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TIed FRAMSSIS YeH & 38R

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TXHIT TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA BT IRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ul dR SR} 34 B! dRRG: 14.06.2022

1. IIG T HHH! B Uga=

e A . Amoxicillin Trihydrate (17.2%) Liquid Formulation
fFratansmyfdeat
a,,—j:q:ﬁ . MSD
qdl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
AP : +1-908-740-4000
IR Salh I TR © +1-908-423-6000
S0 BT Ul :  EHSDATASTEWARD@msd.com
7T R Rywrfear sk ufaey
RpaTss T ;g Fafden 3drg
JUNT R gfdsy S T
2. Wax 3t Ugg
fmfor, WsrRYr 3R & ST WaRTS I rauTas!, 1989
CUIC|
SIgA-1 & T | B FufRd TFes ¥ 3UR WaRAS & T § FHifhd T8 §
SiY. U vg-affeeur
o fowadar @@ gRTIgwr - ¢ faumTy
H)
YTG-UHT DI GUTSIAT o faym g
CEIEIRPIEEGI : faumg

DI (Vad) el @Rl fAUwT g
dd@rfas o) seig@aRr @ faumi

Si.T9.0y. d9d dd
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation

TIHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

.. 206

Tobd Tsg

BT Tl AR © H317 1 Uil el ufaferar I &R dabdi gl
H332 T §RT U801 R W BIHBRS |
H334 TG gRT T80T &3 TR TSl AT Y- & 607 I1 49 |
BHISTS I B Fobdl B
H400 STeTeR Sita & fort 3= fasa|
H411 T THY d&b UHIIHRI B & ITY Siely Sitg & forg
fouTad |

glaard/gafay™ sam N

P233 f&s8 &l HY TR T P 3G |

P260 P T HIY Y Irg H 7 |

P271 $dd dTeR 1 YT dfea= & 1y IuAT B3 |

P272 fagfid HUS! & HRIRIT I dER o TH B AR A <

P273 IR H B1e- ¥ URER B |

P280 &S G/ axd UgH |

P284 HTI-URT &0T g

[CECH

P302 + P352 3R &9l W §1 dl Gd R IH! F & STel

P304 + P340 + P317 Tl WY GRT T8I X T: afek 1 dreil gall

?‘ﬁaﬁrﬁaﬁwﬁréﬁ%ﬁm&mﬂ@rmﬁlmmw
|

;3% P317 3R & R Sa 1 391 g1 Fafercar agradr ured
|

P342 + P316 3R YAMY-UGN & AUT: dpTdl STUTTBIET

fafrea TeTaar urd & |

Eh?%& + P364 TN HUS &I I¥d IR & 3R T: TNV Ugd
|

P391 Bd®BId UH AT BN |

HSRRUT:

P403 3= aTaTa aTell siTg | gferd 3 |

fraror

;m . / &= &1 FueRT Wigd de Sivid REH A
|

Sfafvad daelia
foreror o Fgfordta e staga(si) &1 ufawrd e IR A SIed TaiaRor § Wak &1 94 T8l 8: 2.2 %
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation

TXHIT TRMeA ot fafd:

6.0

14.04.2025

T30y, daR:
10793454-00010

€I MSD /)

3ifdH IR WRT #R4 & dRIG: 28.09.2024
Ugcl IR SIRI &R & dRIG: 14.06.2022

3= gIf=rar foresT ufomA ey aeffewor 1) giani

S{:iTd

3. 3AYdl BT AICASTHRRI

e/ : forgyor
3auq
IS T T (FY) - TR | ST (FETRA) (%
wiw)
RRIE S Y, M3d SPbH1ad Ud iaeiad 73398-61-5 >=70-< 90
Amoxicillin Trihydrate 61336-70-7 >=10-<20
TAMTT feeRd 637-12-7 >=1-<5
T 3fcpigd 100-51-6 >=1-<5
PO &5l & fow dwf® cAs AR
| W 9 JBIIH CAS TR
|| Ferrz2w, fifta St ug Sifaeiad 52622-27-2
4. Wt fafeem & Sura
SIEIERSTIF . 3R HeAT 81 A1 daIgd 31 A @l df ASHd T Y JTg B
. Id TEUT E¢ T8 T Xebl b1 &R Ul H feifebedia Feire |
SRUGGRITEUIGI ST © IS WA GRT TG0 R fordm ST, ot reft el gar & of S|
Ife |1y 5 81 S, P Fie-fafe 4w Q)
e TN T DidH gl o, SRS ¢ |
fafbcita ggam o
3R 41 § Yudh gl e g B R, R @91 B A1 3R g U ¥ I B
TNd 9% T4 S AR S|
fafbeita ggarm o
YN ¥ Ugd o g
_ QYT A Ugd & o bl 381 ke |
3R 3iRd § Guh gl ST . gar (HeR) & fog Sife! & art 9§ 4l
e e I g 3R SR} e, Y Fefrciia geah o
3R Tt fera sme : gfg fATTe S, 9 ORd 7 B
0T Yebe B W el Jgan o |
U1 & 91 18 3 aRe HA|
T AU Teur 3R L 3f TRIUGR Ugd ¥ 3T 3R 3T 4T fapRY
UG, 1 dtg 3R (ﬁw,m,wmmﬁ@nmﬁ
93T obaTl 3
T Ueron Yadt ufdferar Sad o TehdT §1
Y gRT T80 R W gIBRS |
Y GRT TG0 3 TR USToll a7 YTI-INT & &0 T 4 |
HTS I IR Tbl B
Ty e & TReor L Ui Fafared R aTell I ST GRE&T IR & T AT, adT
SIRGA Bt YU 81 TR Y 7Y dafdde YRETHAD SUDR]

3/22




& sel e

TIed FRAMSSIS YeH & 38R

€I MSD /)

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TXHIT TNy @t fafd:
6.0 14.04.2025

Y. 3109, FeR; i IR SR TR BT dRNG: 28.09.2024
10793454-00010  TEdHl §R ORI H I ARIG: 14.06.2022

BT IUUNT HRAT AT (WS 8 & )|

[EIESE A ANC R CRll L eI SR WEanT ¥ IUAR R
5. 3(RIRAA U
Jugerd = Hifsan SECER:)
T eia-UfaRIeh Zm
BT SIAHHIRS
/T T
SfId (3T §H S WEH ¢ S
IUTFT H IRA AR IR <87 IUIGT BT YU WA & foIT T WRT 81 Tebell g
GRAT G5 IdTal ;PR 3NHESY
Ted NaReyq
(31FT) T2 & Ry adies . g8 TS I UANT B o R aRIRUfT iR mg-uy
qTATaRYT & 3FHd Bl
< TSeall Bl ST PR o (o SIA-PoR BT YA R |
SR VT BT RIS § Al 31T & &7 F eifqg= dre-R Fara oI
S8 & WTelt Hxam |
IMYIH & U fRIY ST W A ofF W, Wod-Fafd 41 IUHRor ugH |
JUHR STt Y&TET® JUHIUT TR DR |
6. TP AP Rele U
Jufdas ey, RemeTd ¢ Aol eTES IuHR0T TN AR |

JUDHUT TUT TUTADRICHA

qgiaR oty Fraenar

HHTS B 3R e Y Ap
& Ut ud @i

e Tsfer s (W 7 37 ) 3R fdrTa grem Iuaon
& AT (TS 8 ¢ ) BT SFUTEH DY |

! JTaTeRe H Bie 3 URER R

e AT RAE, SR 3 Rra a1 Seerd o1 A |

AS ATt H har I AP (ITeRur: g0 a1 dt Afdepn)

g U T g Bl @1 U e |

%@gwwwmﬁﬁ,?ﬁwmﬁﬁ
|

L3RR e uerd H IR |

g8 Thard & forg SIS a1 3 Iuged AHUTH USH o dlfds
Had SR A 53| IS SEH 1 1S uard &l iy fsar o Gavdn &)
a1 3 ITGad HeR S IR TR PR

IUH TEHRAEC & 1 Hald &1 AW ARG PI 6 Y|
R a1 381 fafam 39 uerd 1 fagfad Sik FueH &7 &
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Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA BT IRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

o AN 8 Wehd §, T € I A 3R 3Mmgery W o ot
@9 uerd @) Rells ot qwrg & IughT 7 d o d g1 39 Bt
fofar &A1 B 6 e ety @ 81§

39 THSITH & IHIT 13 3R 15 $& RIFH A1 81 Reprgrie
& IR W THHRI UM HRd g

7. EATA 3R HSRUI
dB-Idh! U
R / $d dfea—E

TRI&d gTueH & g
grguT=ar

L YUd (TRIUIER) 9§ &9 & fE=0non sera Sy & dgd
golifafi Iurm 39|

L 3R Ui dfeARH Uy g, af R ey dfedwE &
1Y IUIRT B |

9 T HUS R AT R €
PG AT HIY BT Jrg H 7 |
fAeTel 7 |
3@l & Ty T J TRER B
33T M Taasdl SR JRET TUTSf & AR U, ol
PRIV THIUIGR 3BT W TR B
fSod B HY TR I¢ PP W |
Ugd € Had) sufedl b, 3R ST, Tarell, didepiieres o Hadf
2T IMT & Ufd YaeA=ia AfGaal Bl 4T Iuoih! T Jdcdh! b
1 HTH B & Jay 7 3 Rifrgs q wmef - =nfgul
TP, gaG B T Ah B FAYH! T, 3R TR0 H HH

&HH O

D 3B TRE ¥ Aad ot gu s O |
B PR TG PR X |
8l vd yaftd A # a1 arell ST # " |
faR I faf ol & SraR HeRT &1

. Fufafed UeR & Wsae & Iy 9 3@
GIEREIERICRUIRUS TR

TQRi&a Heru o uRfRufaar

S Uerdl 9 9

8. Siifew ford=ror / et gReam
HRIRS =0 & A1 & A1y 3aad

SCRE

T T Ty (h9)
- TR

el UHR
(3RETT BT

UPR)

IECPRCIERT]
R Ed
ST

STYR

Amoxicillin Trihydrate

61336-70-7

TWA

1 mg/m3 (OEB 1)

3ffaRed STH®HRI: RSEN

TAHTH feeRd

637-12-7

TWA &9
o T 3

10 mg/m3

ACGIH

TWA (48T
S1R1)

3 mg/m3

ACGIH
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Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TXHIT TNy @t fafd:
6.0 14.04.2025

Y. 3109, FeR; i IR SR TR BT dRNG: 28.09.2024
10793454-00010  Ugcl SR SIR] IR &I dARIG: 14.06.2022

‘ ‘ TWA (4 1 mg/m3 ‘ ACGIH

goltfrafir o

foreht T &t areht
oI Gaeht sa@

BT gaeht sara
garf

3@ daeht g=mg

T Ud IRR Iael F91d

W5dl Gadt U

: ITg-aTgt Wigdl (o, feu-fed @Rd FHaeH) Fifid A &
%Esﬁﬁsﬁﬁﬁv&nﬁwaﬁ?ﬁﬁﬁmﬁ?ﬂﬁﬁws@w

H?ﬁgﬁﬁﬁﬂﬁﬂﬁﬂﬂvﬁaﬁwmmmﬁﬁéﬁ
IRT 3R IdTe), BT, 3R TTTaRUT Pt & & folT GMP &
Rygidl & SR Hanferd favan S arfgul

TIARTRITT e & ot fa=y fAg=or &) TRexd sl g

L TR yai| R e dfedz Sudsy 78 § a1 TeuieR
3T SRR fI=n-Fce & a1eR TaueR uefRid HRdr ¢,
T 4T TRET BT ST B |

: Tgad PEHU 3R HIEME A YHR

D EEE- gE

D I3S iTS TN & Y JREMNTIRATTGH |
3R T & HIEIA a1 afdfy § Yot ot Rufaal, o a1 vk
Tfvet g, ol Iferd TTed ug |
3R Y, Y, I TR & AT A1 WU ! FHTa-1 71, ot
HRiics 1 QY X T 3 W& UgH |

. gl g1 YOI Bie H B B |

D SR AT SUANT %GR U & HUSH H 3 &Y HHIE 8,
@ BT P P M S BT 3G 4= B qonferar 3R Jrem
QR U BRI
TRINT 3 SR, ST, YT 1 45U Hd Be |
fagd FUS! B HRIRT T dER o STH B AR T S
givd HUS! Bl U & a1G gl R I SXaHT IR |
gy & THIET Tared d eiifanT oo &t wHten, 3fea
AT TRET JUTHRUT, 3 ST iR ul=ied ufesarai,
NN Taegar AR, faferar FTRE ok sgawmuest

{207 T FEIHTS QA BT =BT
9. ifo® Td wmafe ur
fegmae S PRI
1 . g, B
Ty D ST U el
Y BT ggad : 3T A el
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation

€I MSD /)

TXHIT TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #R4 & dRIG: 28.09.2024

14.04.2025 10793454-00010 Ugcl IR SIRI &R & dRIG: 14.06.2022
iR ;3T Judas gl
fOgem/ds &1 daHA ;3T Iuydas gl
RIS I9a- HI fdg/Iga © ST Suasy ol
AR
e fag : e IUAs el
rdieRuT B & ST KC G E I
SaAIAdT (319, 19 ) . YT e
SRIEdT (@vd uer : 82T U gl
I fawple dmr/ IEadR : 3l Judasy gl
SR HHT (IR
Hanfaferdt forte)

&Y fawpie A/ et ;3T Judasy gl
SATHRITAdT ST (@8R
Hanfaferdt forte)
MY Tad : 8T U gl
e I g : 8T U gl
BIPGERETS : 82T U gl
I ©0.900 - 1.100 g/cm?
PN
o B e © ST IUdsY g
EEISRRINICARCS] D TR Tl
SICSEIGIB))
3SR &1 argH © 3ol Judsy gl
3Ye oI dIIHH : ST U gt
Higdl (fawpich) .
fopIfydt : 31 IUds gl
fpies oRaHIT . fowpies 1ot
SRTTHROT & ORIHTT © 39 uer a1 iy &) SiRieRS Jilidd el [ T |
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ul dR SR} 34 B! dRRG: 14.06.2022
MU HR ST IUAs gl
CAURGRILGILY
U BT HIY . TN e

10. fRu=ar gyt ufaferaar

ISR L Sffiforarsiieiar & WaR & ¥ U § Fiferd T8N
T fRRET D I W A RR B
URIwmeny ufafearsit D Ao TRABRS Toicl & Ty Ufdfshar B Jobdl g
=1 uRfRUfoaT @ &< S NI
ST T L SHRUNY Toley
3ge gt ¥ shfew D iz Wk AW (FORSY) 3uge yard J1d st
11. fawrasnfaa =
TR 3RETT (THUISR) S IR ©  JIG gRT TG0 HRAT
N TSR CEIRRED
IBUNEL
3ifE § Tudh
GIERCRIESEIE
i GRT g0 R R IHDHRS |
LEACH
g Aifae fawredar : SfferaTeft fasTerTar $FAM: > 5,000 mg/kg
TWIBT: AT RIBT
GIEESRRELIESEI] : Sfcrardt fawTddar $FHH: 1.9 mg/!

WW%%WW\W ) B3l 4 h
URI&0T ATATaRUT: Yel/pgia

TBT: TTUAT RIbT
3qYq:
ferRE S, ﬁrf@m%aﬂmaqaam
GIERIRCCACRIESEI] : Loso(a@é—c')) > 5,000 mg/kg
Rl Tep St GrafRE F 2eT R enRa
GIEESERELIESEII © LCS0 (J8T (RT)): > 1.86 myll

e Tra & ferd Wudh (TaTioR) e 6 h
URI&UT ATATeRUT: Yel/Hgia
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e GRAMTS SIS HRCH & 3FTAR

Amoxicillin Trihydrate (17.2%) Liquid
Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja:

€I MSD /)

3ifdH IR WRT #R4 & dRIG: 28.09.2024

6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022
GIERCEIRAERIESGII . LD50 (JgT (XT)): > 2,000 mglkg
TRIPI: OECD URTefun femmfder 402
3ficpar: uare a1 fiyeiu B IS e e fawredar T @
fewoh: v S gt & Ser W smeRd
Amoxicillin Trihydrate:
GIEREICEACLIEREI] . LD50 (JgT (XT)): > 8,000 mglkg
LD50 ({¥h (HI3H)): > 10,000 mg/kg
LD50 (r): > 3,000 mg/kg
Tgfafaw fewd iR
GIEREICEACLIEREI] . LD50 (JgT (¥2), AreT (fBaa)): > 2,000 mglkg
fewoh: v S IRl & Ser W smeid
GIEERERELIESEII . LC50 (T8 RT)): > 5.15 mg/!
?ﬁw%ﬁﬁw (TFIUISR) §3MT: 4 h
&7 ITATaRUT: Yc/para
TRIBT: OECD TRI&UT fG=Ma=T 403
femult: ue Sft gt & et wR semia
e srepiET:
g Aifae fawreddr © LD50 (JgT (¥2)): 1,200 mglkg
GIEESRAELICSEI] ; Lcso(a@&—c')) > 5.4 mgll
?ﬁw ford duds (TTHUIGR) G 4 h
&7 QTATARUT: Y/para
TRIBT: OECD TRIEUT fG=ma=T 403
3fferer: Ter T fireor B I 4 Srage fawaddr gt §
o & fore eeRea
JUAS TSR R i Ta|
3dyd:
ferRsew, fifda se-raa w9 sifeeAaa:
| PRI DRI
BRI G R:AC B |
Ty e e
PEIIG ;AT A aRIad (SRUE-S)
GREZ] : OECD Usieur femmfasr 439
feaguft D U i g & SeT W Snuid
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TIed FRAMSSIS YeH & 38R
Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022
| [afoma G IR AC G|
a’%l’ﬁ@l’ﬁﬁsﬁ
EKIIG] R GER | 1|
GNEaI :  OECD WRieur femnfder 404
oy | =T G E
iR A7 efak<eE
IUA PR R FHifcpd el
3dad:
freraRTs S, fAf3a SwATaa ud sifeerad:
ESUG] R R
gfomH © 3TE A Sad T8
Tegfafaw fewd i
ENIIGI RS | 1
WGl ! OECD udteur fe=mider 405
aRomy 3@ H e T8t
femuft U o) Il & ST IR SuTiRd
T SrepIET:
TSt R GERl | 1
GRICA :  OECD Uteur femmfder 405
gfomy L 3l Bl STe, % fert & iR Radd
I 91 TS GATRIHIUI
1 B gUTEar
o1 Tt Seel ufafshar Sae R Tl g
YTI-UYT Dt GUTSTdT

JiY GRT TG 3 TR TS AT YT P AN AT 4T H BidTs I R bl gl
3AdYUd:
freraRTs S, fAifSa SwATad ud sifeeArad:

G1ar0 ot fe . TR T

U (TRTOER) & e s or )

EEIIRI R I CiRish

GRICA :  OECD Uiteur femnfder 406
oy . BUTHS
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TIed FRAMSSIS YeH & 38R
Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA BT IRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022
||feaoft LT o IR & ST IR SeiRd
Amoxicillin Trihydrate:
fomH L TRl I HRA aTel Uarf
femut L 3T P SIRY A ARV 8 Il gl
JABR T & U & YR W
Tgfafaw feed i
TRiefor @ fored . YT o 18 TR (LLNA)
TUh (THRTUIER) & I a9 Y dud
ESIIG © HYD (HI3N)
GRIE :  OECD WRtefur femmfder 429
giome . BUTED
et D TS oI gERET & SeT W 3nuiRd
I sremiET:
TYerur i e . ggA RUle $8ce U9 S (TR IMRUIE -l & dagadmial
o GRIE fabr o1 gfY o1 uierm
U (TRIUIER) & I T ¥ gudh
EIIG] . HHEd
gRome . gRdid®
3fferer L O O T o SCTSRM $I HH § HEH &R BT GUIGHT
CIEENERIESES
ST A RereHRid!
IS TSR TR i Tal|
3d4d:
freraRTs s, fAifSa SwATad ud sifeeArad:
ISBIEERIREEGREE]  qllernr ot fore: Sadian et fausia ufvad ot S (AMES)
Tt e 67/548/3. 3.4, Tag dt, ot.13/14.
R HUTHS
feuof: v SR it & Se1 W smutia
&1 DI fbe: hiHeld TsRRH ¢¥e 34 fagt
R HUTHS®

feuof: v S It & S W smuia

Tef0r F fobe: YRR & S8R TeRal &1 HIfRAeB13M 61 S
IaRad= utemr

iU HUH®

fewult: ue S it & e W smuRd
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TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TXHIT TNy @t fafd:
6.0 14.04.2025

Y. 3109, FeR; i IR SR TR BT dRNG: 28.09.2024
10793454-00010  Ugcl SR SIR] IR &I dARIG: 14.06.2022

R & el

[BEIEERIGEESAEC

Tegfafaw e
[SEICERITEEE AT

~

[SEIEERIGEESAEE]

Amoxicillin Trihydrate:

TRI&UT Bt fheH: TYRT HIRABT3M H IRR & T18R R
pafes faf vy uxg

LRI IR ED

fewgult: ue S IEfE & e W smuRd

. ol @Y R ARGl TS qERET e

(Shifad groft & ArgeioiHfed wR)
UoIfd: G (H139)

wﬁ%&w%ﬁ ﬁw@ﬁn

R HUTd®

fewgult: ue S a1 W smuRd

: TieT o fe: Sadiian Yeth faudia uRad &t S (AMES)

URUMH: FUTEG

LRI & e ARdIgEN o

TaIfd: g (T1349)
UfRuma: UMD

Eﬁﬁ&gﬁmz UIE $dd Tded GRIET0T (Siiel DI (Sifad
)
Tt G (T1349)

. BUTHD

D TRIeUr &t foh: YRR & S8R T UTRAT &t BITRIBISHT &1 S

IaRad= utemr

TP OECD Tiequr femnfder 476
R HUTHS

feuof: v S it & ST W smutia

e ot fpw: saifvar et faudia ufkad= @t Sifg (AMES)
TPT: OECD Ttefur femmfdsr 471

R HUTHS

feuoft: v S it & Se1 W smutia

TR B fee: Tl & TEiNIgE GerIieg uRie

(Stifad groft # ArgeioHiesd IR)

gonfa: IeT (<)

wﬂ%&m%mﬁ IEURANE

TP1: OECD Tiequr femnfader 474
iU HUH®

fewult: ue S it & a1 W smuRd
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TIed FRAMSSIS YeH & 38R
Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022
|
=T sremiEa:
ISEICERIITEER AT D TR 3t few: dadifear Teeh faudta ufvads @t §ira (AMES)
URumH: FUmEG
fSHICIbERICT 3 faar L TR Bl fbe: TRl & WhiEe GEaAiieg uRian
(SHfad ol § Argeionic® uvw)
DT JE (H13H) _
TEHHRH & IK: ZeReHad SoeRm
URUMH: FUTEG
FHERSADAT
IUAS TSR TR aNHd Ta|
3dad:
;T SrepIET:
ESIIG ¢ HYD (HI3N)
TAIB I & I o e e
fha gHg & ford Judh © 103 gW®
(TEHUISR) g1
GRCA :  OECD URteur femmfader 451
gRome D BUTHS
3T fauTadr
JUAS TSR TR aiHd Ta|
3[ayq:
mﬁvﬁ%m@m
AT & YT qﬂ&mﬁ%m &l Uit GG faTerid e
TEAIHTE & I: FATd a1
TP OECD Tiequr femnfader 416
R HUTHS

feoqoft: ue SRt It & et W snetid
MR R & e R uHE] qﬂ&rmﬁm Yoy R fawm |

981 <)
wﬂ%&m%mﬁ 3 RRT e
R HUTHS®
feuof: v S It & S W smuia

Amoxicillin Trihydrate:

||sreRar & guma D OEOr B foreT: IRar
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

orSTIfer: 8T (R€)

TAIHIE & I: Hifd®

Ja¥dT: NOAEL: 200 farm/fem ssiRes 4R
ORUMH: IS & ar H &

Rruh: sTPHGaHa Se1 B ave I Fiied T8l i T |

TRIeur & fpe: Ia=an

TSTfd: 981 (X€)

TRHHTE & I HikGD

IR LOAEL: 500 farm/fm Ties HR
URUMH: IS & ar H &

R STl ST B! auig Q aviipd el fbar T

MR R & A muyEl - ol ot e fae™

RPTITaTa faSTaRT: NOAEL: >= 1,000 T/ IMIRN® YR
gfeomy: yor-mfey Ry fawradar 78t

Uier ot fore: fasr

TIfd: G (T1349)

TAHRA & I: AH

famraTaT® faurdddn: LOAEL: 200 fimm/fe IRIRS YR
giome: W@hm%&nﬁmé?aﬂwwﬁwmw
U & $© Fdd

fewof: mwﬁmﬁmﬁﬁww%l

T80 & fooer: faser

TSl 981 (3C)

TRAIHIH & I HikD

fqmraTd® fAuTaddr: LOAEL: 200 T/ IRINSG HR
UM YU o IRAZad H HH, IaH! § &Y goid e
fewoft: s Bl St Bl aoig A arifed T frar T 1

Ty e iRa:

AT & YT : qﬂ&mﬁ%m &l Uit GG faTerid e
TS & T FATd a1
TP1: OECD wiequr femnfder 416
R HUTHS®

feoyoft: ue SRt It & et W snetid
MR R & e W uyEl - Idem ot e BifIcT / IR &1 Tl fasmg

gorTfar: IgT (k<)
UGB & IKT: e T
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TIed FRAMSSIS YeH & 38R
Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022
URumH: FumdES
fewgult: ue S IEfE & e W muRd
1 Srepiga:
37dRdl & UHTT T ot fohe: widferdt / 3T &1 Tl faeg
goTfar: 8T (<)
TEAIHYH & I AT a1
URumH: FUmEG

feoyoft: ue SRt It & et W sutRd
MR R & AP uyE - odem ot fow: yor-mier Rig) fdem|

Tt g (H139)
TEAIHIH & I ﬁﬂaé:n
R e
STOT - Uohd SIIf@H
JUAS TSR TR i Ta|
STOT - SIgM™T Sf@H
JUAS TSR TR aipd Ta|
3AdYUd:
Amoxicillin Trihydrate:
| [feaoft L ZIHHBINIG Scl Bt goig § aifferd A fsar T B
U QRIS fawraaan
3[ayq:
freraTs Sy, ﬁrfaaéaﬂmaqaam
BRI TR ()
NOAEL ;5,000 mg/kg
UATHRA & T ;
ford= aHg & ford Tudh : 13 Weeks
(TUISR) g3
fewut © T o IR & el R eiRd
Amoxicillin Trihydrate:
PRI ; e
TAIHRA & T ; %
fham gHg & ford Iudh © 6 Months
(TUISR) g3l :
femut . ot Hewyul ufdgd UHTa St gemT et e
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TIed FRAMSSIS YeH & 38R

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA BT IRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

BRG] :

TAIHTH & T : %

fod 999 & ford Iush 6 Months

(TERIUTSR) g3

femut . fordht eyt ufagd UHIa &t g el et
Tgfafaw e

BT L 98I Re)

NOAEL : >=5,000 mg/kg

Tl h e & IR I E R G R

fra gHg & ford dud : 90 Days

(TERIUTSR) g3l

feuguft D TS oI gERET & SeT W 3nuiRd
a’%ﬁ@lﬁﬁ%ﬁ

oY L 98I Re)

NOAEL : 1,072 mgll

T@IhRH o IR LN T (Y Re )
fram 99g & ford duds . 28 Days

(TSRIUTSR) g3l

GRCA :  OECD Witefur femmfder 412
CIGEEGE]

JUAS TSR TR i Ta|

UG S & A1 SgHd

3dUd:

Amoxicillin Trihydrate:

. 3R: Ade, Seet, IR Yadt a¢, ¥, U o, @l W ard

(RASASEL T
TP, 99 o 3 gRea
feuolt: et fafshar deT 9 odl 81
12. TIRfRUfa@ T =T
rikfRufa® fawraan
3(dyd:
Rz Sw, fUfSa Se+raa ue sifae-ad:
EEIEARCNIESKII : LL50 (Danio rerio (fST8T f5RT)): > 1,000 mgll

fordm g & ol Tudh (TaRTUioR) 3 96 h
e forgr oI aTer verd: Sie gHmEifoId iRt
T AW 67/548/3 3 41, Trag oY, Tt 1.
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TIed FRAMSSIS YeH & 38R

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

BT e &t ff: Y3109, AR 3ifdH IR SR #xA &I ARIG: 28.09.2024

6.0 14.04.2025 10793454-00010 Ul dR SR} 34 B! dRRG: 14.06.2022
ST Td 3 Je-Med :  EL50 (Daphnia magna (dTex Til)): > 100 mg/l
ENERCLIESEI foham g & ford Tudh (TaRTUioR) 3 48 h

X fpar oI a1er uerd: o gHTASIT i
1 Adw 67/548/5 3.4, T ot 4t 2.
fewgult: ue S IEfE & e W smuRd

QaTa/STeT ael ol fauleddar ¢ EL10 ( Desmodesmus subspicatus (831 a1 (Tesil)): > 1,000
mg/l
foham g & ford Tudh (TaRUioR) M 72 h
X a1 ST a1l ard: Sfd SHmEifod 3R
T oW 67/548/3 3. 41, T 4, 4t 3.

EL50 ( Desmodesmus subspicatus (8% RaTd (Tesi)): > 1,000
mg/l

foham g & ford Tudh (TaRUioR) M 72 h

X a1 ST a1l ard: Sid SHmaitod 3R

T Few 67/548/3 3.4, T Y, 4.3,

SR Td 3 Sefed : NOEC: >=0.01 mg/l
RSERENIESEINEREAINET foram T & ford Tuds (TauioR) §ofm: 21 d
ﬁmaatﬂ) P ISIITS Daphnia magna (dIcX 1Wﬁ)
X o ST STel ger: ofd JHmifoId iR
TRIPT: 3.3 4 S e Fd=r 211
femult. ue Sft g & e wR smenia
facaar & d R PIs fawraddr T8t

Amoxicillin Trihydrate:

EENICIRELIESEII :  LC50 (Carassius auratus (TIGS{HRI)): 0.035 mg/l
fordm g & ol Tudh (TaRdioR) 3 96 h
TRIHT: OECD TRI&UT fa=mfdsr 203

aTel/STog Wel &l fAwaddr  © NOEC ((8%1 RdTe): 530 mgll
fordm g & ol Tudh (TaRdioR) 3 72 h

EC50 ( Synechococcus leopoliensis (@ﬁﬁw

STSIIIIETIN)): 0.0022 mgl/
fordm g & ol Tudh (TaRTdioR) g3 96 h

NOEC ( ieft-g$t Ra1a): 0.0057 mg/l
fordm g & ford Tudh (TaRTdioR) g3 72 h

-ty (AUt SR~ © 100
[ELIESGD)

TH-thaery (RR&Ie® SfereR © 1
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TIed FRAMSSIS YeH & 38R
Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TeHR Tened of faf: Y. 3109, FeR; 3ifdH IR SR #xA &I ARIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ul dR SR} 34 B! dRRG: 14.06.2022
[
Tgfafam i
FhICIqIIB ISl BT Sidd
Sfgrdt Sierer fasTadar L fQwTad wHTe TaTds el farar o ehdT §
[EECAINEASNENERIESEI L fwTad wrHTe TeTds el farar o ehdT §
IR srepia:
ECENIKCIRELIESEI] : LC50 (Pimephales promelas (ﬁﬁ%@’ ﬁﬁﬁ)): 460 mg/l
fordm g & ford Tudh (TaRTUioR) 3 96 h
ST Td 3 e-fed :  EC50 (Daphnia magna (dTeX Tel)): 230 mg/l
ENERERIESEI] foram g & ford Tudh (TaRTUioR) g3 48 h

T 3N 3 S 2w Adw 202

QAT Oiel &l fauiedar ¢ EC50 ( Pseudokirchneriella subcapitata (81 R1dTa (Testt)): 770
mg/I
fordm g & ford Tudh (TaRUioR) e 72 h
TRIPT: 334 St. e =T 201

NOEC ( Pseudokirchneriella subcapitata (831 RidTeT (TewiT)):
310 mg/l

fordm g & ol Tudh (TaRdioR) e 72 h

R 33 . ¢ = 201

SR T 3 SeMed : NOEC: 51 mg/l
SR fawTedT (RRep1fere foe g7 & ford Tueh (TRIUIGR) g 21 d
ﬁWT) gl Daphnia magna (dIcX tFl'@ﬁ)
R 3N g e [ 211
TR 3R SraspHforar
3qUq:

freRTg e, fafta SwAraa wd sifae-aa:
S SITHHUT DI & : URuTE: G & 1Y UIHdD Rl § SAHHUBR]
CRIERESERRIS]
SIHHUCT: 95.4 %
fordm THg & ford Tudh (TaRTdioR) gaim: 28 d
TRIPI: 3713313t X S ATS 308!

Amoxicillin Trihydrate:

|[Sfo® sramrura @t gmar @ iROTH: AT & A1 U ide aRich o SHahHUGR
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TIed FRAMSSIS YeH & 38R

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA BT IRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

CRIEEEEEEREISN

SAHHUT: 88 %
foram g & ford Tudh (TaRdioR) e 28 d
TP OECD WRiefur fe=nfd®r 3018

a’%l’ﬁ@l’ﬁﬁsﬁ
fad SfamHUT ST &A1 UROTH: AT & 1Y WP aRidh o SHahHuGR
CRISZSESINEEIS
STHHUT: 92 - 96 %
foram g & ford Tudh (TaRdioR) e 14 d
Tuifad Sfde Jaua
3(d4d:
fRrRTs Sy, fufSa SeArad ug sifae-rad:
[ELSE] ‘IUW (W1 . log Pow: > 8
g HId/am)
Amoxicillin Trihydrate:
Sifde deom : fewl: SiaY A uwfa BT (SRNagHTR) B GRS B B
faUTSH TuTie: (T © log Pow: -0.124
sﬁa%:ha%@) ( TRIST: OECD TRIEUT fGrn-a=r 107
sfra srepiea:
fqUTSH TuTieh: (T : log Pow: 1.05
3faea/arn)
ICEE RIGRIGE
3T Iuas el
3= Ufdpd UHE
3dyd:
Amoxicillin Trihydrate:
A iR AR A . goref Wl Sta-gerft, $R fawmed (PBT) T B
HTHT BT Aol e B U verd e 78t §, S 0.1% a1 SR TR W §gd
R 3R 9gd Sig-G=dt (vPvM) B

19/22



W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Amoxicillin Trihydrate (17.2%) Liquid
Formulation
TXHIT TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #RA BT IRIG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ul dR SR} 34 B! dRRG: 14.06.2022
13. fAger ifgard
fAye™ & afie
QY I §a1 g (e . e @I ATel # 7d Bop |
R fafaH! o Fy B |
gfa afdT L Fel fsdl Bl A% Bl gASd B drell Balaict W rgdhel T ar
T & ford o S|
3R 3T fafAfdy =15t faan T siRjed IaTg & =u o
e &3
14. UREE a1
siarigia fafaw
UNRTDG
UN FR : UN 3082
a8 1 ger Ay : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Amoxicillin Trihydrate)
il )
ofsT !
NELN] -9
TOieR U1 & ford WaRATH |
(@S H)
318 U &1 -8t ot 3R
/308 S TR : UN 3082
%agq Wﬂé’[:ﬂt{ . Environmentally hazardous substance, liquid, n.o.s.
(Amoxicillin Trihydrate)
L 9
ofpT !
NEN : Miscellaneous

fSsardd @l fgarad (@R 964
EIEEKIE)
fesarddl ®1 fRerga @ garg ;964

STeTol) .

JYTaRU1 P ford) WaRATh Dogl

(@)

3Tg T S Sh-Pls

UN FR : UN 3082

Ageq &1 e 99 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Amoxicillin Trihydrate)

an 09

e U Sl

NEI 9
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
6.0 14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

EmS dfgar . F-A,S-F
YT UguD g
|M03Wvﬁa?a|aﬂwzﬁ$ﬁtrhas=ras’\f
3Myfef 3T 7T Tede & forg amy et
IuaRTEdat & g faxiv wanfai

Tgl f3u 7 uRag ¥ ifeRur raet a1 & TSI & o §, 3IR U U § 3Ftdss Il &
Tt IR ST § oR fob 39 Ref S1et e & Wi 39T qui faran mar g1 uRaes @t fafd, %
3THRY, 3R & a1 <=1 & fafae & fafderarait & sruR uftae arffeszor fird-firm &) gaa B

15. faframme gaaT

gerdf ar firgror & fore JRam, Wy, iR wafavur & fafaw/fasm
39 IATeH & 3rauq fRwfafaa sa=iie § gia €

AICS : fyffea &t
DSL o fAeffa Y
IECSC o fAeffa Y
16. 3= AT
e &t fafy © 14.04.2025
Sifaf¥ad SaRY
3T Xiie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlRd ddb-ie! Sel, Il
TIRT fhd T G TIcd TSt TR a1 FRITEA e T,

http://echa.europa.eu/

%amg%ﬁﬁwﬁwmw%ﬁmﬁﬁ%g@mﬁﬂwwaﬁmw
TR

faTics URsy ;A amay

3= TR & ot a1

ACGIH . guyu| ACGIH TR 4H (TLV)
ACGIH / TWA . g-be, THY- ao 3iNd

AIIC - Sl Ol &1 Siefemms g, ANTT - S1fid &1 P Y oRags ToiEl; ASTM -
et TR Tteror TR bw - S &1 I9H; CMR - HIRAOH, TS a1 Uoi-+ favar; DIN -
THT AASHIHR0 TRIM & U 7F; DSL - aiqqatfajﬁ(m ECx - x% Wldfshar ¥ JeT

THG; ELx - x% TRIPAT T S ST &R, EmS - HUHTA JSIT: ENCS - lﬂm;cnaﬁwqq
IEAFAE Terd (JUF); ErCx - x% Jfa aX Ufdfehar § &1 dha; ERG - fTurasla- ufdfsar
MES; GHS - 3fAF TR W WA R, GLP - 33t TANTRIET YT, IARC - H¥R R S8 & forg
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Amoxicillin Trihydrate (17.2%) Liquid
Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #R4 & dRIG: 28.09.2024

6.0

14.04.2025 10793454-00010 Ugell IR SR} B 1 dRIG: 14.06.2022

SRIPT Toldll; IATA - RIS arg uRae THIREM; IBC - YR AT § WaRATD IEGH! aret
SEToll & 0T SR Iuavur & g 3 SfgdT; 1C50 - 3MTeT Sy FRiUTd S Hdba; ICAO -
i TR faAFA E16; IECSC - I # Hig@l Y-S Uardf &t 3dedl; IMDG - SiRigh
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeifie JR&T IR WA S (STUH);
ISO - AFSIHRUT & Y SR WITSH; KECI - HINAT HIS[GT TR Sde; LC50 - TRI&T SMarat
BT 50% DI Uldd Hdbad; LD50 - WRIEUN &Gl BT 50% &I Uldd QRIH (1 °dd GRP);
MARPOL - STgTsil & UGNUT &1 AHUM F T SRS e, n.o.s. - 3T Y 78T, Neh - faredt
708, NO(A)EC - 3@adidd = fasar mar (ufded) Uua ddhad; NOA)EL - 3@did- = foar man
(% d) TUTE WR; NOELR - TR-3[GA%-917 YHd daM &X; NOM - 3w Bfdde fAaw;
NTP - J¥TI fIu-faq™ SRIsH; NZIoC - TTEHT B el o $desl; OECD - 3id FedNT 3R
faeT W&, OPPTS - IMMMA® JREM 3R UG AHUM HHAfad; PBT - RITR, Hg-THHAIHR0T 3R
faured yenf; PICCS - YO 3R IMA® yarif &t ety gdes); (Q)SAR - (HETHD) TREAT
T3 ey, REACH - TRIUIT T¥e 3R IWE UsiiRul, Hedidh, WIeR 3R ufadey uikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3qgc dqHH; SDS - YR&T el Tie; TCSI - aar
RS gerd 3dest; TDG - WavATd Ad &1 URag; TECI - UI3As T $desl; TSCA -
fauTert gt iz siifam (Fged sy 3R, UN - §ge X1Y; UNRTDG - BIH®RS JHH &
URaET W UgH Y S RABIND; vPvB - Igd VIR 3R Jgd a-THAPRU AFG; WHMIS - HT-
RJT WRATD HIHU Y1 Yurel!

ST JR&M ST =T B 3US THRA S IR I af T THSRI AR IH, STHGRT 3R Gy &
3R TEI & BRI B QA& &7 W JHTTH, T B, Uiehal A, Teg B4, TRTET B,
fAe™ &1 quT BlsA & fo Had Arfex= & Tu H feomad foar mar g qur fordht yeR &t arel ar
TG T fAFGRT T8 AT STE | Iuds St TR TSR 39 SDS 3 XY R ggar TRt had
TRy Tl @ Yefdd € qur sps Il &1 farddt s et & oo | Ot fesht o ufhar B, o
TP UTed H =1 ST T 81, YA $H3A WR A e 81 Ghd! ¢ | It uaadrait & ] 8 W, Jaie
¥ oifqw Iare H SDS-THH &t ST HT MHAH I Tled 88d B, YA HA, Ufehar A
TUT T XA & 30 3Ty &1 fafkiy Tee! & THeRT iR Rim1iei o weiten w1 a1y |

IN/HI
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