o forg Iferd St aob-ie! &1
AT B |

. 3R AR IYANT & SR I & U | 3 Pt YHIGT &,

@ B A & R & B 3G O BT gonferdr iR FRaf
R Y& B |

TN & SR, ST, YT a1 (5 7d HY |

T HUS! B! 81 F T8 81 R J SxaHTd B

gfaur & guTat dared | eif-aia a=or o1 gwten, Ifad

I GR&M ITHRUI, Iferd ST SR uRkened ufshars,
SN Wwsdl AR, faferd AR SiR gawimas
R ENEARISEINRUIE RSB
9. Wifae ud varaf=® ur

femae <a

Rl D STl IudsY gl

Ty D SaT IudsY e

TiY) P ageliol L 3l Iudsy gl

IR D ST 3UAY gl

fae/és &1 aa L STl SuAsY gl

RS Iga 1 fdg /I e Iudsy el

@t A

iR foig © ST IUAs el

IR B &R L ST U ol

AR (319, 19 ) R vb| o K

SaeRIdT (R uere) D ST ISy gl

I fawpie dar/ IR L ST IudAY gl

SR THT (30
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¥ faupie Iar / aat STl Iudsy T8l
SRS T (AR
wanfaferct fedfie)

G EEEIG] 3T Judas gl
JTUef a1 T : 32T U el
e g : 32T IUA gl
T 3T Judas gl
N
gt foeraar STl Iudsy gl
fAUTS T[urie: (WA D SeT Iudsy gl
3fgeHIe/ar)
3NN &1 argHH STl Iudsy gl
3Uge T dagHHA 3l JudAs gl
BIEGINERSEAIE)

3l JudAs gl
faeples urRayTd . fawples 6t
STRfiHRUT & URGHTT : 39 uerd a1 iy & SIRNGRS aiidd el fovan T 5|
MU HR 3l JudAs gl
U R
U1 BT HY STl Iudsy gl

10. fRRar auT ufafspaar

UfdPR : fftfspariciar & TR & =0 § Fifepd e

TG fRRAn D AN iRt A RR B

IRIHeHy ufafpareit D Ao SRTIPRS Telel & 1Y ufafhar o Jbdl g

g gRfyfaar 9 o< I o

ST ATt L SeRiieRufig Teley

3rage yerdf @ sifew . PIS TR I (FoRSY) 3yge yard 1d el
11. fwrasnfora g

PG SREUN (TRIUIGR) & TR AN gRT TG0 HAT
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A SHHRY Y udh
foTer
3@ ¥ gudh
GIEACLIESEI
JUAS SR TR aFfiepd al|
LIAKH
GIEESEACLICSG! : SffAquTdt fawTeRdr SIgHM: > 10 mgll
e T & fordl Todh (TaUIeR) §aiT: 4 h
TRI&I0T ATATaROT: Ye/FHe
SRERRINEIGNED
3{d4dq:
TSN TaE®Id Wike:
SIER:IRCEACRIESEI] LD50 (8T (}<)): > 5,000 mglkg
Gentamicin:
g M fauradar LD50 (TET (X<)): 8,000 - 10,000 mg/kg
LD50 ({8 (AI3)): 10,000 mg/kg
SIEENEACRIESE © LCS0 (8T (RT)): > 0.2 myll
feb e THg o ford Tueh (TeTUIoR) ofT: 4 h
URI&0T STATaRUT: Ye/HaIaT
fewh: HE g 39 S W A8t St W
g faumadar (RESM & 31 @ LD50 (ﬂ@&‘c’) 67 96 mg/kg
B0 TRTHRH & I
LD50 (IET (X<)): 371 - 384 mglkg
TEHH R & I HGURE #
LDLo (daX): 30 mg/kg
TEHHRE & I SHa:RRT
Betamethasone:
SIERIRCEACRIESEI] LD50 (IET (X<)): > 5,000 mglkg
LD50 ({8 (AI3)): > 4,500 mg/kg
REESRAELICSG . LC50 (I§T (T)): 0.4 mgl!
fobe T & ford Tueh (TeRIUIeR) g 4 h
ATeHI~aH FARTSS:
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SIERIIRCEACRIESEI] © LD50 (=T8T (}<)): 240 mg/kg
SIEERBACLIESG © LCS0 (T (RT), TR (Ad)): > 0.05 - 0.5 mg/l
WW%@W(@@W )g3M: 4 h
TRI&(0T ATdTaRUT: Yel/paiar
TBT: OECD Utequr femnfder 403
3B T YuTTelt & ford el |
fewguft: uer S IEREY & ST W snmuid

SIERSERAELIESEI] . LD50 (IIgT (<), AtaT (fBH)): 704 mg/kg

1 & U ergeRSTaT

JUAS TSR R aFiiepd el

3dd:

e YTSA I TWEdId W

PRI GOSNl

GRIEa . SV

gRomy L T B S e

Gentamicin:

PG G RRI )|

BIELIE] ;. gAP! Ol I B oiad

Betamethasone:

PG G RRI )|

qRomy . gA®! Tt g Bl S

STePITH RIS S:

SIIG] . HHEg

SIRWIE] . TYRP, 4 °9¢ 1 ITY HH & TGHUITR & 91

iR A7 efakdeH

JUAS TSR TR aFfiepd gl

3dYd:

MeYTSA I TWEHIa W

PRI G RO )

NEZ Dogule®

SIEWIE] : 3@ A Sa T8t

Gentamicin:
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EIIG] D W
oy . D! It 3Gl Bl S
Betamethasone:
Pl RG]
SIRWIE] ;3| A Sa T8t
STePITH RIS S:
EIIG] D W
gRomy © 3G R 3URGd-g UHTg
I T THST GUTEIBT
T D ARSIl
JUAS TSR TR aFfiepd al|
YT-YTH D TSIl
JUAS SHHRI R aFiiepd el
3d4d:
MeYTS A e dId WRe:
TRI&(0 1 fore L g U Ty uRieu
U (TRIORR) & e T Y YU
EIIG] . foeR o
BIELIE] . BUTHD
Gentamicin:
| Ifeeoft . ZoT SuT Tt
Betamethasone:
U (TRIUIER) & I i
PG : o foe
SR . HHGR IRTCTZOR
STePITH RIS S:
teru ot feg : ggHA RNdie Shee U9 O (TSR IMEUIET)-@dn & ddgaamTdl
& RI&d famr ot gfY &1 alem
U (TRTGER) & IR I qUp
PG |
qRomy . BUTHD
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SaTY] 9 ReTeiadt
JUAS TSR R aFiiepd el
3dd:
MeYTSA I TWEdId W
ERIEERIEEESIEM TRl ot o dadifear Teeh fausta ufvads &t St (AMES)
TRUm: Hund®
Gentamicin:
frIciRIct 3 fac L U1 B e IRR & S8R WUl Bt HifRreb13il BT i
IaRad= udtemr
RIS IREED
GR1&101 D1 fhe: I TsRRH ¢ 3 fagt
gfRoma: i
fSFeIpaIRe 37 faar L Oder Bt i TAURal & TiNTSe JeiiiG g giemr
(Shifad wroft # Argeomicd uRd)
TSl g8 (H139)
wﬁ%m%m?r &Hmsﬁmﬂ
Ry HUdS
Betamethasone:
[ERIEERIGEESIEM) TRl & o dadifear Yeeh fausta ufvads &t St (AMES)
RIS KD
T80T Dt fohed: IRR & e WUTRT] DI DITRABT3M BT Sii
Iafgd uliem
RIS KD
TRIE0T D1 fed: HIHISIH TaRRH oXe S fagl
gRkomy: arafds
fHICIhRIE 3 faar D TRIET B o AUTRAT o TIRINITRE JEAATHD I URTE0r
(Siifad gt & Wseomicd uR)
TS Gy (H139)
TEHH YA & I Hifdd
o SifAfad
SiTaT] e TeToHRc! - L 1T BT g IATTY] BRI IARadT & =0 H qiiicpRul &l
3fher g TS HRar gl
TR TH FARTSS:
| ERIEERIREERACE L Oder 3t fhw: Saciar Teeh fausia uRkad= @t st (AMES)
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gRumy: FudS
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

SRIMERIGEESRCE L Ul ot T TRt o TiiIge YA g usiern
(Shfad gTof # ArscioiHicd IRW)
TS 98 (H139)
THBRA & I: FRTe A
TBT: OECD Utequr femnfader 474
Ry HUdS
fewguft: T S IEREY & a1 wR smuid

RSB

JUAS SHHRI R aFiiepd al|

3d4d:

Gentamicin:

IS dl - b . gaT Iuds et

SHTeRIfTaN WIRTES:

EEIR LRI RT)

UGB b I S AGE |

o 97u & fod duds D 29

(TERUISR) g3l

cMEQ :  OECD Ustefur feenfder 453

giomy . BUTHD

feuof) L U S grEfEl & el R uRa

PRI ¢ o (HI3Y)

T P I . 9 YUD

fha IHg & ot dudh : 80 T8

(TRIUTSR) gt

BIEIE] . BUTHD

||orenfa e 1)
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TEHH Y &
o 97u & ford duds

(TRIUISR) g
IIELIE:]

3T fauTaran
3Tt IR Y g1 ugan S 21
3d4Yd:

Gentamicin:

3Rl & UHTT

MR R & foe muvE!

Betamethasone:

ey R & fas R uuE!

. 1Y YUD
. 90 UWIE

¢ BUTHD

D ORI B fore: &1 Ui g fauTadar srema

geTIfar: IeT (X€)
JdRAT: NOAEL: 20 firm/fem smifRes 4R
ooy fHei deayul Ufded UuTa &t ga-1 Ta!

TRYer0T &1 ford: Y-y R fasr |

TSTIfa: TR

fomraTe® fauTaddr: NOAEL: 3.6 BT/ IRING YR
gfoma: yor-miey R fawredar Tt

TRYer0r @1 fore: Y- RIg] fas |

UoiTfa: <81 (RT)

TRIHRH & I FCURSIHad

fomraTe® fauTaddr: LOAEL: 75 fi/fa IS 4R
gfome: yor-mey R fawredan

TRYer0T @1 fore: Y- RIg] fas |

TS Gud (H139)

TRITHRH & I w&ﬁ&ﬁﬁw

faDb T fauTddar: LOAEL: 10 /ot iRe UR
gRvom: M R 7 &R |1, fogarstt =8t <&t mit

Tieor 3t foe: Yoy R fawm |

UoiTfa: <81 (<)

TRIHRH & I FCURSIHad

fomTITHS fauTaddr: LOAEL: 50 /e IRkiR® 4R
gfeomy: miwr RIg] g &1, faeudnait gt ¢t wi |

. g4 sUeHASTRd e ¥ [de W Ufded THE

HHRIHD Jd

T @A
THIH L & I Aol #
9w aTe® fauTaddrn: LOAEL: 0.05 famm/fem ImiRe 4R
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gfvom: T R fawreddn, foxsudrael =it wi

gTIfa: T (XT)

TAIBTE & I G &

fomraTHS fauTadar: LOAEL: 0.42 BT/ RIS 4R
gfony: foeuarelt Sxft T

TSI Gud (H139)

THIBRA & I nwﬁr&rq‘rfr

fomraTe® fauTadarn: LOAEL: 1 fimm/fem kiR 4R
gRum: faeuarel et mit

Ted fAre g1

SHTeRIUH RIS S:
3Rl & THTT L TRIEr B fohe: &l Uil greddTaH fawTadan sieqa=
Uit 8T (RT)
TEAIh T & ;a1
TIHT: OECD URTefUT fG=md=T 416
gRUMH: BUTHS
feuoft: v St It & e Wyt

iR R & Aem R uyE @ oo o few: Yol Rig faem|
TSTIfd: TR
TEAIHTE & ;AT o1
TPBT: OECD URTefur femmeer 414
RIS KD
fewuft: uer St Rt & a1 wR snuid

STOT - T&hd Sy
U SR R Fiffepd 78]

STOT - GIgvT sifay

3T TSR - Sficher D U R fobd TR TRINTT & 3TYR R a8 R Ufdipdd UHTd &1 Ty

S BT a1 §RIg TaaieR (WY i, ufcrel o7, 19, usHd o, Y94, sifigae 3R (TediHa

E)) 3T Y T UgardT g |

3{d4q:
Gentamicin:
AT 3T ;T i e
i : a?%fmlgmﬁ 3REN B R =T (SRR DI A
Betamethasone:
|[eea srawa ;Ui OfY, uforelt 7, 7@, uHw WS, Y9, sifigae Uiy
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ERERERE)

KICAE| : ﬂﬁm?@ﬂmméﬁwsiﬁﬁ(shm)ﬁw
REEISI

NS ] |

"&W D URgefi § oo RIS Sy a1 IR HH BT Higdl W DIy

Hequl TRy YHId et s e R

U G fauraaar

HdYUd:

Gentamicin:

PRI S ||

LOAEL . 3mg/kg

INIERB RS ‘ o

- THg & ford Tueh 12 Months

(TSR g3

&g 3faad : ﬂgf

SR L Qeel, Y g8l

SIIG] - rory

LOAEL : 50 mg/kg

U Th T & I D A A

o I7u & ford dudh : 3 Weeks

(TSR g3

e 3agd : T, fiat e

SIIG] - rory

LOAEL . 6 mg/kg

U Th T & I O 7Y

o 97u & forid dudh : 3 Weeks

(THUTSR) g3l

&g 3fqaq : Qaajjﬁ,ﬂﬁﬁﬁaﬂqjﬁFR

BEIS . gl (@)

NOAEL ;5 mg/kg

LOAEL : 10 mg/kg

TR & I Lo o

- THg & ford Tudh : 52 Weeks

(THUTSR) g3l

ERRECRE] L T, ad

BEIS . g (@)

NOAEL . 12.5 mg/kg

LOAEL 50 mg/kg

& I ' o
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ERERLEEEANCECE 13 Weeks

(TRIUISR) g

&g 3daq : ggf

Betamethasone:

PEIIGE G RO ]

LOAEL © 0.05%

UAIH R b I I U

o 997u & fod dudh © 10-30d

(TRIUISR) G

& 3fad : Uiy Uiy, gfarelt o7, a9d

BRI L R (XQ)

LOAEL © 0.05%

UAIH R b I I U

fha IHg & ot dudh © 8 Weeks

(TERIUIR) g3l _

NESESERE]  YBHY TS

PRI ¢ o (HI3Y)

LOAEL ©01%

INIEZR LS| . T YUD

fha IHg & ot dudh © 8 Weeks

(TERIUIR) g3l _

NESESERE] . YRHY IS

PRI - ||

LOAEL : 0.05 mg/kg

UGB & I ;

fha IHg & ot dudh . 28d

(TRIUISR) g

&g 3agd L e, 41SHY e, fUgad Ul (TedAd ie)

STePIUH FARTSS:

BRI L gRIRT)

NOAEL ;. >=100 mg/kg

INIEZR RS ;

frds gy & ford dus 12 Weeks

(TRIUISR) g

C IR KGR

JUAS TSR R aFiiepd el
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T4 SIRaW & A1Y AU
3[aya:
Gentamicin:
[EUSKSEI . T&T 39Ya: Tl

& 3fagd: Hiat s

Betamethasone:
1 GRT T80T Bl . d&d 3{qYa: Sifiigae UfY (Ted ds)
CEIRKLED L NIR: e, gRicw, S
12. TR a1
yikfRufae faumamar
3dYd:
TIeNYTSeN g Id ®iRe:
EENIEARELIESEI : LC50 (Leuciscus idus (feg 3t)): > 10,000 mg/!
P Ima & ford WU (TaRTAIeR) §31T: 96 h
WIBT: DIN 38412
SiiaTopen & fawradan : EC10 (SfiaTg)): > 10,000 mg/l
o g & ford Wuds (TaRdioR) g3 16 h
Gentamicin:
SHA Td 3= Ae-3fed . EC50 (Daphnia magna (dTeR Tl)): 86 mg/l
ERERELICSEI o g & o Tuds (TaRUioR) g 48 h
Ter: 3t g . e = 202
LC50 (Americamysis (31T WSTT)): 30 mg/!
fora Tma & ford Yudhs (TRIUISR) §3T: 96 h
TRiT: gug-SHY Sdidided 850.1035
RIaTel/STelIg Uiell &) faweddl @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi): 10
g/l
o g & ford Hudh (TaRdioR) g3 72 h
T 3 3.4 S & fAdwr 201
NOEC ( Pseudokirchneriella subcapitata (831 RiaTet (Tewt)):
1.5 g/l
o Tg & ford Juds (TaRTdioR) g3 72 h
T 3 3.4 S & fAdwr 201
EC50 ( Anabaena flos-aquae (H@@W)): 4.7 ugll
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Gentamicin / Betamethasone Formulation

TTHIl T o fafd:
7.0 28.09.2024

3ifH IR 9RY 31 Bt dRIG: 30.09.2023
Ugdl! gR SR} A &I dRIG: 06.01.2016

T30y, deR:
434591-00022

-y (faUTel Sierar
IERIESED)

SiTaTopen & fauredan

IERIESED)

Betamethasone:
SHHaT T 3 Ae-3fed
SNERSELIESEII

REINERIRRIEIEARCLIESEI

SHHAT TG 3 Ae-3fed
ENENERICSEINEREAINE

UH-Therey (FeRepifered Werer

EERICARERICRCINERCAINCIE

o Tg & ford Juds (TaRTdioR) g3 72 h
Tt ot 3 &Y. élfﬁ?fmzm

NOEC ( Anabaena flos-aquae (H@ﬁaﬁﬂﬂ)): 1.6 pgl/l
o g & o Huds (TaRdioR) g 72 h
I off 3.4 8. e e 201

100

. EC50: 288.7 mg/l

o Tg & ford Hudh (TaUioR) g3 3 h
TRI&0T Dt fohed: YTH-URa § T hlde
Wb o 3 3 S e AW 209

1

:  EC50 (Americamysis (ST ISTIfd)): > 50 mgl/

o g & ford Hudh (TaRUioR) g3 96 h

:  EC50 ( Pseudokirchneriella subcapitata (8%} QiaTet (Teaih)): >

34 mg/l

P gma & ford Tudh (TaRTAIoR) g3 72 h
Tt ot 3 3 &Y. %Eﬁ%irzm

fewoft: faciadr &t Hiw R S5 fqTadar et

NOEC ( Pseudokirchneriella subcapitata ( Bfr?ﬁ?ﬂﬂ (Qc_\:ﬁ)): 34
mg/|

WW%%&?W (THIUTSR) §3HT: 72 h
THT: oft 3 3 F. 2w = 201
fewoft: facrdr @t W R B fawadar T8t

NOEC: 0.052 mg/I

o g & ford Hudh (TaUioR) g3 32 d
T Pimephales promelas ( W@“&'ﬁﬁﬁ
T o 3.4 .81 ¢ Agw 210

NOEC: 0.07 ugll
o Tg & ford Tuds (TaRdioR) g3 219 d
SIS Oryzias latipes (GITlTIT-ﬁ ﬁW)

TRIT: OECD TRTEfT fe=m-a=r 229

. NOEC: 8 mg/l

o wg & ford Tudh (TauioR) g3 21 d
Uil Daphnia magna ( Wtﬁﬁ
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Ther: 3 g . e [z 211
-ty (RRIfei® SiaeRk @ 1,000
IERIESGIN
ATePI1aH FARTSS:
EENIEANELIESEII ©  LC50 (Pimephales promelas (ﬂTc'%'g ﬁﬁ:ﬁ)): 0.28 mgl/l
fore Tma & ol Yudhs (TRIUISR) g3 96 h
ST Td 3 Je-3fed . EC50 (Daphnia magna (@Tex FM)): 0.0056 mg/l
ENERELICSKIL o= Tma & ford Wudh (THRIUISR) Gl 48 h
RIaTel/STelIg Ulell &) fawaddl @ $3MRATYo ( Chiorella pyrenoidosa (JaTd USTTfd & a-dfa)):
0.09 mg/l
o Tg & ford Tuds (TaRTdioR) g3 72 h
TH-Thaexy (AfaUTe Sferar 100
IERIESGI
ASa &) fauTeaan (RReifee © NOEC: 0.032 mgll
fewTeRTam) feberl T & fordl Hueh (TeUISR) §aT: 34 d
TSI Pimephales promelas ( aﬁ%_s'ﬁﬁﬁ
R 3R Sraspuivrar
3(dYd:
TIENUTSEN 8@ Id ®Ne:
S ahHUIT BT & D OROTY: YA & 1Y WHTae diic o SashHueR]
(Srafsusie) g1 arar
Sfdes THHUET: > 70 %
o wg & ford Fudh (TaUioR) g3 10 d
T OECD uﬂ&rwﬁmﬁ%‘{wsozs
Gentamicin:
Gfae sraprurdr ot egar ¢ gfkom: g fa § sruefiftra e areh
9w SaHHUET 100 %
o Tg & ford Tudh (TaUioR) g3 28 d
T&e®T: OECD uﬂwﬁmﬁ%w314
ST FERTSS:
Gfad sraspmurdl &F elgar - W:W%mumaﬁﬁwmw
( ) &I dTddl
TIHT: OECD TRI&UT fe=mAe=T 301D
fewuft: ue it gt & et wR snenfka
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Il
Tyifaa Sfas Jaua
HdYUd:
Gentamicin:
ELISERINIE ] . log Pow: < -2
g e/
Betamethasone:
QTSI ToTih: (T : log Pow: 2.11
g Id/ar)
ITeHIaH FERTSS:
EICEESELE] . WSIfd: Lepomis macrochirus WW)
TG thdex (SHTH): < 500
frooft, ue St IRt % SeT W e
fqHTSI TUTih: (T . log Pow: 1.692
SfiacHIa/ar) fewuft: uRee
fordY o wifer=fteran
3T IUA Tl
3= yfagpd yHTa
3T IUA el
13. e Hifgard
frrem & %
/Y I §41 7 (e . FHe Pl AT H AT B |
Ry fafodl sr =y hos |
afa afdh ; Eﬁ%@ﬁéﬁﬁ%ﬂﬁ&ﬁﬁ?ﬁﬂﬁﬂﬂﬁﬂ%ﬂﬁm
T & ford o oTa|
3R 3=yT fafAfEy 78T fava Tam: sioRjed Sate & U H
fAged #1 |
14. UREg a1
siaeigia fafraw
UNRTDG
UN dR : UN 3082
Hr9e &1 98 A : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
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(Gentamicin, Benzalkonium chloride)

i : 9

ofeT U |

q9d : 9

TgTaRur & o WavTs® Logl

GEER)

3T T TSt 3R

T/301g S TR : UN 3082
Wﬂ%’[:ﬂ'ﬁ[ . Environmentally hazardous substance, liquid, n.o.s.

(Gentamicin, Benzalkonium chloride)

i : 9

e U |

NE : Miscellaneous

fsarddl ol foerd (@rRM - : 964

EESEE))

fEsareic) #1 fRema @E g © 964

EEK)

TR & ford GavAes |

GSER))

373 TH St oit-Pis

UN F&R : UN 3082

Iﬁagt[wﬂ'ﬁqm . ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Benzalkonium chloride)

aif : 9

ofeT U |

d9d : 9

EmS Sfgar . F-ASF

BEEREAE ;O

IMO JUHRUN & AR 4P A ufiagd o

3yfcf fob 1T Mg ee o fore o] et

ITNTEal & fore faRiy araurmai

TgT U e uRae aviferur fad GemT & YaieH! & iU €, 3R U U ¥ 3Ftdss Tl &
T TR 3T € ST b 39 TR&f STet e & HiaR 39 aufF fbar mar g1 uRae o1 fafdy,
3THRY, 3R i a1 <=1 & fafam o fafearstt & SgaR uRae Frffe<or fim-fe 8 wwd €1

15. fafrarae @

gerd a1 fryor & g qRem, Wy, iR gafaror & fafrwfaus

39 IdTeH & 3aud fAfiaf@d sHa<e Ry A gRa §:
AICS : Fyffea T8t

DSL - fifed 8t
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IECSC - fuffa =gt

16. 3= AT
e o1 fafy © 28.09.2024
Sifafed SIF&RY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ i dd-Id! Sel, Sel
TN fohd g adTasl Ui Tiel TR quT QI ™™ Tord,

http://echa.europa.eu/

g@%m@awmﬁaﬂqmw%ﬁmﬁq$wmﬁa@@w&ﬁmw
Mqrel

fa=7ie uRey : feA oA

3= AN & gut a1

ACGIH . guHU| ACGIH TR J1H (TLV)
ACGIH / TWA . g-Uc, gHY- 9o 3igd

AllC - 3NN TIRAT $T e & ANTT - SToreT BT T A oRkag TorEl; ASTM -
AR IrEh udtermr TRTEE:; bw - STat BT a9H; CMR - SR, Jeol-d 1 U favaT; DIN -
THA TF®IHR0 IRIH & U AF®; DSL - aiqwﬁq?ﬁ(aﬂm) ECx - x% Wfdfesar ¥ 9T
Gdad; ELx - x% Ufdfehar ¥ S8t aifeT &); EmS - MTUTddblel- RIsgd; ENCS - Iﬁqasﬁ?mz
RS Ueld (STAF); ErCx - x% s &) Ufdfhdr § &1 dhad; ERG - SMUadbIc widfhar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3 & forg
TRT; IATA - SR arg afag THRIGRH; 1BC - HRT HET & Wi Il are
%ﬁnfm @?W%ﬁvﬂ: HfET; 1C50 - 3T SHfIHAH RIS e, ICAO -
RIS AR faHFA W13, IECSC - I & Hie[aT Y-S Uardl & 3dedl; IMDG - SRigH™
WWW IMO - mgtmaﬂw; ISHL - 3TRfTe TRE SR WA B (SITUTH);
ISO - AR & fIT RIS ' 6+; KECI - HIRAT HIGaT IR $dext; LC50 - TRI&m Mard
BT 50% BT Gl Tobgd; LD50 - URI&UN STETEl BT 50% bl Gldeh WRIH (A °ldd GRD);
MARPOL - STgTell & UGNUT 1 A6y o foT SIeRTPI FHe; n.o.s. - 39T MEY T8, Nch - foreit
308, NO(A)EC - 3fadlid T fdbar TaT (Ufddpd) UHE Hdhad; NO(A)EL - 3/adid- 9 fdbar mar
(W% ) THTE TR; NOELR - TR-3Ga@I%--917g YU deM &x; NOM - 3fiwiRe Afde faw;
NTP - TSt . BRIH; NZIoC - T &t <5t e 9¢8); OECD - 3Mfiids Tt 3R
3BT TTE; OPPTS - IS JRET 3R UgWUT JHUH HRTEd; PBT - RIRH, S1a-TUHAIaR0 3R
fawmad werd; PICCS - A SR I yerdf &t fhelidia gdedl; (Q)SAR - ([EHTESE) I
Tfafafer dey; REACH-WW@?WW,W,W@W@?WﬂWW
fafa@= (EC) H. 1907/2006; SADT - W-digdl 3{qge digHM; SDS - YR&T sl 2ie; TCSI - dgaH
e gerd 3desl; TDG - \WavAId A &1 URag; TECI - Y3as TR 3de; TSCA -
fawTe gerd = sififgw (e g SMRe®T); UN - §ga X1F; UNRTDG - BIM®RS MM &
RTET IR TG WY BT RABIRY; vPvB - Tgd W IR Sgd SIa-TUHAHRUT IRG; WHMIS - HT-
RY WRATD JrUl =1 oIt
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U R&T ST 2T & SUD THIRM &1 dRRG B &1 T THSRT §HR I, STHHRT SR Iy &
TR Tl § | TSR B JRI& &1 T JUTEH, TN 634, UfehaT 3, T &, URTg He,
fAge™ BA quUT e & AU Fad Anfe= & wu § fEomg= fear mar § aun fed uer o ard ot
ToraTT &1 fAfERT 8T AT MW | Jueisy B Tl BRI 39 SDS & /Y W ugar! it dad
fafRry areht @ Tefra § qur sps wnrh &1 fedt ey Il & Tae o ar fasdt s wfshan F, 519
I U1 H T FdTa1 71 81, TRANT &1 R 94 a1 81 Taball ¢ | It yiarstt &l @] 817 0, Uaied
¥ 3ifaw Iare  SDS-UM & IuHdT BT SMbe B Tl 38T B, TIRT HA, Ufshdr da
TUT T TR & 30 3HiF &1 & ARy T & SHaRT SR Ry ot weten e a1fgu |

IN / HI
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