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1. ITE Ud HHHT Bt Ugd=

gerd A *  Betamethasone / Gentamicin Formulation
fFrafansmyfdeat

ST ' MSD

Yl * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Rpose wam ;g fafercar Sarg
ITINRT R Ufaay A ¥ 31 o o
2. @R B yga=

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

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

i3 e -affevur

iR 3 afasae : faurT R

S faeTeRTan : fqum gat

A3 deg-of Sfew fawaaar  : faum ¢ (digw IfY, ufeReft @3, 1o, ursew s, 394, siftigas
- TRTGd 3RET0T T (TedHa We))

HAPIID (T ST W fAUmTR
SrPIId (SUT) STelg @a’T & faumT 8

SI.U9.0Y. d9d d
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Betamethasone / Gentamicin Formulation

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

2.8 30.09.2023 5345525-00010 U5l §R ORI A $I dRIG: 09.12.2019
BETRICH SRCGN
1 rart SURe : H319 3ifal # FsflaT Sfei I Rl ¢
H360D 3fSITd fRIY] &1 81 Ugar Tehdl ]

H372 & Sefi= a1 gRTga TemdioR (figy 4y, ufereft o,
T, YIEHY TS, I, SHferged U (T ois)) o b

TR UGl 8|
H401 STefeR Sita & fore fasa|
H410 STaTeR Siidd TR oFe RIRH UHTT 3R J1Y gF 3 favar|

wefoardt/gdiay™ sa R

P203 IUINT & § Ugd Tt JRen =i &1 urd &%, ug iR
JHT UTa B |

P260 P TT HTT BT TG H 7 |

P264 AT & dlG @dl Bl 3BT kg U

P270 3 3G DI TN HXd THI GHT, T a7 YHaH 9d |
P273 TR0 § BT ¥ IRER & |

P280 I&Ta® S/ I 3R 371G T/ &0 U |

I

P305 + P351 + P338 3R 3@ A Tal 9| s fHe d&b Ut 3
IR (R) B | 3R Picde ad A Bl dl 35 HobraT

3 gl af Rera ¢

P318 3R 3Rl g1 1 fo=aT g1, Faa<ia Iamg ¢

P337 + P317 3R 3@ 9@ oIRI 3 i werar urd

|
P391 TAPId UHHd BI |
HSRT:
P405 HSR ard HI
fFarr:
;01 &= BT FuerT Wigd dte SRuvd dREM A
|
3= gif~al foreT ufvume =y auffeor =gt gianl
S{IATd
3. 3AUQ! HT AISA/SITHPTRI
Terd/faysor . foyor
3quq

2/23



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Betamethasone / Gentamicin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023

28 30.09.2023 5345525-00010 Ugd! g SR} A &1 dRIG: 09.12.2019
RS 9 T (FY) - TR | TSI (HE1RH) (%
w/w)
T-2-31Td 67-63-0 >=10-<20
RrRrEd 0t - g gIRiidIRe 99-76-3 >=1-<25
Gentamicin 1403-66-3 >=(0.025-<0.1
Betamethasone 378-44-9 >=(0.025-<0.1

4. iy fafee & Iur

I e . 3[R gHeAT g1 a1 dad 31 A @l ol AfSHd Wt I g X
STq &0 TG X8 A1 Wbl &1 &) fRufd o fFafeaita warg o

3R Wi gRT UgUI 81 WY . gfe I gRT 95T o forar Y, ot Tent gatt g1 § o g
fafb i gea o

SR @l ¥ WU g1 oY L g BN IR, qRA @1 Y I 3R Sgdrd U ¥ I |
T avd Td S SAR
fel i ggdi o
YN ¥ Ugd X el |

. QIR § UG § o] 1 S e Ut

3R 3@ J U gl oy WS gF W, R Gl B HH Y HH 15 e d& o IR U
UM Y 9B D1
3R PHiTede o=l UgA B, 3R Ie! IARAT 3 81 IadR < |
faf it gea o

3R e feran g : gf fATTer S, 96 ORd 9d $L
fafrcta wgam o |
Ut & 1Y 4§ 33! aRg Peall HRal |

RERE iR I : 3ffel H Gefiar STer Ieqel BRaT B

TG, ST g 3R & 3T I H1 BT Ugan Aol g
a‘”r%fmqgmﬂm&rmaﬁwsaﬁu‘r(ahwgﬁw

Ui fafere & TReur : mumﬁmmaﬂﬁaﬁra%&naﬁv&nmmﬁémaﬁu T
STREH Pt FUTTT B TR YT Y Al YRETETH IUDHRUT
BT IYTNT BT A1RT (TS 8 37 )|

Rifraas & ford g L e 3R TEanT ¥ SUER HR|

5. R IUT

Iqgad U= Hifgan e |
Taspgra-ufaRre S
B SRHHURS
[ /RIT TA

AR M IR F Aegd ¢ 3R

AR & RF AR @R <8 IATG! BT YU WA & fo1T Ueh W1 g1 Tl g

GARATH S8 IATG! . PREA MR eY

(31FT) I & faRy adies : g FRTHS IF TaT o3 o R R R -y
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Betamethasone / Gentamicin Formulation
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AT’ & 3Hd ol |
T fsd o) 38T A & I8 STd-BeR BT YA He |
SR U1 BT YRIE § Al 3T & & I &ifdg= de-R e o

T8 &1 WIeh HAY|
M IH & U iRV TaE N A 9H W, Wd-HaEd 41 IR0 U+ |
JUHT Al 8T IuHRT TN S |

6. THTRTP fiefier sur
JufFad YT, ReMATd ¢ (Aol I&TAS IUSR0 YART e |

JUSHN T SATTTBTAT IRIEA gefeiT Rl (WS 7 37 ) 3R fdaTa Jrem Suauit
gfehamg & gImal (TS 8 ¢ ) DI SAIATA By |
qgiaRuity grarar : IR0 H Bie ¥ URER I

e A1 QRIE, 3R 3 g a1 SaehTd o A5 |
IS &l | o A A (ISTER0T: gz a1 def Afdrepn)
Hgftd Ui T U Bl @1 Td HepTaT |
gfe Ag@yUl SAHId U AT 81 9b, I RIHIG UIIHING! Hi
SERER]

JBTE HH MR BAd JAb 3R N e # I |

& uerd v aid S g & forg ST a1 3 Iuged AU UeH & dlfds
Had iR 7§91 Al SES B1 718 Uy oI Uy farar S Gahr 8
I 3 ITGad DR ST B KR B |
IUYAd TEHURSC & 1Y Hard Bt AT ARG bl AIh B |
R a1 I8 fafaw 39 verd &t a9l ok Fuem 1 &
fore AN 81 Uhd €, I1Y 8 39 AeRIgey 3R smgeryq wR ot St
sﬂmﬁaﬁ Rreiier 3 TETE & ST B T o 21 3479 B

ﬁ@msﬁmﬁwﬂﬁﬁﬂmm@ﬁ%
U THSITH & STHIT 13 3R 15 F© RIF A1 I Rebrgde
F IR H TFHR U  Hd ]
7. FATA 3R YSRUT

qPH-1p! SUT™ L AU (URIUR) ¥ §9 & fa=0)/fsh aa1d 3/ HM & d8d
NI IUg 34 |

R / $d dfea=E L 3R T AfeARM e B, a R e dfeasq &
1Y IGINT B |

QRIE BTYe & forg D @A HUS! R AR G

qrauT=a DI AT UA S AN H A A
GRUSES]
A A T |

e & d1G ol Bl 3BT aRe Y|

3Bt M Tl TR GREM TUTST & SR T, S
PRI TRIUIGR ST UR TR 8

o B 9 PR I¢ Tbh 9|
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Betamethasone / Gentamicin Formulation
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Y Id1e DI YA HRd FHY W1, UHT AT YHAT Hd D1 |
FAGA, TaG T F Ah BT WY I, 3R qaferor § w9

CEASIER
GRIEd YeRU &) gRfRUfcnr 33T dRe 9 dad fobt gU fosal & 9|
HSR a1l H|
Y PR TG PR G |
fa=Iy Ity fafodl & SER HSRU |
3 el 9 o : Ffoiad geR & Uisee & Iy 7 39
g SfiRfTe oY Toleq
8. Sy ferimror / it R
PR a0 & UFS & Y 3aUd
3[qud T T () | I THR =0T g / 3MYR
- TR (3RETUT BT PNENICK
UHR) HIACIH
NU-2-3Td 67-63-0 TWA 200 ppm ACGIH
STEL 400 ppm ACGIH
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 3dfyp
2)
ffaRed STH®RE: OTO
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | 3fidRe
ffaRed STHBRT: @
| oie &t 4 | 10 pg/100 cm? | iR

3{qua Hvwg | FrEuEd | e T | REREa | SUR
(9) - gegl HIaR | DT
TR
oH-2-3MTd 67-63-0 |TUdcH Bl Y 40 mgl/l ACGIH
SIS BEI
T
R R
Cal
SSLalliv]
goifeafar s i Solifafar Faaon &1 afeR fewe g1 srifad 89
LY 3R Iare!, wifal, 3k yafarvr &t &M & faw GMP &
RyGidl & SR arferd foar s @nfgul
Sffrard wu 9 foredt et Sute o1 ergafa el 51

sc TR Rew a1 Apum™ WeNfifhal o1 STHe B |

3R TRIGIATESIRA & 1T FHTST Hiv[e 81, af TaeT=mer &
HUTA H IR, ST &4 H fS91s 31 715 SIa-TRef Hiore, /A
TS, BT WU H | 3R Jg GHIGHT HIN[E el &, o a3 ¢ a1
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Betamethasone / Gentamicin Formulation

TEHRT TNy ot fafd: TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
28 30.09.2023 5345525-00010 Ul IR SR} A &t dRIG: 09.12.2019
§9eig R IHTA |
foroht s @t Il
o1y Gt s=g L IR ygid R Ry 3fede Iuds T8] & a1 Tegulor
3frebe SRRy feen-FEel & arer vegueR uelid e g,
Al T YRET BT SUANT DR |
fheer UBHR . Ygad PE®Ur 3R B ary UHR
RUIRSERIEEIR]
garef - T m
fewuft . S9d AT R faaR &Y
it daef s D 1SS Xites AT TN & |1y JR&f I=AT UgH |
3R HTH & ARG a1 A & o o1 fRufar, Su a1 wRied
ifare g, @ Ifad e usH |
TR Y, Yo, I TR o ATHAT 1Y A &1 FUTa1 8,
Tefics a1 IR AER BT 3T TREUT U |
@ U9 TR et s . gl 91 YT Sie § HTH B
IR @1 B! Jdg! ¥ S1d P {o1U B1 off I B b YR W
Sffafad STel 3% UgH (S, Wildded, T, Medcd,
fSeoed o) |
Tuifaa gfid wus Feran & fore Ifra Smfei aw-ie! &1
FEIHTA BN |
W dr gadt U™ L 3R GHRY IUTNT & SR ITT & Jud § 3 &) GHIT &,

@B A & VM & B9 3 49 ST Jonferar iR JRa
QMR YGH B |

TN & SR, BT, U1 a1 (5 7d HY |

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

gfaem & U Tarer § SSiaieT Fa=or o1 weien, 3fad
T GR& IUHRT, IIa ST iR ufk=iie= ufesana,
N Tl AR, fafde FRET ok aRime

=01 1 ST LM BT A1
9. Hifas Ta Tamaf® qur

farae EE

Rl S Td RC G E e |
Ty ;3T IuAs gl
7Y BTGB L 3 IUA e
e S Td RC G |
fae/és &1 aa SCTU KSR ]
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TTHIl T o fafd:
2.8 30.09.2023

T30y, deR:
5345525-00010

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! g SR} A &1 dRIG: 09.12.2019

URfY® I H1 fdg/IqeH ST IUA gl

Caksitll

L ST IudAsY gl
SCTd KSR ]
v |

L ST IudAsY g
SCTd KSR ]

D 3l IUAY g

L STl SuAsy gl
L ST Uy gl
STU KSR REIE ]
L STl SUAsy gl

STd KSR REIE ]
e

L STl SuAsy gl
L ST Uy gl

D 3Ol IUAsY g
. fowples T8t

: zguerd a1 et o st Re arffera =gt farar o 1
D 3l Uy gl
R
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10. fRu=ar aur ufaferaar

UfdeR : Siffpuriiddr & @R & T H Fifed 81|

T fRuRar D g Riffaa 3 fRR g

URemeny ufafsmarsit Ao SHiRfieRS Tolel & Ay ufaforar a gedr g |

3 gRfyfaal 9 o< 3T

ST AT L SfeiteRofig Teey

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

11. fwmasnfora g

TG SREUN (TFUIOR) & §R G gRT U0l Al

T THGR CEIR Y
fTerT
i & Fudh

GIEACLIESEI

U TSR R Fiffepd 8]

LIAKH

g Mifaw fasmadar : SfforTcl fasTaar SIgHM: > 5,000 mg/kg
TABT: AT ARIBT

3{d4dq:

NU-2-3iTa:

g Mifae fasmadar ©  LD50 (ZET (}2)): > 5,000 mg/kg

GIEESEACEICSEI © LCS0 (F8T (RT)): > 25 mg/l
e Ima & ford Tudh (THRTSR) g3 6 h
URI&UT qTaTaR T arsq

SIERCEIRRELIESGII LD50 (BRIR): > 5,000 mg/kg

fhurga dt - srEgifieRe:

fig Mifae fasmadar . LD50 (FgT (RT), TR (We)): 2,100 mglkg
TIHT: OECD URIEUT fG=mfe=T 401

Gentamicin:

fig M faumadar LD50 (IET (X<)): 8,000 - 10,000 mg/kg
LD50 (F{¥h (HI3H)): 10,000 mg/kg

GIEEREAELICSEI] © LCS0 (8T (R)): > 0.2 myll
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Betamethasone / Gentamicin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT TRRG: 04.04.2023

28 30.09.2023 5345525-00010 Ugd! g SR} A &1 dRIG: 09.12.2019

e T o fordl Tudh (TaUIeR) §aiT: 4 h
URIE(0T aTTaRUT: Ye/Ha T
fewft: H13 7o 39 S W 78T 3t W

g fasmedan (AU 9H & 3= LD50 (IgT (¥€)): 67 - 96 mg/kg

A I Sa:RRT
LD50 (IET (X<)): 371 - 384 mglkg
TEIhTH & I FigafREr o
LDLo (ddX): 30 mg/kg
TEAIh T & I 3fc:FRRT

Betamethasone:

g Mifae fasradar LD50 (8T (}<)): > 5,000 mg/kg
LD50 (¥ (H139)): > 4,500 mg/kg

GIEESERCRICSE] © LC50 (I8 (RT)): 0.4 mgl!
ford gHg & foR) Jueh (TRIUTOR) §31T: 4 h

U & T ergerieTeE

JUAS BRI TR afiepd al|

3ddd:

TY=-2-3Te:

IR G (]

gfRkomd N R A NE |

fhrursa &t - srdgIfia=ive:

G| G RO

gRoms : & H §aH Tal

Gentamicin:

G| G RO

gfRomd . A®! Il adl B ST

Betamethasone:

RIS G [

gfkomg : gD Wl adT Bt oA

iR A7 efasaeH

3t o Yoiel A Iad PR g |
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R
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Betamethasone / Gentamicin Formulation

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

2.8 30.09.2023 5345525-00010 Ugall IR ST A &1 dRIRE: 09.12.2019
3d4d:
ﬁﬁFLZGﬁa:
TSI D WY
gfomg L 3l Bt ofe, ) el & iR fadd
fyurga 0t - grESIwRfia=<iRe:
PTG R RN
oy © 31l H Oa el
Gentamicin:
Pl Do
oy . gDt g1 3Ral Bt oA
Betamethasone:
TSI SRC RN
giomH : 3TEl H A T8
YT a1 UG FIATS DRI
T D AT IAT
JUAS TSR TR aFfiepd al|
YT-YYT D GITSTdT
JUAS SHHRI TR aFiiepd al|
3d4d:
N-2-3iTe:
e o1 fed . IR T
U (TRIURR) & I L IO Y U
TSITfd . foeR o
RG] :  OECD udierur femnfad=r 406
gikomy . BUTHD
fhrurse &t - srSIfla=ie:
e @ b L IR SPHEHRN Uterur
U (THUIER) & I A Y YUb
TSI . foeR o
GRiCal . OECD udterur femnfad=r 406
gikomy . BUTHD
Gentamicin:
femoft © 3T U gl
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TAlgd gRAMISSIS WHeH & 3R
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Betamethasone / Gentamicin Formulation

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

28 30.09.2023 5345525-00010 Ugd! g SR} A &1 dRIG: 09.12.2019
Betamethasone:
U (TRIUIER) & I G
IR : TR fom
gfvomy : HHAR RIS
AT 9d JermHRidt
JUAS TSR TR aFfiepd al|
HdYUd:
TY-2-3Te:
et 3 faer TRl o) e e e fausia ufvad= &t St (AMES)
RIS IS
TRIE0 D1 fheT: TRR & T1ER TR BT HIRIDISN BT S
IaRad= gdtem
RIS KD
IERICCRIISEESAEE] D TRIET B o TAUTRAT o TIRINITRE JEATND T URT&0r
(Shfad gTof # ArgcioiHfcd uRW)
uwi%r:w(um_) '
TEIHRH & I SeURead goia-H
RIS KD
fyursa @ - grsgiwiaiRe:
fSFIcInIRIE 37 fagr TRl o) e dadifear e fausia ufvad= @t Wit (AMES)
TPBT: OECD URteur fa=mAeer 471
TRUM: HUTE®
TRIE0T D1 fed: HIHISIH TaRRH oX¢ 3 fagl
TPBT: OECD Utequr femmewr 473
gRomy: aRdide
SR 37 faar ; %&gﬁmzugm@dmummuﬂ&mﬁﬁmﬂﬁﬂﬁﬁ
)
UoiTar: <81 (RT)
TEAIHTH & ;a1
T8BT: OECD Utequr femnfder 478
Ry Fond®
Gentamicin:
IERICCRIINEESIEE L IRIEUT BT e YRR & S6R WHUTRAT Bt BRSBTS HT S
IaRadT adtemr
IRUMH: BUTHS
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Betamethasone / Gentamicin Formulation

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

28 30.09.2023 5345525-00010 Ugd! g SR} A &1 dRIG: 09.12.2019

GRI&I0T 1 fooe: ShiHTeNH TSRYH ¢ 3 fagl
gfRoms: SifAfad

fSAIeIhIRIE 3 faar L TRIET B o TAUTRE! o TIRINITRE JEATND T URT&0r
(Shfad gTof # ArgcioiHicd IRW)
TS Gy (H139)
THHRA & I: 3id:RRT Foia==
TRUM: FUTES

Betamethasone:

IEBIEERIREESIEH) TRl o) o dadifear Teeh fausta ufvads &t St (AMES)
TRUm: HoTdS
TR D} fh: IRR & F18% WU B HIRIB13 BT S
Iafad ulieo
TR HUTEHS
GRI&I0T 1 fore: ShiHTelH TeRYH ¢ 3 fagl
gRRue: ardfde

SBT3 faar L TRIET B o AT o TIRINITSE JEATND T URT&0r
(Shfad gTof # ArscioiHicd IRW)
TS Gy (H139)
TSI & IK: AifH
gfRoms: SifAfad

SaT] o TEToHRIe - L 1T BT gl Y] HIRIBT IARadT & =0 H GiiiehRur &l

3ffhe gad T pRar gl

FIRSTHAI

JUAS TSR TR aFfiepd al|

3dYd:

W-Z-Gﬁﬁ:

PEIRE L e ()

TRITHRH & I DN AT (@)

P gmg & ford Tudh © 104 TETE

(TRIUISR) g

GRICT :  OECD Ulefur fe=mfacer 451

gikomy . BUTHD

Gentamicin:

HERSD T - 3Hipa . 301 U et
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Betamethasone / Gentamicin Formulation

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

2.8 30.09.2023 5345525-00010 Ugal IR SR R &1 dRI: 09.12.2019
3T fowTaaan
31Tt RIg] Y B1 Ug el Thar 3
HdYd:
MY-2-3Ta:
3(ARdl & UHTG L TRIEr B fohe: &l Uil greddTaH fawTadan sieqa=
geTifar: T (X©)
TEAIh T & ;[ o1
URUMH: BUTHS
TR RYF AP RG] G&0r o e Yoy Rig faem|
goTfa: g7 (X©)
TEITHRH & I: 7 o
gRUMH: BUTHES
fhrursa &t - srgIfla=ive:
TR RY S AP RG] Ghe0r o fere: Yoy Rig faem|
ToTifa: @RI
TEAIh T & I: FATd a1
URUMH: BUTHS
Gentamicin:
3(ARdT & UHTG L TRigr B fohe: &l Uil greddTaH fawTadan sieqa=
ol 8T (RT)

JaaT: NOAEL: 20 farm/fes ekie 4R
uikors: felt eyl ufdea uHTa Bt T TET fircht

MR RY & e uyEl - gdeor ot few: Yo Rigy faem|
PEIRRRCRIIN]
AT fauTdar: NOAEL: 3.6 i/ IRIR® 4R
gfoma: yor-miey R fasredar et

TRYeror &t fore: Y-y g fasm |

UoiTfa: <81 (<)

TRIHRH & I FCURSIHad

fomraTe® fauTaddr: LOAEL: 75 fim/fa IIRiNe HUR
gfeomy: yor-meiey g fawTeddr|

uﬁ&mﬁm Yoy Rig] fasm |

ﬁwﬁw LOAEL: 10 fimm/fem eiiRes HR
gfvoma: TR RIg] 9 &)1, faeuanstt gt o=t Wi

Tieor o1 foe: Yol Rig) fasm|
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Betamethasone / Gentamicin Formulation

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

2.8 30.09.2023 5345525-00010 Ugall IR ST A &1 dRIRE: 09.12.2019
UoiTar: <81 (Re)
TEHHTH & IK: geaRead

famr s fauTaddr: LOAEL: 50 fim/fa sIkiNe UR
gfvomy: e RIg] g &, faeuarstt =gt <t wit|

ST fquTadd - 3fidad . gFa sWSHASISd iead- ¥ [de™ R ufdgd gy
HRIAD Tad

Betamethasone:

TR RYF AER W UHE] Yol @™
TR & IRd: FiRgufRm &

fomraTe® fauTaddr: LOAEL: 0.05 famm/fem sRiRe 4R
gfvom: T R fawreddn, faeudrai &t wi|

gTIfa: T (X©)

TAIBTE & I G &

fomraTdS fauTadar: LOAEL: 0.42 BT/ IRIR® 4R
gfony: foeuarel Sxft T

TS Ju& (H139)

TEAIHTH & I nmﬁﬁra‘rfr

fomraTe® fauTaddrn: LOAEL: 1 famm/fem skiRe 4R
gRum: faeuarel it mit

3{TT fauTeRTaT - Sfiched D U WR o TR TR & SHTYR WR A W ufdgd guTa &1 Wy
Ted e g1

STOT - U d Sifaw

JUAS TSR TR afiepd al|

AdYUd:

W-Z-Gﬁ’ﬁ:

3fiche © $Y Td RRIYAU ST B IHhdl g

STOT - GIET sifgw

T BT a1 TRIG TaIaeR (WY i, uforelt o7, 1@, usHd s, Y94, Sifigae i (e
E)) S P JRIH Ug AT 8|

Sdyd:

Gentamicin:

&g 3faTd : T, et dE

3ffber : a?ﬁfmqgmﬂmmiﬂﬁws?ﬁﬁ(shm)ﬁmﬂ
|
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Betamethasone / Gentamicin Formulation

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

2.8 30.09.2023 5345525-00010 Ugall IR ST A &1 dRIRE: 09.12.2019

Betamethasone:

&g 3faTa D Oy U, ufoRel dF, TN, 4ISHY e, 9, Siftgae Ut
ERERESE)

fipa : ﬁﬁmqg\?qﬂm&rwéﬁwszﬁﬁ(ahwgﬁw
CREIGIE]

U g fauraar

3dYd:

ﬁﬁFLZGﬁa:

gt LRI Re)

NOAEL : 125 mg/l

AR & I © Y oA (arw)

fra g7g & ford Iuds 104 Weeks

(TRIUISR) g

fhrursa &t - srgIfla=ive:

yronfa T8l (2)

NOAEL . 250 mg/kg

LOAEL - 1,000 mgkg

AR & I :

o g & ford Wueh . 28 Days

(THUTGR) g3l

GRICT . OECD URtefur fa=mfAd=r 407

Gentamicin:

I |

LOAEL : 3 mg/kg

TEHHRA & I i F o

P Tvg & ford Ius 12 Months

(TSR g3

&g 3H{9ud : ggf

3R L Qeet, Y §gAl

TSI . dR

LOAEL . 50 mg/kg

TEAIHTH & X D @A A

o g & ford Ius : 3 Weeks

(THIUTGR) gl

&g 39gd L T, et dE

TSI . W)

LOAEL : 6 mg/kg

UGB & I i F o

o g & ford Jus : 3 Weeks
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Betamethasone / Gentamicin Formulation

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

2.8 30.09.2023 5345525-00010 Ugall IR ST A &1 dRIRE: 09.12.2019
(TRIUISR) g1
&g 3qgd : X9, el Y &, R
TorTfal . eI (@)
NOAEL : 5 mg/kg
LOAEL 10 mglkg
TEAIHH & I . ArgafmE A
fra g7g & ford Iuds © 52 Weeks
(TRIUISR) g
&g 3faTd © T, I
BT LRI (XQ)
NOAEL © 12.5 mg/kg
LOAEL 50 mg/kg
T B & I ArqulREt A
frda Tvg & ford Tus 13 Weeks
(THIUTGR) Gl
& Hgad : ggf
Betamethasone:
TSITfd D WY
LOAEL © 0.05%
TP & I& 9T YUD
P gg & ford Iudh © 10-30d
(TRIUTSR) gt . _
&g 39ad L Uiy Uiy, gfarelt o, a9
PEIIRE . eI (@)
LOAEL © 0.05%
TP & I& 9T YUD
fod g9g & ford Tusdh 8 Weeks
(THIUTSR) §f _
&Y A{qgd . YIEAY TS
PRI ¢ Yo (HI3Y)
LOAEL ©01%
THAIHH & I 9T YU
o g & ford Yus : 8 Weeks
(THIUTGR) gl _
&g A{qgd . YIZAY TS
TSI - |
LOAEL . 0.05 mg/kg
TEHH A & I . Afee
P gmg & ford Tudh . 28d
(TSR 3T _ - .
&I 3fagd D, UIgHY TS, 3ifigae Uiy (TS wis)
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28 30.09.2023 5345525-00010 Ugall IR ORI 31 B dRIG: 09.12.2019

IR EEGR]
JUAS TSR R a¥iiepd el

TG SiRaW & Aq1Y AU
3dyd:

Gentamicin:

[BUGEE] L 8T 3HaTa: Tal
&I 3auq: Hid

Betamethasone:

I GRT gl H=AT . d&d 3{qYa: Siftigae UfY (Tedd )

eI L STIR: e, gRiew, siad

12. uiifRufasta gE=r

uri¥fRufae fasmamar

3ayd:

- 2- 3fTeT:

EENIEARELIESE ©  LC50 (Pimephales promelas (av_d%@:’ ﬁﬁﬁ)): 9,640 mg/l
o g & ford Wuds (TaRUioR) g3 96 h

SHHTT Tg 3= He-fed :  EC50 (Daphnia magna (dTeX &it)): > 10,000 mg/l

ENERSELIESE] P Ima & ford WU (TaRTAIoR) g3 24 h

SHaTops & fosTerdd . EC50 (Pseudomonas putida (JSIHHM gfeSN): > 1,050 mg/l
o g & ford Tudh (TaRTUioR) g3 16 h

forurga @t - grdgIaitaiive:

a3eh @l fauTedar :  LC50 (Oryzias latipes (\_SITCI'Fﬁ ﬂm)): 59.5 mgl/l
fore Tma & ford Yudh (THRIUISR) g3 96 h
TRIBT: OECD TRTefu fa=m-ar 203

SBT3 Aexfed . EC50 (Daphnia magna (dTcX Til)): 11.2 mgl/l

ERERSELIESEI] o THg & ford Tudh (TaRUioR) g3 48 h
W 1ISO 6341

QAT diel o faweddr 3R ( Pseudokirchneriella subcapitata (Eﬁ ard (Qc_\rﬁ)):
91 mg/l
o Tg & ford Tuds (TaRTdioR) g3 72 h
WI®T: 1ISO 8692
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EC10 ( Pseudokirchneriella subcapitata (EQLT??[HTH (Q(Trﬁ)): 31

mg/l
o g & ol Huds (TaRdioR) g3 72 h
TABT: 1SO 8692
Ao &) faureaar (RReifae :© NOEC: 0.024 mgll
fwTaTa) o wg & ford Huds (TaUieR) g3t 70 d
ST Danio rerio (ﬁ;l@ﬂ ﬁ"_‘\’r)
SHAATTd 3 Se-3fed : NOEC: 0.2 mg/l
ERERNCLESCIREREAINED o Tg & ford Hudh (TaUioR) g3 21 d
[ELIESED) USTIfcl: Daphnia magna (dTex Uil
TheT: 33 .S e A= 211
Gentamicin:
SBT3 Ae-Xfed . EC50 (Daphnia magna (dTcR Teil)): 86 mgl/l
ERERCLIESEI] o Tg & ford Tudh (TaRTUioR) g3 48 h
TheT: 3N 3. .S e FAdwr 202
LC50 (Americamysis (ST ISTId)): 30 mg/l
P Ima & ford Hueh (TaRTIIoR) §31T: 96 h
TR gUU-3UIY SAidicied 850.1035
QaTa/STery diel ) fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 2aTd (Tesi): 10
Mg/l

fPa Iug & ford Tudh (TaRTAIoR) g3 72 h
T 3 3.4 S & fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁaﬁr (Qc_\rﬂ)):
1.5 ug/l

P gmy & ford Tudh (TaRTAIoR) g3 72 h

T off 3.0 . T Fd=r 201

EC50 ( Anabaena flos-aquae (ﬂﬁzhaw»: 4.7 ugll
o g & ford Huds (TaRdioR) g 72 h
TeT: 371 3.3 . T FAw 201

NOEC ( Anabaena flos-aquae (AT3AISaIGH)): 1.6 ugl/l
o g & ford Hudh (TaRdioR) g3 72 h
T 37t 3.3 . T = 201

TH-ThaeRy (Mfdurdt ek~ © 100

Sttarugsit o faureddr . EC50: 288.7 mg/l
T I & o WU (TadIoR) g3l 3 h

Tef01 B fh: YI9-Ug § Fwlde
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Betamethasone / Gentamicin Formulation

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! g SR} A &1 dRIG: 09.12.2019

TTHIl T o fafd:
2.8 30.09.2023

T30y, deR:
5345525-00010

e i 3.4 S e MR 209
TH-Thae’y (RRePIfeID Serer @ 1

[ELIESGD)
Betamethasone:
SHHTT g 3= He-fed . EC50 (Americamysis (T ISTId)): > 50 mgll
ERERCLIESEI] o Tg & ford Tuds (TaRTdioR) g3 96 h
AT/ el o fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi)): >
34 mg/l
o g & ford Hudh (TaRdioR) g3 72 h
Ther: 3t g . ¢ = 201
femoft: facadr &) W R FE fsreaar T8t
NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)): 34
mg/l
o g & o Huds (TaRdioR) g3 72 h
T 3 3.4 S & fAdwr 201
feuoft: facaar &1 d IR H1s fasTaddr 78t
A3eh @I fauredar (RR@1feiee @ NOEC: 0.052 mg/|
fwTaRTam) o g & ford Hudh (TaUioR) geim: 32 d
IS IIFoH Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
T 3N 3.4 S e FAdwr 210
NOEC: 0.07 pg/l
o g & ford Hudhs (TadioR) §ai: 219 d
IS IIFoH Oryzias latipes (\_rITCH:ﬁ fl@',?ﬂ)
TIHT: OECD URTEfUT fE=md=r 229
BT Td 3 Sexfed : NOEC: 8 mgll
STereR fsTeRn (RReTe fora THa & o) Jueh (TaTUieR) el 21 d
[ELIESED) USTifd: Daphnia magna (dTex U<i)
T 3 3.4 S & fAdwr 211
TH-Thaey (RRepIferep Sieek 1,000
[ELIESED)
R 3R SO
3{d4q:
MU-2-3Ta:
AP SaHHUIT BT & : oRomy: dg wfa 3 smuehforg g9 arelt
BOD/COD BOD: 1.19 (BOD5)COD: 2.23BOD/COD: 53 %
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2.8 30.09.2023 5345525-00010 U5l §R ORI A $I dRIG: 09.12.2019
fhurga bt - srEgiwAs=IRe:
AP SraHHO BT & D GRUTH: I b Y UTpided dRic H SashHUDBRT
CIRISESESIEREIS]

S[IHHUT: 89 %
foram Tma % ol Judh (TeTUIeR) g3 28 d
T&BT: OECD Ultequr femmfAewr 3018

Gentamicin:

Sf9e 3raspHUIdT BT &HdT . giome: g ifa 9 3ruehtford g areft
Sfde Sr@aHHUET: 100 %
fora THg & o Tudh (TeRUIoR) g3 28 d
T8BT: OECD Ultequr femmfAewr 314

Tuifaa Sfae d=ua
AdUd:

WI-2-3fTer:
fayTe Turies: (WA . log Pow: 0.05
Sieera/arn)

fhrursa 6t - srgIRfla=ive:
fUTS T[uTiep: (WA . log Pow: 1.98
e arn)

Gentamicin:
faUTS TquTie: (WA : log Pow: < -2
SieAra/arn)

Betamethasone:
fquTer Turies: (T : log Pow: 2.11
SieAra/arn)

fardt & nifor=fteran
3T IS gl

3= ufdpa gHTa
a1 Juas gt
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Betamethasone / Gentamicin Formulation

TeHRT e & fafd: TY.31.09. FeR; i IR SIRT R DI dRIG: 04.04.2023
2.8 30.09.2023 5345525-00010 Ugal IR SR R &1 dRI: 09.12.2019
13. FRger ifgard
e & 8%
/Y 11 7 (garef) . $HQ Pl AR AT B |
RIFY fafad &g B |
gt afds L el fSa @l 3 D) g 7d HRA aTalt hatee! # SargaaT a1
T & ford o Se|
3R 3rgyT fafAfEy =7t foa am: srged Sare & =u #
fAueH &1
14. 9Rag gaAT
sieeigia fafraw
UNRTDG
UN dsR UN 3082
Ai9e &1 98 A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone)
T 9
o U [
e d : 9
TgiaRur & ford WavTs® gl
GRS
315 U ¢t -8t st 3R
TH/3MTg 3 TR UN 3082
CARRKIE Environmentally hazardous substance, liquid, n.o.s.
(betamethasone)
T 9
o U [
NE Miscellaneous
fesamdc @t fiearmd (@R 964
EEEEE)
fEsarad! @1 feemd @E gars : 964
TET)
JgiaRul & ford WaATs |
SR
33 TH S} oit-Pls
UN F&R UN 3082
Hr9e F1 9e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(betamethasone)
Tf 9
e U I
KEK 9
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EmS dfgar : F-A, S-F
BLCRRAC ;g
IMO JUHRUN & TR 4P d ufiagd o
3MYfe 3w T vigee & forg oy -1
SURTHdl & fore famiy araurrai

T8 fau T ufkasH arffeul daet a1 & Tio! & ol €, iR Thar U § sids I &
O TR 37T § oRT o 3 JR&f STet Tite & iR sqeT aufF fasan mar g1 aRae &t fafdy,
BRI, 3R &t a1 <=1 ¥ fafomt o fafdeareii & rguR uRae e fira-fid 8 9 B

15. faf~ramae @

verdf ar fireror ¥ fore e, Wy, iR yaiavur & fafwfaee

39 ITeA ¥ 3aud fAmfrfAd srae N A gfaa &

AICS . fyifa T8t

DSL . FRyifa T8t

IECSC - fyffa =gt

16. 3= AT

e 31 fafy ©30.09.2023

Sifafvad SHeRY

3T TN & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3{idR® d@-Id! Sel, Sel

AT fohd g adrast Ui et TR qul G ™S Tor,
http://echa.europa.eu/

faie uRsy : feAog.ad

3= SR & quf arey

ACGIH . guHU| ACGIH IR J1H (TLV)

ACGIH BEI : ACGIH-SIfa% ToIUISR adhidh(BEI)

ACGIH / TWA © 8-Ue, 9HT- 9o 3 gd

ACGIH / STEL : 3fcgpIfcid TaRqUeR HaT

AIIC - STEfe IOl ST Sieiorrs el ANTT - Sford &t 91 Yy gikaed Toidl; ASTM -
AR It uteror TR, bw - STaT &1 I9; CMR - BRI, Jeol-d IT Yoi=+ favaT; DIN -
THT AMSHIHR0 GRIM & T AFD; DSL - IR Uard &t (@18T); ECx - x% Ui I JaT
THe; ELx - x% Uffehar ¥ &t ST &x; EmS - TUTqHhIe- Uegd; ENCS - Aial iR =Y
IS gerd (STAH); ErCx - x% gl &x Ufdfedl ¥ I8 Ydhad; ERG - SATUTdmTei- Widfdhar
MES; GHS - If® TR W W Red; GLP - 331 TENTRITET YT IARC - $H¥R W ¥ & oy
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Betamethasone / Gentamicin Formulation

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

28 30.09.2023 5345525-00010 Ugd! g SR} A &1 dRIG: 09.12.2019
ol 1ATA - a@qﬁaﬁm;mc-mﬁwﬁmmaﬁ
%ﬁﬁmaﬁvméﬁﬁm Tfgar; 1C50 - 31T Hf¥Had fRIUTHS Jdbg; ICAO -

RIS AR faHA W13, IECSC - ﬁﬁ@WﬁEﬁW?ﬁﬁgﬁﬁlMDG arm‘rgﬁn
ﬂaﬂwwmo RIS T TTe; ISHL - Sfieifiies QR&T 3R WA BT (STAH);
ISO - AH®IHRU & foIT RIS Wa; KECI - aﬁﬁmﬁwwsﬁeﬂ LC50 - TR&fur 3erdt
B 50% BT GIdh Jobgd; LD50 - URI&UN STETEl BT 50% bl Gldeh WRIH (A °ldd GRD);
MARPOL - STgTSll & UGNUT 1 A6y o foT SIeRTPI FHe; n.o.s. - 39T MEY T8T; Nch - foreit
308, NO(A)EC - 3fadiieT 9 fhar T (Ufddd) UHa Hdhad; NO(A)EL - 3adid- 9 fobar
(JRIpT) THTT TR, NOELR - IR-3(aelie=1-41 TH1d T aR: NOM - SRR Afde fHaw:
NTP - TSt . BRI, NZIoC - T &t <5t e 39¢8); OECD - 3Mfiids Tt 3R
3BT TT6; OPPTS - IS JRET 3R UgWUT JHUMH HRTe; PBT - RIRH, S1a-THAIa0 3R
fawrad Ter; PICCS - @A 3R I gerdf o1 fhelidia gded); (Q)SAR - (HETED) I
Tfafafy FaY; REACH - JRIUN T 3R IURA UoidRul, JeidhH, Waﬁ?uﬁaﬂuﬁq&m
fafa= (EC) F. 1907/2006; SADT - X@-dtadT 3fggc dIHH; SDS - YR&f Sl Tfie; TCSI - darzar
N Uerd 3desl; TDG - WavAId A1 &1 URkas; TECI - Y3dis T $dedl; TSCA -
fauTe gerd = sififgw (Hged sy SMRe®T); UN - §ga X1F; UNRTDG - BIM®RS MM &
trﬁaequqﬂgaaﬂgﬁw vPVB - 9gd R 3R §gd SId-UHAIHRUI aig; WHMIS - HH-
RIT WA AUl =T Jumat

Y &1 37 e & 5P THRH &1 IRRG B &} T THSRY §AR I, THGRT SR {3y &
TR gl § | TSR B JRI& &7 Y JUTAH, TN H3, UfchaT H3, T -, URag H,
e o qUT s & foIT had Anfex & wu § fEumae fear mar § qur food) yeR &t ard ar
ToraRTT &1 fAfERT 18T AT e | Iuesy B T SHBRT 39 SDS & Y W ugar Tt FHaa
faRry areht @ Tefid 8 aur sSDS wnTht & farsht o arelt & Taem a1 fansht o ufshan °, 5|
I UTd H 1 STl T Y, TRINT i’ WR 9 Ta) 81 Gl ¢ | Wit yaiarsfl &) ar 81 W, yaiad
¥ sifam Iae & SDS-UHHT &t JUGHIdT HT BT B Aed 88d B, TN A, Uichar dx
TUT TG A & 3 3fiF &1 & faRRiy e & SHaRY SR Rywrieai ot wften e =1y |

IN / HI
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