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1. ITE Ud HHHT Bt Ugd=

e © Gentamicin / Cloxacillin 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

oft. ¥u.e-affeeor

HT-UYT D1 gATRIdl : faum
T DI GUTRIAT : faum e
ST fsTatan L faum e

AABID (V) STl @Rl TAHTT ]
ddPIfe® (o)) Seg @ar - faumT 3

S.g9.0Y. d9d dd

1/19



& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Gentamicin / Cloxacillin Formulation

TEHRT Ty &1 fafd:

e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR SRY B &I dRRE: 11.09.2017
NltCEEAREENES] : ‘g ‘%‘
Tohd Teq SCISR
BT =i AR © H317 T Tl deeh Ufafohar Iae R Ihdl g
H334 I gRT T80T B UR TaSi T 4TI o T&I0T T 45 H
HISTE IUA PR IBAT G|
H360D 3rSITd fRIY] &1 81 Ugar Tehdl ]
H400 STeTeR Sita & ot 3= fasa|
H412 STefeR Silgd TR o QIR UHTG 3R 1Y 8§ gNeRS |
wgfaard/gafay™ §am= N

P203 ITANT F3A F e Tt JRefm SR &1 e &%, g 8k

RECARIGEE:R]

P261 PHIET IT HIY B I H A I 9|

P272 fagfid US! & R T T8 & 9F &I AT T S

P273 TIATERUT H DS ¥ TRER B |

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

P284 Y-UY &1 g

3TN

P302 + P352 3R @l WX 1 dl W& IR U ¥ & STel

P304 + P340 ¢ WY §RT T80 & o: Afad HI drell gal d o

MU 3R 91 o & o R 9 forerd|

P318 TR 3MHTaRT g1 7 a1 g1, ety garme 2

;33 + P317 3R &1 U o a1 3 g1 Fafdrean gradr ure
|

P342 + P316 3R YATY-URIAN & T&IUT: dhTd ATUTIDBICHT

fafear Temaar urd & |

3%62 + P364 TN HUSI & XA IR & 3R T: TN J Ugd
|

P391 BABIE UHAd BN |

YSRUT:

P405 H8R drdl H1

fAramror:

%5(?1 & &1 FueRT Wied dwe v dREH o

3= g1t foraesT ufvum ==y aeffewor g} giani

S{RITd

3. 3AYQ! HT HISA/SITTPTI
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Gentamicin / Cloxacillin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugalt IR SR} 6 B aRi: 11.09.2017
Terl/fsor . foyeyor
3ayuq
g T H T (FY) - TR | MU (HE1e2H) (%
wiw)
1,2,3-UUATCRIA fog(12-srgifRgsiicgpbue) | 139-44-6 3.5
Cloxacillin 61-72-3 2.2
Gentamicin 1403-66-3 0.5
4. wyfie Rifre & sur
I qATS . 3fR gHeAT 81 a1 ded 3l A @ ) AfSHd T J g B
Td &7 T6 38 A1 bl o1 &R fRufa o Fafeita warg o
NRIAGRITSUE ST TFE I GRT TGV B feran S, ot efrft geft &1 & o =l
gfe HIY & 81 WY, P Wi 9 g
i AN ST BT g1 oY, SHTRiTSH ¢ |
fafreita wgarm o
TR & ¥ WU 8 Sy WS g W, R &9l B 1A 3R Igard Ut I 1% HL |
T a%d Td I SAR G |
fefeaita wgar o
YN ¥ Ugd aXd il |
_ QTN 9 URd ¥ S I ot aeg o
IR 3G § U 8 Sy L gam (OHeE) & A i) &1 Ut 9 |
e e I 81 3R I} X8, ot Fafdrcdiia gean |
3R et fera g : gfg fTer 9, g8 ORa dd &1
fafeeita Fgam o
U & 91 48 331 kg Heell hRal|
T AEIYU! TEUT 3R L 91 udel gad ufafhar Iad IR THhdl g
guTE, Tl g 3R 38 I GRT TGN 3 TR TSI I 4I-INT & ALf07 a7 4 o
DISTS I B Yebell 5 |
31T R 1 31 Ugan e 21
3P THRIUISR Ugd I Hivlg 3T 3R 3T 47 f[abR
(ﬁ@,m,ﬁmmmﬁ@mﬁ
ARG
Ui fafdre & TReur L Ui FafdrcT R aTal B ST YR&M UR & ¢1 d1fg T, T
SHRIA BT HUTET T TR G T JafHID GRETHS SUBRT
P IUUNT HAT I (WS 8 W )|
Rifras & ford g ;O SR TEANT ¥ SUAR &
5. AR U
Iqgad U= Hifgan e |
Taspgra-ufaRIe S
Fa SRS
[ AT I
A (M) IR S THH ¢ F
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Gentamicin / Cloxacillin Formulation

TTHIl T o fafd:
2.11 30.09.2023

TY.31.09. FeR; i IR SIRT A DI dRIG: 09.08.2023
1936053-00015 Ugdl! 9R ORI A P dRIG: 11.09.2017

SR & SR ARy @R
GARATH a8 TGl

(31TTT) g & ARy a_idb

L g 3G o1 Uud WY & foTT Ueh W1 g1 Tl g
D BRE RSy

AEcIoA IS S (NOX)

Jh HH3SY

: g TS T YA B o R aRfRUfT SR Srg-ury

JIATaRUl & I i |

< fosd] 1 381 A & ol TA-BER BT TIRT Y|

SR T AT GRIE § o 31T & &7 9 &fagH deR Ferd o
S8 I Wl A |

AMIH & U fRY a3 A oH W, Wd-HaEd 41 S0 UgH |
JUHRT AT R&fTcH® SUBRUT AT B |
6. MRS el Iura

Jafddds AaUT, REMAS ¢ (Aol e1eTH ISR YA HY |

JUHRUN YT STATARTA IRIE Fefeim sl (WS 7 37 ) 3R fdaTa qrem Iuaui

PRz & gATdl (TS 8 ¢ ) BT fUTer B |

JgiaRui gt © IR0 A Bie ¥ URER B3|
T AT QRA3r, 3R 3 g a1 seehTd &1 A5 |
A AFBd H haq I AP (Iarexvr: g a1 aa Afde)
T ¢ T U Dbl g1 Td AT
¢ AEaqUl ST UIe T 81 o, ol VI WA P
BERER]

THIE A AR Bad JJAPT 3R WD yerd § 9|

& uerd T e S g & o ST a1 3= IUgad AHUM U & dlfds

g 3R 79S| A SEd BI T3 yard &1 Uy fa5ar o A g
1 3 ST dHeR ST IR TR B |

IUgad TEURSC & A1y Hard &1 A9 IERTd & J1% |
R 1 1PN faf e 39 vard &1 fagi ik MueH &1 &
fore AN 81 Ohd €, I1Y 8 39 AeRIgeRy 3R sigery wR oft St
39 yerd &) Refiel o Iwrs o ITaRT 3 9/ §d 81 39 &I
fAufa &= i 5 R fasiraw @y g &1

U THSITH & SIHTT 13 3R 15 $© RIFT AP Reprg<
& IR & THBR! TeH Hd ¢ |

7. T 3R USRI
db-Id! IU™
R / $d dfea=E

;AU (TRIORR) ¥ §9 & a=07/oh 9919 SFHT & d8d
ESiERIRY]

I ¢ |

L 3R A dfeaRH sruas ], df wirHig ey dfeaz@ &

Y ITART B |
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Gentamicin / Cloxacillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
2.11 30.09.2023 1936053-00015 Ugall IR ORI 31 Bt dRIG: 11.09.2017

RfErd gTye & forw ST BUS R A1 fRA €

graytfaar IS T HIT T I & o4 I |
o Te wa|
3Gl & Iy U J URER B |
3Bt 3NN Taagdl TR GREM TUTST & SR THT, St
PRI TIUIGR 3fTha UR TR 8
o B 9 PR I¢ Ib 9|
gl &) Tad) afeadl &Y, 3R SIYHT, TeToll, drdiebIicres T 3fTacil
T I & Ufa Jagiid safaaal &) 49 SAoid! a1 Hdeh! &b
1Y BTH P & Jay A U4 e I Wt w1 =@nfu
FAD, gae B A b B! Y T, 3R YR H HH A

HH O 3
QRfea HerRu ol uRfRUfaar @ 313 kg ¥ ddd U gu fSea & 3|
1R dra |
Y PR §G DR 9 |
fa=iy ISty fafodl & SR HeRU &1
MU RCE] . Fafafed veR & tiede & Iy 7 3
g SIRIHRUNY Toley
8. sy forimror / feft R
HRIT a7 & "D & 1Y 3agq
3qgd T T (39) | I UHR = Ut / 3MUR
- TR (3RE&ITT BT PRENICK
UHR) HIACIA
1,2,3-T0Afe R feg(12- 139-44-6 TWA (i 10 mg/m3 ACGIH
HESIEEEIEEEREIN) A ar o)
TWA (35919 | 3 mg/m3 ACGIH
370)
Cloxacillin 61-72-3 TWA 100 pg/m3 (OEB 3dfys
2)
3ifafad SM®RT: RSEN, DSEN
Uiz &1 9|7 | 100 ug/100 cm2 | 3fida
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 3dfys
2)
3ffaRed STF&HRT: OTO
Sof-rafe fAriEroT D Irg-aTel wigdl (G, fgu-Xfed aid Parm) FRifid s &
ggaﬁageﬂﬁtrﬁﬂ' fg=or iR fafamtor Menfiiet &1 swaa
|

T+t SifrafaT Frazoi &) oReR feue gRT erifad 8
T 3R IdTa!, BT, 3R TATaRU B &1 & fole GMP &
Rygidl & SrIuR FaTferd fovam ST =g

TANTRITSl Tarer1 & forw fa=iy fFiasr ) sieed T8l g
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Gentamicin / Cloxacillin Formulation

TTHIl T o fafd:
2.11 30.09.2023

3ifH IR 9RY 31 Bt dRIG: 09.08.2023
Ugd! 9 SR} A &1 dRIG: 11.09.2017

T30y, deR:
1936053-00015

froft aama & aneh
YT e sarg L 3R A R e dfedw Suds 8T § 1 TaRIaeR
The SRR faxn-FAd & STex TequioR el #Rdr g,
A 4 GR&f BT SUIN DY
fheex THR © Igad ST IR BIeG A YhR
HUIEEUICEIE]
garf R g
3iiE! Faeht aema D Y3 Wi A1 TIe & WY GRATAAT TR |
3[R HTH & HIEIS a1 Tiafafer # eet ot fRufea, o a1 Teried
i g, ol SR TivTed v |
TR Y, Yo, T TR & THT 1Y AU ! GHTa-1 &1,
ToRiies 1 IR dX BT 3= TR U |
CEIRCRRRE OB ;g a1 yaTRITe P § & He
Wl d9dt Iur : 3R MR YA & SR XA & WU | 3T B WU g,

@B A & VM & B9 3 4 BT Jonferar ok JRaf
R Y& B |

N1 & SR, ST, YT a1 (5 7d HY |

fIgd S ! FRRIT T TER o oH Bi AT T <
TGN HUS! B G & 916 B [ I STqaTd Y|

Gfaem & gHTdT e H SolifgRaT = o Htar, Sfd
T GR& SUBHR, SfId ST SR uiR=iTe= ufehana,
N Tz AR, fafden FREY ok gt

=01 1 ST T BT A1
9. Wifaw Td Wmaf® o

fegmae S CICE]

a1 D 9hq

Ty L ST SUAsY Tl
Y PGB L 3T A el
fiw L STl Iudsy gl
fUga/8s &1 aruaH L ST Uy gl
URMYG 39cH HT g/ Iqem  : SeT Juasy g1
1

o foig : 8O ISy el
qrefieBRor Bt &R L ST U gl
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR ORI 3 i dRiE: 11.09.2017
AR (319, 199 ) e o i
SaaTEdr (R gar) : 82T IUA el
RicAER ARt WARE= Y D $e1 U TRl
SR THT (30R
THadfaferd fadie)

FH fowpie diar / A Sl IUAS gl
Saa-RITdT ST (TS8R
THadfaferd fodie)
9% g91q : el Uy ol
roef Iy T D 3l IUAsY g
BIECRC IS D 3T IUAs el
T 8l IUAs el
PN
gt faergan D $e1 3UAs TR
fquTer Turies: (T S o
3fgeHIe/ar)
e &1 aruEH L 2 IuAsy T
3qge &I g © SC1 3UA g
igdr (fapifach
8l IuAs el
faeples urRayTd . fawples 6t
STRfiRT & TURGHTT : 39 uerd a1 iy & SIRNGRS aiidd el foval T 5|
&0 DI AU D Uy 8l

PIGEAN : ffforamRiiaar & WaR & U B aifidd el |
g fRRar D AN R A RR B
IRIHeHy ufafpareit DA SRTIPRS Tolel & 1Y ufafhar o Jbdl g

g yifufaal 9 o< I o
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugal IR SR - &1 dRI: 11.09.2017
ST Tl L SN Toiey
3qge yardf ¥ shiegd © iz WX 1A (FoRSY) 3uge g J1d A8t
11. fwrasnfora g
PG SREUN (THRIUIGR) & TR A1 gRT TG0 HAT
O ISR 1§ Judh
frTerT
3@ ¥ Iudh
GIERGEIESG
JUAS TSR TR aFfiepd al|
LK
GEECEIRAELIESGI : foardt fauTedar 3=HM: > 5,000 mg/kg
WIBT: TUHT RIbT
3ddd:
1,2,3-MuAfe e fed(12-sragifagsiiae s H-ITe):
g e fauTadar : LD50 (JgT (X€)): > 5,000 mg/kg
fewoh: uer SRfY IR & Set TR anenfd
GIERSEIRACRIESG © LD50 (JgT (XT)): > 2,000 mglkg
femoh: ue SRi IR & SeT iR 3nenid
Cloxacillin:
g s faeTaddr © LD50 (JgT (X€)): 5,000 mg/kg

LD50 ({8 (HI3H)): 5,000 mg/kg

g fowraddt (AU & 3= @ LD50 (N (H13¥)): 1,117 mg/kg
1) TRHBT P IR HGaRE &

LD50 (8 (H13H)): 916 mg/kg

THBRA & I 3fd:RRT

LD50 (¥ (H13)): 1,500 mg/kg
THBRA & I @l & J1d

LD50 (IgT (X€)): 1,660 mg/kg
I S FRRT

LD50 (IET (R)): 4,200 mg/kg
I @G &b A

Gentamicin:
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugal IR SR - &1 dRI: 11.09.2017
g M fasmadar ©  LD50 (IET (}2)): 8,000 - 10,000 mg/kg
LD50 (¥ (MI3)): 10,000 mg/kg
e Y- fasTedarn © LCS0 (8T R)): > 0.2 my/l

fram gmg & ford Juds (TTIUIGR) gafl: 4 h
URI&0T aTATaRUT: Ye/Ha T
feuf: #1E 7 59 S W g I MR

g fawredar (RS & o=1  : LD50 (JgT (RT)): 67 - 96 mglkg
I"ﬁ) THIBRA & I d:RRT

LD50 (IET (X)): 371 - 384 mglkg

TEIhTH & I FigafREl d

LDLo (§dX): 30 mg/kg
TEHRE & I SHa:RRT

1 & fore ergeSTaT

JUAS TSR TR aFfiepd al|

3dYd:

1,2,3-MuAfe e fed(12-srasifagsiia sH-ITe):

Tt G RO ]

gfvomy : 9T H o ot

fewoft L U S grEfEl & el W HuRa
Cloxacillin:

fewoft . 3T P B BT aorg J aiffpd et fobar T B
Gentamicin:

PRI G RRI )|

gfRomy . gA®! Tt g Bl S
TR A7 efasdeH

JUAS TSR R aFiiepd el

3dd:

1,2,3-UUATe R fRa(12-sragifagsiiadsd-ige):

PG| GOSN )|

gRome : 3REl H S gt

fewoft U S gl & e wR suRa
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR SRY B &I dRRE: 11.09.2017
Cloxacillin:
feaoft : 32T B HHI B aolg F T e faar T B
Gentamicin:
TSlTfa Do
gfomy . gad! It ial B Sa
YT a1 UG GATS DRI
AT DY gITS AT
a1 Tetolf aeh Ufafshar Sue R bl o
YIRI-TYT BT AR

Y gRT TSN B TR Tl AT YT & AT I 47 H HiS18 I HR Jbdl g
3HdUdq:

Cloxacillin:

U (THIUIER) & i)

Jiper ;O § 9T & SHCTROIRM Bt YU (MiasTalie!) a1 99d

gfkomy . dRdfd®

3ima L O] TR0 o YR R A T RS THeTSelRA &1 GUTaH]
CIEEINIG)

gfomy . dRdfd®

Gentamicin:

fewoht L ST U e

SaTY] A ReTeiAiaet

U SR R Fiffepd 78]

3{d4q:

1,2,3-UUATe R fRa(12-sragifegsiiadsd-ITe):

IEBIEERIREESIEH) Tl o) e e W fausta ufvads @t wire (AMES)
TIBT: OECD TRIEMTT feRMGRT 471
Ruma: BUMED
feoquft: we Sift It & Ser wR snerfa

Cloxacillin:

SHIcIhaRe 3 fagt TRl o) e e W fausta ufvad= @t wire (AMES)
gfRumy: BUTdS
@:ﬁﬁaﬁww%wﬁ%%m%wwm
|
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR SRY B &I dRRE: 11.09.2017
fSFeIpHifct 3= faar L URIeUT ) foh: AT ey o
TS Gy (H139)
TRUm: e

Gentamicin:

RAeIiIRe 5 el

FISHBAT
JUAS TSR TR afiepd al|
3Adgd:

Cloxacillin:

fewft

Gentamicin:
HIISTD T - HTH

3T fauTamdr
31T RIg] Y 81 Ugen Tohar 3
3d4d:

Cloxacillin:

3(dRdT & UG

MR RIY & e muyEl

W:ﬁﬁawﬁww%wﬁ%%a%wwm
|

. TRIU B fhe: YRR & T18R TUTiRal 3t HIfRIB13 1 Sha

IaRad= udtemr
RIS KD

GR1&101 D1 fhe: ShIHeIH TsRRH ¢ 3 fagt
gRomE: Sffga

D ORI B b TAUTRAT o TS e 1 uiarmn

(Shifad wroft # Argeomicd uRd)
TS g8 (H139)

wﬁ%m%m% &Hmsﬁmﬂ
gRUMH: BUTHS

;ST B! BH B aoig F Fiferd el fbar T B

: Sel Iuas gt

L TRIgr B fobe: ag-Ute srenaH

goiTar: <81 (<)

TRAIHIH & I ARkD

JARal: NOAEL: 500 /i IR UR

UIRUITE: Yol &9dT TR TG o, TS & ORIy IR JHE|

W& ot fe: faer
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR SRY B &I dRRE: 11.09.2017
TSTfd: TR
TEHH YA & I Aifdd

famr s faumadar: NOAEL: 100 fimm/fem ekiRe 4R
gfvumy: foregarstt gt <&t Wt

RIefu o fre: faer

TSTfd: TR

TEIH T & I FigafREl o

famr s fauTadar: NOAEL: 250 fimm/fem ekiRe 4R
gfomd: TR RIY] & faswr IR gumE &

Gentamicin:

3(dRdT & UG L ORIE0 Bt fobe: G el YAsdTaH favrdddn srera=
geTIfar: T (X©)
JARaT: NOAEL: 20 form/fasm Iiftes yR
gfomd: faelt Tg@yul ufdgd wHTd &1 ga- a1 ot

MR RY & AP RG] Geor o e Yoy Rig faem|
TSIl G
fapr T faurdddn: NOAEL: 3.6 i/t IRIRS YR
gfeoms: yor-mefey g fawredar gt

qieor o1 fre: Yoy Rigy fasm|

Tl 98T (}2)

TRIHRM & IR FeURel-ad

famTITHS fauTaddr: LOAEL: 75 /e IRiR® 4R
UiRom: yor-mHey R fasreddr|

qieor ot fore: Yoy Rigy fasm|

TS Gy (H139)

TRIHRH b IR Rraﬁ‘cﬁﬁua

fadpr s fauTddan: LOAEL: 10 &/ IRiR® YR
gfvoms: Ty Ry 9 )|, faeuansit =gt ¢ i

qieor o1 foe: Yoy gy fasm |

Tl 98T (}2)

TRIHRM & IR FeURe-ad

fomraTE® fauTaddT: LOAEL: 50 fH/fa IIRING 4R
gfvomy: e Ry g &, faeuarstt 151 <t wit|

3{TT fauTeRTaT - Sfiche : gFa sWSHSTSd iegg- ¥ f[dsr R ufdgd HTd
YHRIAD Tgd

STOT - Thd Sifa™

JUAS STHHR R Figpd Tal|
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Gentamicin / Cloxacillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
2.11 30.09.2023 1936053-00015 Ugall IR ORI 31 Bt dRIG: 11.09.2017

STOT - Sigv/™T Sy
JUA STHBHRT TR G i Tai|

3HdUdq:

Gentamicin:
d&g 3{dgq
3Hibdd

U G fauraaar
3dYd:

Cloxacillin:

PITIIT
LOAEL

TR & I
frdm g7g & ford Tudh
(TRIUTSR) g3l

SR

Gentamicin:

PTII
LOAEL

TAIBTH & T

o Tvg & ford Ius
(TEHUISR) g1

A& 3auq

MR

TSI
LOAEL

TEAIHH & I
P g7g & ford Iudh

(TRTAISR) g3

oI&y 3{dud

LOAEL

TEAIHIH & I
fram g & ford dudh

(TRTAISR) g3

&g 3fqyq

NOAEL

T, et sE
: ﬁﬁmwm&wéﬁwsﬁﬁ(aﬁvﬁmﬁw
qgamI gl

;T ()

7,000 mg/kg

D SfaRRT
. 4 Weeks

L TSyl TSR

3mgkg
o

12 Months

LT
D 3, Y §-l

D AR

50 mg/kg

. T ® AR
: 3 Weeks

: TEl, i e

D IR

6 mglkg
b}

3 Weeks
: ad, Taf, el &, TR

RO
: 5 mg/kg
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugal IR SR - &1 dRI: 11.09.2017
LOAEL 10 mg/kg
TEHHRMA & I A o
fpa gy & ford Tuds : 52 Weeks
(THHUTSR) g3l
&g 3faTd © T, I
gt LRI ()
NOAEL © 12.5 mg/kg
LOAEL 50 mg/kg
TWITHRMA & IR TEORE 8§
fpam THg & ford Tudh 13 Weeks
(TSR g3
&g 3{qgd LTl
AT =T
JUAS SR TR aFfiepd al|
U9 NEH & Q1Y gHa
3dYd:
Cloxacillin:
G RT T80T H=AT : fewmht: yeureia fdaa & GuEldr (Fderzeie ) 8 @l g
IR RS G L INR: TErNY (SIHeTRfed)
. fewoft: @ A oo 8 god! §
sifE q dudh : fewuh: sifal A oe 8 T B
[BURESEI L 3MNIR: UST R Tohdl 7, TR I3 d TSaal, bl (X
frooft; Tt cafda) B Gt (SdeTEeRE) B 9Hd 21
Gentamicin:
[BUGASEI . &g 3agd: &l
d&T 3fqgd: Hiad dH
12. uiifRufasta gE=r
uri¥fRufae fasmamar
3qyga:
1,2,3-MoAfe R fexa(12- m@%rana%é%ﬂ’rqz)
a3en @ fauTedar LC50 (Danio rerio (fSTaT fhR1)): > 100 mg/l
o= Tma & o Wudh (THRIUISR) §3T: 96 h
fewoht: uer SRfY I & Ser R snenfd
SBT3 Ae-xfed © EL50 (Daphnia magna (dTeR Teit)): > 100 mg/l
SR fauTean o THg & ford Wudh (TaRUioR) g3 48 h

T T S a1l e ST qHTaIfoT SR
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Gentamicin / Cloxacillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
2.11 30.09.2023 1936053-00015 Ugall IR ORI 31 Bt dRIG: 11.09.2017

T A 67/548/3 3 41, Tag Y, &t 2.
fewguft: uer S IERET & Ser W snuid

Qara/sieg uiel ol favrgddr ¢ EL50 ( Desmodesmus subspicatus ( Eﬁﬁiﬂﬁ Qc_\rﬁ)): >100
mg/l

Ww%%ﬁw (THIUISR) §3MT: 72 h
% fpar oI a1er uerd: Sie g i
T A 67/548/3 3 41, T7ag Y, 4t 3.
feuoft: T St Il & a1 W 3yt

Gentamicin:
SBT3 Je-Xfed : EC50 (Daphnia magna (dTeR TUeil)): 86 myll
ERENELIESGI] T Tma & o Wudh (THRIUISR) g3l 48 h
Ther: 3 g . e w202
LC50 (Americamysis (ST USTIfd)): 30 mg/l
o Tg & ford Hudh (TaRTUioR) g3 96 h
GRICTE W%‘ﬂq&ﬁﬁm%o 1035
AT/ el f fawieddr ¢ EC50 ( Pseudokirchneriella subcapitata (8<1 RiaTd (Tesi): 10
pg/l

ﬁﬁﬁﬂm%ﬁﬁw (TFIUTSR) §3MT: 72 h
T oft 3 &Y. %%201

NOEC ( Pseudokirchneriella subcapitata (83} RidTet (Teot)):
1.5 ug/l

P gua & ford Tudh (TaRTAIoR) g3 72 h

T 3 3.4 S & fAdwr 201

EC50 ( Anabaena flos-aquae (ﬂﬁzhaw»: 4.7 ugll
P Iua & ford Tudh (TaRTAIoR) g3 72 h
T 3t 2.4 . e fAdwr 201

NOEC ( Anabaena flos-aquae (ms:haaeﬁm»: 1.6 pgl/l
o g & ford Huds (TaRdioR) g 72 h
TpT: 371 3.3 . T A= 201

q-Traexy (Mfaurdft SR ¢ 100
IELIESED)

STtarugaf & fosTartdr : EC50: 288.7 mg/l
o Tg & ford Tudh (TaRUioR) g3 3 h

TRI&0T ot fored: YTH-TRa § T hlde
T o 3.1 S T Adwr 209

TH-Baexy (RRapIfeiss SR« 1
[ELIESED)
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Gentamicin / Cloxacillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
2.11 30.09.2023 1936053-00015 Ugall IR ORI 31 Bt dRIG: 11.09.2017

TITRIE 3R rapHfordr
HdYUd:

Gentamicin:

Sf9e 3raspHUIdT BT &HdT . giome: g ifa 9 sruehtford g areft
Sfde SrEaHHUET: 100 %
o wg & ford Tuds (TauioR) g3 28 d
T&BT: OECD Ultequr femmfAewr 314

Tyifaa Sfas Jaua

3dyd:

Cloxacillin:

CLISRRINICHCS] : log Pow: 2.44

3fgeHId/a)

Gentamicin:

fUTS T[uriep: (WA : log Pow: < -2

e arn)

fordY o wifer=fteran

3T IUA Tl

3= yfagpd yHTa

3T IUA el

13. e Hifgard

frrem & %

U Y 721 T (TR . FHe Pl AT H AT B |
R faf el o=y has |

afa afdh : @Tell fEa ol A% D) g7Sd B aralt hatae! 7 SagmaT ar
T & ford o oTg|
3R 3ryT fafAfEy =78t fava am: sioRjed Sate & U |
fAged #1 |

14. UREg a1

siaeigia fafraw

UNRTDG

UN dsR : UN 3082
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR SRY B &I dRRE: 11.09.2017

Ar9e ®1 98 A : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin)

an 09

ofeT Sl

NI 9

JgiaRul & for WaRATh |

ESES)

3T € & T-31 ot 3R

/313 8 TR © UN 3082
CAR:RIGIE . Environmentally hazardous substance, liquid, n.o.s.

(Gentamicin)

an 09

ofeT [

NE : Miscellaneous

fesardd @! fRemmd @rm - : 964

REIESHIE))

%@W&‘Wﬁ%‘c{mﬁ @i gars : 964

mﬁm%%ﬁw |

(EEER)

3M1S TH Sl sfi-@is

UN &R : UN 3082

HraeT &1 9e A ©  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin)

i ©9

T U |

A9 9

EmS dfgdr : F-A, S-F

T U g

IMO JUHRUN & AR UIH ﬁ giagd o

3MYfe fve 7Y Uisae & foag ang &t

IyURTRdl & fore faRiy grawnfaai

T8 fau T ufkas arffeul Faet a1 & Taior! & ol §, iR Thar U § M ids I &
0T R 37T § o fob 59 gRar S1et ¥iie & ek 39e1 9uiH fosan ma g1 uRag &t faf, T
3MHRY, 3R &g a1 321 & fafamt & fafderdreit & 3rguR uftae arffezor fir-firm &) a B

15. fafrarae @

gerf a1 firyor & e Ren, Wy, ofk wafavr & fafu/faam

39 IATeH F 3iaud fAmfrfad gaa= e & gfaa §:
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Gentamicin / Cloxacillin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

2.11 30.09.2023 1936053-00015 Ugall IR SRY B &I dRRE: 11.09.2017
AICS - fyffa gt
DSL - fuffa =8t
IECSC . fuffa =gt
16. 3= AT
HNY i fdfy :30.09.2023
Sffafvad e RY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNd& dd-Id! ST, Sel
TART b3 Tl G OIEe EIST IO quT JRITA e Toie,
http://echa.europa.eu/
feqi® urRsy . fegagay
3= AN & gut a1
ACGIH . guHU| ACGIH TR J1H (TLV)
ACGIH / TWA . g-Uc, gHY- 9o 3igd

AIIC - STIENfiTen ] @1 SEferars el ANTT - STRd 1 Idta 4 ukag it ASTM -

AR IrEh udernr TRTEE:; bw - STat BT a9H; CMR - SR, Jeol-db 1 U favaT; DIN -
THT AP TIH & faw 9Fe; DSL - aiquaﬁﬂjﬁ(aﬂm) ECx - x% Wfdfehar ¥ a1

Gad; ELx - x% Ufdfehar ¥ S8t aifeT &); EmS - MTUTddblel- RISgd; ENCS - Iﬁqasﬁ?mz
RS Uald (STAF); ErCx - x% s &) ufdfhdr § &1 dhad; ERG - SMUadbIc widfhar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3 & forg
ToRT; IATA - SRS arg afag THRIGRM; 1BC - HRT HET & Wi Il aret
%ﬁnfm @?W%ﬁvﬂ: TfgaT; 1C50 - 31T Sifdman FRIUTEHS Adha; ICAO -
RIS AR faHFA W13, IECSC - I & Hie[aT Y-S Uardl & 3dedl; IMDG - SRigH™
WWW IMO - m@umw; ISHL - 3TRfTe TRE SR WA B (SITUTH);
ISO - AR & fIT RIS ' 6+; KECI - HIRAT HIGaT IR $dext; LC50 - TRI&m Mard
BT 50% BT Gidh Tobgd; LD50 - URI&UN STETEl BT 50% bl Gldch WRIH (A °ldd GRD);
MARPOL - STgTell & UGNUT I AU & foT SIeRTPI FHe; n.o.s. - 39T MEY 8T, Nch - foreit
308, NO(A)EC - 3fadlid T fdbar TaT (Ufddpd) UHE Hdhad; NO(A)EL - 3/adid- 9 fdbar mar
Ufdpd) UHE WR; NOELR - TR-3[GdH-017 YU deM &X; NOM - 3fieiRe Bfde faw;
NTP - TSt . BRIH; NZIoC - T & <5t & 9¢8); OECD - 3Mfiids Tt 3R
fa™ TTa; OPPTS - IMMAM® JRET 3R UGHUT AHUM HATAT; PBT - RIRR, Wg-THAHRN 3R
fawmad werd; PICCS - I SR IAE yerdf &t el gded); (Q)SAR - (HEHTEE) 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

IEAE Ui 3desl: TDG - @RS HId ol URde; TECI - UTsds TG 3desl; TSCA -

fawTe gerd = siifgw (e g SMRe®T); UN - §ga X1F; UNRTDG - BIM®RS IHH &
Uﬁaﬁwmﬂgﬁw vPVB - 9gd R 3R §gd SId-UHHAIHRUI Gg; WHMIS - HH-

R[ W=D QU g1 Joret
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Gentamicin / Cloxacillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
2.11 30.09.2023 1936053-00015 Ugall IR ORI 31 Bt dRIG: 11.09.2017

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
TUraTT &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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