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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 § aiffpd 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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SIReH &1 feEerd ; ‘% ‘%‘
Thd e G SN
BT = 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
TR g 81

H410 STereR Sfia TR T IR U9 3R 1Y 8 3 favar|

wgfaard/gdiay™ §a N

P203 IUINT & § Ugd gt JRen =i &1 urd &%, ug 8ik
JAHT U1 B |

P260 I AT YT &I I H 7 |

P264 ITH & TG 91 ®I 3BT kg Y|

P270 3 3G DI TN Hxd THI GHT, THT1 a7 YHaH Jd |

P273 dITaR0l H BlsH A URER B |
P280 &S G/ T MR AT T/ &0 U5 |
I
P318 3R 3{HTaRYI g1 1 fo=ar g1, Fad<ia Iamg ¢
P391 BA®Id UHHd B |
HSRT:
P405 HSR ard H|
fFarr:
P501 &= &1 FuerT Wigd de SRuvd dREM A
|
3= gIferal foret ufvoma wesg aeffevor 1) giari
SIATd
3. 3Ydl BT HISA/STHHRI
Terd/faysor . foyor
3rayuq
TORRS A H T (PY) - TR | TSI (HEAH) (%
wiw)
NN ENIERNIEEANREE 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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4. yyfire fafeer & Iur

M A8 . 3R gHeAT g1 a1 ded 31 A @l o AfSHA Wb J A8 R
TS TV £ 38 1 ThT BT 8% ARy § Rifpeda wae o

SR FY §RT UgUI g1 ST : i 919 gRT U5 o forar Y, ot relt gt ga1 § o g
it ggan o |

3R 41 ¥ Gudh gl e . g B IR, qRd @1 B Wi 3R Sgdrd U ¥ I B
T avd Td Sd IAR |
fafreita wgar o
YN ¥ TS X el |

_ QTN § Uget A Sd I 381 ke U

3R 3{TE ¥ IS g AY ;A (SR & o siiet & a9 e
e S I 8 3R SRY IR, af Fafeadia wgam |

3R fre feram smg : gfe fATTer S, 96 ORa 9d &L
fafeeita Tgam o|
U o 1Y Hg 3wl dve Pl HRd|

T Tgaquf e 3R L 3foTTd Y] B1 81 Ugan Wb 5

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

Ui fafdre & TReur : mumﬁwmaﬁa%&naﬁv&nmmﬁhaﬁu T
ST Bt FUTTT B TR YT Y Al YRETTH IUHRT
BT IYTNT BT A1RT (TS 8 37 )|

Rifras & ford g L o SR TEanT ¥ SUER HR|

5. R IUT

Iqgad U= Hifgan R
Yarspgia-vfariedt g
FIa SEHHARS
BILEZSREINSIEE!

A (M) IR S THY ¢ IF

AR & RA AR @R T84 I BT YU WA & fo1T Ueh W1 g1 Tl g

GARATD Gg TGl I BRE AFEeY

(31FT) G2 & faRy adies : g RIS IF TaT ©3 o R R R S-urg
TR & 3IHd Bl
T fS=d o) 38T A & I8 S1d-BeR &1 YA HY |
SR U1 BT YRIE § Al 3T & & I &g = de-R e o
SIE & WTell Ham |

IMYFH & TRV a3 & 9H WR, W93-FREd 4T Sua0l UgH |

JUYDHR ST Y&TETd FUBIUT TRINT D1 |

6. 3T A® e Surg
JafFad AU, ReMeTd ¢ Aol &TAS IUSRO YART R |
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JUSHN T SATITTBTAT IRIEra gefeiT Rl (WS 7 37 ) 3R fdaTa Jrem Iuauit
PIEIY & gImal (TS 8 ¢ ) DI HIATA By |
qgiaRuity graenar : IR0 H Bie ¥ URER B3|

g A1 QRIEr, 3R 3 RAra a1 SaehTd &l A5 |
WS ATt § o AP (Iererur: g1 a1 dat Afden)
Hgftd Ui T U Bl @1 Td HepTaT |
¢ AGAYUl SABId UK 1 81 b, I VAT WIGINRAT B
gferd &1

THIs A AR Bad AJP 3R AW yerd § I |

& Uerd Ud wiop S g & forg ST a1 39 Iuged AU UG B dlid
g 3R 79S| afg S8 &1 T8 yard &1 Uy fosan S Gl g1
I 3 ITGad DR ST IR KR B |
IUYAd TEHRST & 1Y B bt AN ARG B! AH B |
R 1 IS fafaw 39 verd &1 faFfi ok FueH &3 &
for ANy 81 Ahd 7, Ty E I AEey SR SmgeHy W ot 5t
(39 uerd &) Relicl Bt IwTs & ITAIT § 7 S 31 37T B

ot &1 g o S faeiam @ 8 €
U THSITH & STHIT 13 3R 15 F© RIF 1 I Rebrgde
F IR H TFHR UeH Hd § |
7. FETEA 3R HSRUT

qPp-i] JU L AU (URIUR) ¥ g9 & a0/ s aa1d 3/ HM & d8d
Sofifafe Surg ¢ |

R / 1 dfea’H L 3R Ui AR Sues B, af R ey dfedsq &
1Y STNT He |

YRIE g & forw D @A A YS! W AT FRA ¢

graeTtar P T HIY &I A & A
e 7@
il & Ty g ¥ gRER HY

ATA o §1¢ @l B 3D ke Ul
3BT AN Wewdl IR YR&T YA13f & SIER HuTd, St
PRIRIT TRIUIGR 3BT TR ST 8
& @ HH T d¢ IR G |
Y IATG DI YN DR GHI JHT, U1 A1 4o Jd DY |
Waﬁg@h@ﬁﬁﬁﬁﬁwwﬁ@,sﬁ?mhwﬁw@
PH I
GRfEd YeRU &) gRfRUfcnr  © 3rd] a9 dad fobt gu fosal & 4|
HSR a1l ||
B PR GG HD 39|
o= It ool & AR HeRT &1
3 el 9 o : Ffeied geR & Uisee & Iy 7 39
fig siirfieuiig Toiey
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8. Siifay forimror / it gRem

PRI A0 & Al &A1Y Eaad
3faTd T T (V) | I ISR =TT Ureret / YR
- TR (3R&UI D] | RS
ThR) YT
TS el TShid € Re 9004-99-3 TWA (@9 10 mg/m3 ACGIH
SERIEER))
TWA (-1 | 3 mg/m3 ACGIH
k)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB | 3fidR&
2)
AR SR OTO
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB4) | sfidR®
AR BRI @
| g S | 10 ug/100 cm? | 3aR®

geohifrafi frdzror

foroht s @t 9l
oI gae s

RUIRERICEIR]

garf

3T e s=g

1 Ud YRR Gaeht s

;g Solifafe e @) ufRR fewrs grr srffad e

TR SR ITe], ST, 3R TATaR0T B &M & T GMP &
Rygidl & SR arferd fasar s @nfgul

Sffrard = u  fordt et JuTe 1 SrgHfa el ]

g TR Ren a1 Jsum Wil &1 SwaTd o |

TR TRIGIATSHRA & It WHTET JiS[E &Y, af TaeT=mer &
TUTS T IR, I T § TS BT 715 S19-JREM Dioe, WH
TS, BT IWHTA H | 3R Tg JUTGHT HiSlg el §, q arg= ¢ a1
STCi IR U |

L R Ui R ey dfds Suasy T8l 8 31 TeueR

3 SRR far-FEsi & aTeR ToguioR uefid B g,
A 4T GR& BT ST DY

. EeU UeR

A g e

D S99 TG | fTaR &1
L 1SS e a1 T 3 Ty YRET a1 UgH |

3R HTH & AIRIA A1 TIAfafd § o o1 fRufar, Su a1 wRed
M &1, ol Ifrd M7ed ugH|

IR Yd, ¢, T TR & AT e Fudh &1 UG 81, ol
TuRiTeS a1 OX I8R BT 3 W& UG |

© gl g1 YA Bie § BT B

5/22




&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Gentamicin / Betamethasone Formulation

TTHIl T o fafd:
6.6 30.09.2023

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

T30y, deR:
434591-00021

TW3dl dadt U™

IR 1 B! dg! ¥ SI1d P 1T D1 off I8! B b YR W
feeiad o) |

Tyrfad gftd HUs FHepTem o fore Iferd Siifet aob-ie! &1
AT B |

L 3R GHY IUTNT & SR I & U T 3 B GHGT |,

@ HTH B & WM & AT 3RS 7 B yonferar iR Jrem
QMR U B |

TGN & SR, BT, YT a1 ¢ 7d H1 |

Tgfd HUS! B OH F T1E 5l TR Y SXAHTA B

i & gyTdl e § Seiifaie Aa=or ot aefien, Ifa

SHfGRIT GR&T IUHRT, IRId ST SR ufv=iie= uferanat,
3N Wesdr AR, fafedr ARe SR awigsig
BN EIRSEINRUIE N KRR
9. Hifae ud varafA® ur

fearae %d

1 Sl IUAs el

Ty : SeT Uy gl

e Y g : 3T IUAs e

iRec) D SeT Iudsy gl

EESEICEEARINEIE D STl IS et

URY® I9a- B fdg/IqeH ST IUA g

CaksiteIl

wa fag D 3T U e

R F R S IRREE I

Ao (319, 19 ) R vbs| o K

SqeRieT (@R uerd) D 3l IUAsY T8

3= fawpie T/ IR . SC1 3UAsY gl

SR THT (30

Tarfafere ferdie)

FH fawpie AT/ et D ST ISy gl

Saa-RiTedr ST (@8R
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Y TS L SeT Iudsy gl
el ATy ga SESTUIREREE ]
el T L S IUAe el
L] : 8T SUds g
PRENIGRIVERBEIY

ot & fater SSTd KSR IR ]
ICEISRRINICINCE] D Sa1 Uy e
SfaeHIa/ar)
SNESRIRA BT AT D STl U gl
3THeH T AIIHMA D STl SudsY gl
RIEGINERSAISE))

L STl IudsY gl

fawphiesd TURaHId S CRV A G |
STRfiRT & TURGHTT : 39 uerd a1 iy & SIRNGRS aiidd el foval T 5|
3O HR L ST SUAsY Tl
HUT HT AT D SaT IudsY e

UfddR : ffpamiierar & @Ak & ®U ¥ aiidd gl |
T fRURaT D I fufe A RR B
URGmeHy ufafparait DO 3aEiBR® Toicl & 1Y Ufafohdr HR Ihdl &
g9 yfyfaal 9 o< I 1o
SFiTTa T L SiraRieiT e
3qge yardf ¥ shigq . Bl @k ad (FoReY) 3uged gy J1d gt
11. fwrasnfora g
JTG 3REUN (TIUISR) B aR |1 gRT TS0 AT
T ISR @ Y U
IBUGEI]
3ffEr @ Tudh
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W fauraaar
JUAS TSR R aFiiepd el
LK
GIEENENCEICSI : SffAuUTdt fawTedT SIgAM: > 10 mgll
feper=t T o o Tuch (UeRdIvR) g3iT: 4 h
TYeq07 ITTEROT: Y/
WIBT: T RIBT
3{d4dq:
TIeftUTSe g ®e:
g Mifae fawradar LD50 (JgT (¥€)): > 5,000 mg/kg
Gentamicin:
g s faTaddr LD50 (IgT (¥€)): 8,000 - 10,000 mg/kg
LD50 ({8 (AT3)): 10,000 mg/kg
g o fawraaarn © LCS0 (8T (RT)): > 0.2 mgll
e T o fordl Tudh (ToIeR) gaim: 4 h
URY&f0T ATATaROT: Yel/Fa
fewoft: 35 gg 39 B9 W 78! ¢! T
g fawraaar (RUSM & 8 :  LD50 (I@T (X€)): 67 - 96 mglkg
A TEIIHTH & I 3Hd:RRT
LD50 (JgT (XT)): 371 - 384 mglkg
TR & I ARgaRE &
LDLo (daX): 30 mg/kg
TG & I 3fc:FRRT
Betamethasone:
g e fauTadar LD50 (IgT (X€)): > 5,000 mg/kg
LD50 (YU (HI3H)): > 4,500 mg/kg
GIEENEACEICSKI © LC50 (8T (RT)): 0.4 mg/!
fram Tma & ford Tudh (TRTOSR) §31T: 4 h
STeRITa FR1SS:
fig Mifae fasmadar LD50 (=T8T (X<)): 240 mg/kg
g o fawraaarn L LCS0 (8T (RC), TR (|d)): > 0.05 - 0.5 mg/l
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%ﬁ@ﬁw%ﬁ%ﬁw\gm)@ﬂwh
&0T aTITaRUT: Yel/pga
T8®T: OECD Uterur fa=mAd=r 403

3fhe: T YuTTel! & o1l &rgepl |
feuoft: v S it & a1 W nutid

CIERCEIRRELIESE : LD50 (JgT (X¢), Arel (fad)): 704 mg/kg

91 & T RS

JUAS SR TR aFfiepd al|

3HdUdq:

TIeNtYTSeN g Id ®ie:

I G RO ]

RGN . SV

gRomy . @9 A Sad et

Gentamicin:

I GOSN )|

gfvomg . gA®! Tt g Bl S

Betamethasone:

I R CRRN )|

gikomy : gD U & Bt oA

TTePIfTH FRISS:

PRI . HHEg

giomH . TYRP, 4 °9¢ 1 ITY HH &b TGHUITR & dI

iR A7 gfasdeH

JUAS SHHRI TR aFiiepd al|

3d4d:

MeYTS A g dId WRe:

PG| GOSN )|

LSRG I e oo

gRoms : 3REl H S gt

Gentamicin:

Tt G RO ]

gRoms . gt Y 3iial Bl S
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Betamethasone:
I R RN
gfRomy : 31 H Oa gl
STePITH FRTSS:
PRI G RRN )|
gfomy © 3Gl R 3URGd-g UHTG
oI a1 UG GATS DRI
9T B gUTSIar
JUAS TSR TR aFiiepd Tal|
Y- D TSIl
JUAS TSR R aFiiepd el
3dd:
AT TS hId TR
TR1&0r Dl fbe L gA g T gster
U (TFIUIER) & I L gudh
I : TR fom
giomy . BUTED
Gentamicin:
feuguft : 3T U gl
Betamethasone:
U (TRTAER) & IR i)
PG| : TR fom
gfyomy © BHHOR JRICTSoR
TTePIfTH FRISS:
e o1 foeg : ggA Rdte $hec U9 ¢ (TSRS UIE)-dl & Adgdmial
& GRIET fabr o1 gfY o1 uter
U (TRTAER) & IR A Y dUb
IS . HHg
gfRomy . BUTHD
SHaTY] I "o
JUAS STHHR R Figpd Tal|
3{dUdq:
AT g hId TR
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IBRISERISEESIEC]

Gentamicin:

ISEISERINEESIEC]

Betamethasone:

RreriRe 5 el

Tl ot o i Weeh fausta ufvads @t St (AMES)

IR IR ED

. TRIU B fhH: YRR & T18R TRl B HIRABT3 BT S

IaRad= udtemr
gRumy: FudS

GR1&(01 D1 fhe: ShIHeIH TsRRH ¢ 3 fagt
GRUTH: A

D ORIET B o AT o THYURITST JEATND I URTEur

(Shifad wroft § Argeomicsd uR)
TS g8 (H139)
wﬂ%m%mﬁ &Hmsaam
TRUm: Hund®

TRl o) T dadifear e fausia ufvad= @t Wit (AMES)

Ry FUdS

TRIUT DY fh: IRR & 18R WU Bt HIRABT3 BT Shi
IaRad= udtemr
RIS KD

G801 D1 fhe: I TsRRH ¢ 3 fagt
URoIme: gRafdd

D TRIET B foh: AR o THUNITST JEATYD I URTEur

(Siifad gt & Wseomicd uR)
TS Ju& (H139)
TEHHTH & I NAH
gfvome: siffad

. &Y T Ioi INTTY] HIRIHT IARATH B TG H qi{hHR0T B

gl T8l FRar gl

Ul ot o dadifea Weeh fausta ufvads @t St (AMES)

RIS IREED

T B} fre: IRR & 18R TURAY Bt HIfRb13M o1 ST
Iafad ulieo

T8BT: OECD Utequr feunfder 476

RIS IS
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fewguft: ue St IRt & IeT R snuTiRd

G801 D1 fhe: SIS TsRRH ¢ 3 fagt
TBT: OECD Utequr femnfader 473
RIS KD
feuoft: e S it & a1 W nutia

fSFeIpHifct 3= faar L Ul ot T TRt o TiiNIge YA g usiern
(Shfad 9Tof # ArscioiHicd IRW)
TS g8 (H139)
THBRA & I: FRTe @
TBT: OECD Utequr femnfader 474
gRumy: HUndS
fewguft: uer S IERET & ST W smuTid

FHERSHB

JUAS SHHRI R aFiiepd el

3d4d:

Gentamicin:

HIRSH T - b © 3T U T8l

STeRI g RS S:

groTifer LRI RT)

T BT & I S AGE |

fra gg & ford Iuds D 29

(TRIUISR) T

GRCT :  OECD Ustefur feenfder 453

gikomy . BUTHD

fewoft . T oY ARl & ST WR uia

I ¢ o (HISY)

THAIHH & I 9 YU

P Tvg & ford Ius 80 9gWig

(TRIUISR) G

giomH . BUTED

Tt G RO ]

TP & I& 9T YUD

o g & ford Jus : 90 9|

(TRIUISR) T

giomH BUTHD
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3 fourear
31Tt RIg] Y B1 Ug el Thar 3
3dYd:
Gentamicin:
3(AdT & YT L TRIET B b &l Uiel g ddTe A fasTaddn sieqa-
gerfa: g7 (X©)

JdRdT: NOAEL: 20 farm/fm siifves 4R
gfvomy: foedt Heayuf ufdgd wHTd &1 gamm 1 et

TR RIY & AP R UG © G3&0r o fve: Yoy Rig faswm|
ToTifa: TR
fomr s fauTaddn: NOAEL: 3.6 BT/ IRING UR
gfeomy: yor-meiey g fawTeddr =6t

Tieqor o1 fp: Yoy Rig) faswm |

goTfa: IeT (X©)

AR & I: FeAReIgd

fapraTae fauTaddr: LOAEL: 75 fErm/fem IRie UR
gfome: yor- ey R fosmedan

TRYer0r &1 ford: Y-y g fasr |

TS g8 (H139)

AR & I: FeAReIgd

fapraTaTe fauTaddr: LOAEL: 10 fErm/fem IRiRe UR
gfvomy: miwy RIg] g &1, faeuarstt g1 <t wit|

TRYer0T &1 for: Y-y g fas |

goTfa: IeT (X©)

AR & I: FeAReIgd

fapraTaTe fauTdddr: LOAEL: 50 fBrm/fem Rie YR
gfvomy: ey RIg] g &, faeuarstt gt <t wit|

ST faSTerdd - Sfidpa . A4 USSR SeaaH I fde™ IR ufddd uHE
HRIAD Tgd

Betamethasone:

T R & e R uyEl Yol SR
TAh R o IRd: FigufRm &

famrarar® fauraddrn: LOAEL: 0.05 famm/fem eRiRe 4R
gfvomy: meiey RIg] fawredar, faeaarstt <&t it

UoiTfar: 8T (RT)
THBRA & I @l & J1d
fomraTe® fauTaddrn: LOAEL: 0.42 fimm/fem ImiRe 4R
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6.6 30.09.2023 434591-00021 Ul IR SR A &t dRRE: 06.01.2016

gRume: faeuarsh et mit

TS g8 (H139)

TG & I TigafRey o

fomraTd® fauTadar: LOAEL: 1 f&rT/fa IkiRe 4R
gfony: foeuarelt Sxft T

ST foSTerdd - SHidpar D ORI R ol TR TR & STYR WR fadr WR Ufddd T &1 Wy
Iad e g1

ITePITH FARTSS:
3(AdT & YT L TRIET B [ &l Uiel g ddTe A fauTaddn sieqa-
UoiTar: <81 ()
TEHHRE & I: e T
T8®T: OECD Uterur fezmAd=r 416
TRy Fond®
feuoft: v St amfrt & Ser W enutia

MR RY & e uyEl - gdeor ot few: Yo Rig faem|

TSl @RI
UGB R & I: FRTe T
TPBT: OECD Utefur femmewr 414
TR HUTEHS
fewguft: T S IR & ST W nuid
STOT - U d Sifaw
JUAS TSR TR aFfiepd al|
STOT - Gg™T sifad

a“ra“ao‘l?ﬂ:rqugﬂuﬁm@q&tﬂ gferef 93, 79q, USHY WS, 94, Siftigae Uiy (TeAa
E)) S Pl JRIH Ug AT 8|

3Addd:

Gentamicin:

&g 3faad T, fiat dE

3ffer : ﬁﬁmqg?mmwéﬁwsaﬁﬁ(ahwgﬁw
Ugardr |

Betamethasone:

e Sfagd L Uiy Y, uforel 43, Tud, uigHY TS, Yo, sifiqas U
(TSHd )

i : ﬁﬁmwm@éﬁwﬁﬁ(@m)ﬁw
Ugardr |
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Gentamicin / Betamethasone Formulation

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

6.6 30.09.2023 434591-00021 Ugall IR SRI A & dRIRG: 06.01.2016
SYTeRI~aH RS S:
e : st # oo fAE/fBTI/E STy a1 3T HH ! Aigdl R B
Hequl TRy YHId et s e R
U QRIS fauTeRar
3{d4q:
Gentamicin:
TSI - |
LOAEL . 3mg/kg
TEAIHTH & X ArgulRE A
fram gg & ford Iudh 12 Months
(TRTAISR) g3
&g 3fauq : 1131“
3R D Qedl, Yo g8l
IPTIIT B erd
LOAEL . 50 mg/kg
TEHHRA & I N o
frda vy & ford Jud © 3 Weeks
(THIUTSR) G
&g 3faTd : T, fiat dE
IPTIIT g
LOAEL . 6 mg/kg
AR & I - 7
frda vy & ford Jud © 3 Weeks
(THIUTSR) G
e 3faTa © 54, el iad &, R
yrorfa LR (e
NOAEL © 5 mglkg
LOAEL . 10 mg/kg
TEAIHTH & & . HgulRE A
frda g & ford Iudh : 52 Weeks
(TRTAISR) g3
e 3T L T, ad
Trrifal LRl (e)
NOAEL . 12.5 mg/kg
LOAEL 50 mg/kg
TEAIHTH & Ix i o
fram THg & ford Tudh 13 Weeks
(TRIUISR) g
&g 3{aaq : 113]‘
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Gentamicin / Betamethasone Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
6.6 30.09.2023 434591-00021 Ugall IR SRI A & dRIRG: 06.01.2016

Betamethasone:

Uit DN

LOAEL © 0.05%

TEAHRE & I . T Y YUS

frda Tvg & ford Tus © 10-30d

(TRIUISR) g

e 3faaa L Oy Uy, uforelt 7, TH@

Tty LRI (XQ)

LOAEL © 0.05%

TEHHRE &b I . T Y YUS

frda Tvg & ford Jus © 8 Weeks

(TeRIISR) g _

LRI ERE] . YRHY IS

PITIIT ¢ S (HISE)

LOAEL ©01%

TEHHRE & I . T YUD

frda vy & ford Jud : 8 Weeks

(TRIISR) g ‘

[NERESERE] . YRHY IS

PTIIT| S ||

LOAEL : 0.05 mg/kg

AR & I :

frda vy & ford Jud . 28d

(TRIUISR) g

e Sfagd L I, U o, fYgdd TR (TEiHd de)

STeRI g FRTgS:

gt LRI Re)

NOAEL - >= 100 mg/kg

TEHH A & I ;

P gg & ford Iudh 12 Weeks

(TRTAISR) g3

C IR KGR

JUAS TSR TR aFiiepd al|

T4 SiRaW & ATY U

3dYd:

Gentamicin:

[BUGEE] . &g 3agq: &l

& 3fagd: Hiast B
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Gentamicin / Betamethasone Formulation

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

6.6 30.09.2023 434591-00021 Ugal IR SR R & dRIG: 06.01.2016

Betamethasone:

Y GRT UG AT L e 3aygq; 3ifegad i (TeAd We)

IR RS LEE L STIR: e, gRiew, saq

12. nTRfRufaaTa Jamn

i fRAfa® faumaman

3{d4dq:

TSN TaE®Id Wike:

a3eh &l fauTedar : LC50 (Leuciscus idus (e 31t)): > 10,000 mg/!
e Tma & ford Yudh (TRIUISR) g3 96 h
AT DIN 38412

EICIYEIRACRIESGI : EC10 (Sfiarg)): > 10,000 mg/l
o Tg & ford Tudh (TaRTUioR) g3 16 h

Gentamicin:

BT Ud 3 fe-fed . EC50 (Daphnia magna (dTex iT): 86 mg/l

ERERCLIEREI] o Tg & ford Tudh (TaRUioR) g3 48 h
T 3 3 4 St e fAdwr 202
LC50 (Americamysis (ST ISTId)): 30 mg/l
P Ima & ford Huh (TaRTAIoR) §31T: 96 h
TIHT: JUI-sUY SAUiciey 850.1035

QAT diel o) fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8% 2aTd (Tesi): 10
pg/l

fPa Iug & ford Tuedh (TaRTAIeR) g3 72 h
T 3 3.4 S & fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁ?ﬂﬁ (Qc_\rﬂ)):
1.5 ug/l

o wg & o Hudhs (TaRdioR) g 72 h

Tpr: off 3.0 . T Fd= 201

EC50 ( Anabaena flos-aquae (TAISaaH)): 4.7 pgll
foram Tma & ford Yudh (TRIUISR) g3 72 h
Ther: 3t g . ¢ [ 201

NOEC ( Anabaena flos-aquae (JT3AISaIGH)): 1.6 ugl/l
o g & ford Hudh (TaRdioR) g3 72 h
T oft 3. . 2w A= 201

TH-ThaeRy (ffdurdt ek~ © 100
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Gentamicin / Betamethasone Formulation

30.09.2023 434591-00021 Ugal IR SR R & dRIG: 06.01.2016
SHarugedt o faureddr :  EC50: 288.7 mgl/l
o Tg & ford Tudh (TaRdioR) g3 3 h
TRIEU D1 fdT: YT-URar § T hlac
Ther: ot 3.4 St e FAd=r 209
TH-Bdey (RR&IA®S SR 1
[ELIESGD)
Betamethasone:
SBT3 Ae-xfed :  EC50 (Americamysis (ST USTTfd)): > 50 mgl/l
ERERSELIESEI] o g & ford Hudh (TaRUIoR) g3 96 h
QAT del o) favgdar ¢ EC50 ( Pseudokirchneriella subcapitata (EQLT??[HTH (Q(Trﬁ)): >
34 mg/l
o wg & ford Huds (TaRdioR) g 72 h
T 3t g . ¢ = 201
feuoft: facaar &t 9 R H13 fauraddr 78t
NOEC ( Pseudokirchneriella subcapitata (83t R1dTeT (Teoh)): 34
mg/l
ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
TWer: IS e ﬁ?’f‘ﬂ 201
feogoht: facrar &t W W SIS AT Tt
a3eh @I fauredar (RR&1feiee © NOEC: 0.052 mg/
fwTaTam) - Ima & ford WU (TaUIeR) g3 32 d
TSI Pimephales promelas (ﬁo?%‘s’ ﬁﬁﬁ)
Tt 3 g & e F[dwr 210
NOEC: 0.07 pg/l
- guy & ford WU (TaUISR) g3 219 d
USTIfd: Oryzias latipes (SO HSH)
TRIBT: OECD TRTefu fa=m-ar 229
SWHATTd 3= de-3fed : NOEC: 8 mg/l
ERENCLESCIREREAINGD P Imd o ford WU (TaUIoR) g3 21 d
[ELIESED) USTId: Daphnia magna (3Tex Uil
T 3 3.4 S & fAdwr 211
TH-Bdexy (RR&1A® oiaer @ 1,000
[ELIESGD)
STePIUH FARTES:
a3en @ fauTedar LC50 (Pimephales promelas (fegs fHdT): 0.28 mg/l

| o g & o Wudhs (TaRTUIoR) g3 96 h
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Gentamicin / Betamethasone Formulation

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

6.6 30.09.2023 434591-00021 Ugal IR SR R & dRIG: 06.01.2016
SHHAT T4 3= Ae-3fed . EC50 (Daphnia magna (dleR eil)): 0.0056 mg/l
ERERSCLIESEI] o g & ford Wudhs (TaRUioR) g3 48 h
QaTa/STelg Uiel ol faurgddr @ $3MRE4e ( Chiorella pyrenoidosa (ATd TSI & g=fa)):

0.09 mgll

fora Tg & o) Tudh (TRIIIGR) gl 72 h
-y (fqurdi sl@er.~ 100
[ERIESED)
Aol oI fauredar (RRerfels © NOEC: 0.032 mgl

fawTaTam) o g & ol Hudh (TaUioR) geim: 34 d
TSI Pimephales promelas (ﬁ'ﬁ%@' ﬁﬁﬁ)

TITRE 3R rapHfordr

3dYd:

TIeNYTSe g Id ®e:

S SMAHHUIT BT & : ORI YT & 1Y Ui idd aiid o SHThHUBRT
CRIESESEERIS
Sfdd THHUET: > 70 %
- Ima & ford Wues (TaUISR) §31: 10 d
TBT: OECD Utefur femmfewr 3028

Gentamicin:

Wfde 3IIhHUIAT Dt & . gfvome: dg fa 3 sruefforg g9 arch
W9 SEHHUET: 100 %
fpa gma & ford WU (TaUIeR) g3 28 d
T8PBT: OECD Utefur femmewr 314

SHTeRI-TaH FRTES:
SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueRT
CRISESEERIS
BT OECD Uterur femnfd=r 301D
feuoft: v St Rt & Ser W enutia
Tyifaa wfae d=ou
3dd:
Gentamicin:
ELISRRINICHCS] : log Pow: < -2
Sfigera/ar)
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Gentamicin / Betamethasone Formulation

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

6.6 30.09.2023 434591-00021 Ugalt IR SR} & P dRIG: 06.01.2016
Betamethasone:
ELISRRINICHCS] log Pow: 2.11
3 AIe/am)
TP FARTSS:
EICESELE] I | Lepomis macrochirus (@T;@?I Wﬁv_‘ﬂ)
TG hdex (STH): < 500
fewuft: ue SiRft Il & et wR sneia
fAUTS T[uriep: (WA : log Pow: 1.692
i/ fewoft: aRevam
gt & nifo=fteran
331 Iy gl
3= Ufaed guTa
3T IuAH TRl
13. e ifgard
freq & aie
/Y Y T o7 (ger) . PHe Bl A H AT B |
YT faf ol ey has |
afa ofdh L T fesal &l A B 3TSA B arelt Baaer A SargadeT At
T o ford o SITU|
3R 3=yT fafAfEy =78t fava Tam: sivRed Sate & U H
fAgem ®%1
14. IR I
siaeigia fafraw
UNRTDG
UN dR UN 3082
Araeq &1 g 9| ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Benzalkonium chloride)
i : 9
ofeT Sl
KEN] .9
JgiaRur & ford WavTs® Dol
GEER)
38 T & T-3t ot 3R
g /3018 8 TRR UN 3082
Aded &1 et 9 Environmentally hazardous substance, liquid, n.o.s.
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Gentamicin / Betamethasone Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
6.6 30.09.2023 434591-00021 Ul IR SR A &t dRRE: 06.01.2016

(Gentamicin, Benzalkonium chloride)

i : 9

o1 U |

NE : Miscellaneous

fEsarddl ol foerd (@rRM - : 964

SEEES)

fEsaradl @1 fRemad @Et gars : 964

SRS

yafaRul & o @avAs g

GEER)

3T T 3 Si-Pis

UN dsR : UN 3082

Hr9e &1 98 A :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin, Benzalkonium chloride)

i : 9

e U |

KELS 9

EmS dfgar : F-A,S-F

ﬂﬂ?ﬂqw . gl

IMO JUHRUN & AR 4P A ufiagd o

3Myfef fopw T e & forg am et

IuanTRdat & fore faviy graenfaat

TgT o e uRae aviferur Sad GemT & YaieH! & ol €, 3R T U § 3Ftdss 9l &
T UR 31T § o fob 39 IR Stet =ffe & HiaR 39T qui fosar ma g | ufkagH &t fafd, s
THRY, R &= a1 <=1 & fafgw o fafaedrsit & SraR ufkag aifevur firm-firs 81 9ad g1

15. fafrarae g

gerf a1 firyor & e Ren, W, ofR wafavor & fafu/faam

39 ITeA F 3iaquq fAmferfad gaa= e & gfaa §:

AICS L a8t

DSL : a7t

IECSC : fuiRa =&t
16. 31T LI

BRIPECHNRIR] ©30.09.2023

fafved SR
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Gentamicin / Betamethasone Formulation

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

30.09.2023 434591-00021 Ugal IR SR R & dRIG: 06.01.2016
3aT Xite & dhad & fod . %o HId SDSs, OECD eChem ¥ 3(idRe dd-Id! scl, Sl
TN fohd g adrast Ui Tiel TR quT QI ™™ Tora,

http://echa.europa.eu/
feie ey . Ao ay
3= SR & quf arey
ACGIH . guYU| ACGIH IR J1H (TLV)
ACGIH / TWA . 8-Ye, HY- g 3Ngd
AIIC - SN Tl &1 Sifeferars et ANTT - wﬁmaﬁw@m@wm ASTM -
3! Al Uieror TR bw - Sial &1 G9; CMR - BRI, Heol-d a1 Yo faveT; DIN -

THA AFSIHR0 IRIH & U AFS; DSL - ‘Eﬁqwzfﬁ%ﬁ(m) ECx - x% Wfdfshdl ¥ T
TahgT; ELx - x% UidichdT I St ST &; EmS - HTUTdhTei Vegdl; ENCS - ﬁqaaﬁ?qq
RS Uard (JTAMF); ErCx - x% s &) Uidihdl ¥ JST Hba; ERG - UIddmIeA Hldfshar
TES; GHS - éf%wwwﬁlw GLP - 33! YGITRITAT UAT; IARC - $iR TR ¥ & forw
ToI; IATA - 91y uRagd THIRIURH; IBC - YR OE1 T WaRAdh -1 aral
ésﬁnfwsﬁwwésm HfgdT; 1C50 - 31T SHfADHaH RIS g, ICAO -
SRR AR faA F716; IECSC - ﬁﬁq‘cﬂwqﬂﬁﬁzﬁﬁ IMDG - S{cRigHa
WWWNO e«mﬁg’luﬂaa"rwmlsm ST YReM AR WA B (W),
ISO - AM®IHRUT & T SIRIPRT 13, KECI - HIRAT HISET [T gdel; LC50 - TRI&UT SHTarl
BT 50% BT Gidh Tobgd; LD50 - URI&UN STETEl BT 50% bl Gidch WRIH (A °ldd GRD);
MARPOL - STgTall ¥ UGNUI &1 AU & oY SfeRigha Ta; n.o.s. - 3T Ay 76T, Neh - feredt
f98; NO(A)EC - sadib = fdar M (wfddd) UHE ddha; NO(A)EL - 3fddid- 9 foear T
(V%) THIT TR NOELR - IR-aTH=-21 T1d T aR: NOM - SRR Afde fHaw:
NTP - I8 fau-fax SRIH; NZIoC - T $1 gelt ofs $dedl; OECD - SR e IR
o™ TTa; OPPTS - IMMAM® JRET 3R UGN ABUM HATAT; PBT - RIRR, Wd-THAHRN 3R
fawmad Terd; PICCS - I SR IS terdf &1 fhelldia gdedl; (Q)SAR - ([EHTEE) ITT
TfAfAfY Fey; REACH - TR I¥e 3R IR GoiidRul, eidh, WRSGR R ufady aRug &1
ﬁﬁuﬂq (EC) 7. 1907/2006; SADT - -dtadT ugeH dgdr; SDS - 4T Sl He; TCS| - ArZa™
QI‘{'IILII"IGD tla%f $'CICQI TDG - WWWW TECI - 2‘II$Q15 Hivlal x4 srddﬁl TSCA -
fawrert uare Az s (3iged sy 3MmReT); UN - §ge Y; UNRTDG - BIMSRS HHH &
ORTET R TG P ST RABIRRY; vPvB - Tgd W IR Tgd Sa-TUHAHRUT ARG; WHMIS - HT-
RIe WA AUl T Jurrat

U RET ST 2Me & SUD THIRM DI dRIG B &1 T THSRT §HR JH, STHHRT SR [y &
SR 6! § | THSRT B GRI&T ST Y FUTEH, TN H3A, Uil H, T -, IRaeg He,
AU FRA a1 Bie & forw Haa Anfes & wu & foma fasar man § qun fedh R &t ardt an
T[UTaRT T fAfGRT 18T [T SITET | SUais S TR SR 39 SDS & /Y IR ggar! it daad

WW@W%HWSDSWWW 3 It & oo o 1 fareht o ufshan °, 5|
% UT6d § 9 911 T Wmméﬂﬁﬁﬂﬁﬁ%lmmﬁﬁmaﬁw e
¥ ifaw Iare # SDS-UTHt & JuYHdT HT Mbe- B Tl 38T B, TIRT A, Ufshar a5
T T B B T 3y & F IR wee! B TR iR R &) Gefer 51 91y |

IN / HI
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