m‘w éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Amoxicillin Trihydrate Liquid Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
5.0 28.09.2024 1198859-00020 Ugall IR ORI 31 Bt dRIG: 05.01.2017

1. ITE Ud HHHT Bt Ugd=

e A - Amoxicillin Trihydrate Liquid Formulation

fFrafansmyfdeat

ST ' MSD

Yl * Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

EiCaE * +1-908-740-4000

ATYTABTA eI TR ' +1-908-423-6000

3—13?1' DT gdT - EHSDATASTEWARD@msd.com

WANT W Ry ok ufadey

Rpose wam ;oY) fafder Sdrg

JUIN R gfdsy I

2. @ B yga=
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BEGRIEH
BT el IReTH

wgfaaTd/gafay™ S

SERC[|

HiSTS IUT B ThdaT g

H400 STeTeR Sita & ot 3= fasa|

© H334 Y gRT TGN B TR TSl AT YTH-T & AT IT 4T |

H411 STefeR Silgd TR o RITH UHTT 3R 1Y 8 fade|

: APYTH:

P233 f&s & HY TR §¢ HXP 3G |
P260 P IT HTT BT I H 7 |
P271 $ad 18R T YT dfeaw™ & 1 SUTNT HI |
P273 TIATERU H BT+ ¥ TRER B |
P280 I&THD GxdM/ I3 Ug- |
P284 YTT-UYTY I&UT Ug

3

P304 + P340 Tfe T gRT UGV H o: Al & dronl gal § o

T 3R 1Y o & o R 9 foremd|

P342 + P316 TR YdTH-URAN & A&UT: debTcl STUTdBT
Fafdrcar Tgrad U &1 |
P391 BADIG Uh A B3|

HSIRUT:

P403 3= aTdTa- aTell SiTg | Iferd i

frarur

P501 . & o1 et Wierd a SRuvid SR &

|

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

S{RITd

3. 3AUQ! BT AISA/SITPTI

gerf/fagor
3ayq

: fysion

S AH

T T (PY) - TR

MY (HECRA) (%

wi/w)

Amoxicillin Trihydrate

61336-70-7

>=10-<20

I 37, C14-26 TGEH Saul

97404-28-9

>=1-<5

4. iy fafee & U
AT T8

3R 1Y gRT U0 81 ST

. 3R gl 81 1 adiad 3t 9 & ol Afgehd T ¥ Jallg B

9 AU T I T XopT b1 gR FRUfG H Feiferedia wameg |

: gfe A gRT T8 bR forT TG, oY it geft ga # < S|
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IO R @ At Y. 8109, AR 3ifdH SR SIRT &= &1 dRIG: 06.07.2024
5.0 28.09.2024 1198859-00020 Ugait IR SR} 6 ®1 aRi: 05.01.2017
gfe | & 81 o, HiHw A9-Afy 4 He g
i AN T BTG g oY, TS ¢ |
et ggan o |
3R 1 ¥ HUH 5l AT . garr (e & foe areH ok ot iy
_ TI0T Tehe B TR fafeh iy wedi o |
3R 3G § U g S : qarar (=) & fore sital &1 art 9 4|
I S I g1 3R oY ¥R, al fafdrita wgai o
3R e fera smg : gfe e 9, 99 ORd dd &
U1 Yebe B WR fAfeh ity Jga of |
U & 1Y 48 31 kg Heell hRal |
T8 Hg@yuf d&ur 3R D I GRT UG $H= TR Ul AT YT o A&7 AT 4 o
THTE, G ot SR &8t HIGTS I HR Tl 8
JIfYP TRIUIGR Ugd I HIN[g SRUAT 3R 3T 47 BRI
(ﬁ@,m,wmmﬁ@maﬁ
ARG
Ty fafden & TReor D OIS fefdredt 3 aTell o1 ST YR&M TR & &1 a1fg T, al
SIRGH Pt WU B TR YA T dfdads YRETHD ITHIU
PT IUUNT HAT AT (WS 8 W )|
ffrcrs & o g L Qe SR HEIRT § SUER X
5. TR U
I i Hifgar SRS E ]
YeIpIa- TR Fm
FaT SRAHAZS
/T T
A (M) GIA S THH ¢ IF
A F IRARMRT TR <87 ITC] BT YU WA & T T TR 81 Gbell g
QAP G- TGl . BRE RSy
Ted RTESY
(31TTT) S & o=y Rl © gg RIS I3 UaRT % off R uRfRUfd SR Sm-ury
IATaRYT & 35 Bl
§< fSoall 1 TST A & o ST-BeR 1 YANT R |

3R U1 BT TRIE B oY 31T & &1 F eifad bR Fiepra A
AT ! WIelt HATT|

M gIH & U faRv s 3T A oF W, Wd-Ad 41 Iy ugH |
JUHI TSIl &S ITHIUT TN B |

6. ST IAT® e U
Jafddds AEYT, RETAS  © Aol eTeTH ISR YA HY |
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5.0 28.09.2024 1198859-00020 Ugdl §R 9RI a3 $I dRIG: 05.01.2017
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 |

%ﬁg@@ﬂwwmﬁﬂ%ﬁwmﬁ
|

TBTE HH SR BaAd JAb 3R N g 7 I |

& yerd ud did S g & forg ST a1 3 Iugad AHU™ S & dlfds
Bard iR A 591 A S B1 718 U oI Uy farar S G 8
I 3 ITGad DR ST IR KR B |
JUYad TeHReC & 1Y Halld b AT HERNTS 61 A6 B |
R a1 IS faf o 39 verd &t a9l ok Fuem &3 &
for ANy 81 Ahd 7, Ty E I Aey SR SmgeHy W ot 5t
(39 yaTef ) Relict Bt Jrg § ST H 7l WId 81 3419 B

fofa &1 g1 6 e faefiom amp 8 ]
T THSITH & STHIT 13 3R 15 F© RIH 1 I8 Rebrgd<
F TR T THHR UgH B & |
7. FETEA 3R HSRUT

qPh-icp! JU L AU (URIUR) ¥ g9 & fa=0)/foh aa1d 3/ UM & d8d
Sofifafe Surg 3|

R / Bl dfeai=H : Ryth Suged ardra H wE B3|

qRfard g1ue o fore D BRI AT Y B A H T

NIEELEERI Tl 7|
3fiEl & Ty T ¥ gRER HY

TP Y T JHY dP IT IR IR U H 3 J URER B
3BT SN Tewdl IR YR&T Y13f & S8R HuTd, St
HTIRIT THRIUGR 3MTHaT TR YR B

oo B HY TR 9¢ PP W@ |

Ugd g Tadt sufkadl &I, 3R SryHT, Taroll, SreibIierds a1 SHiaa
AT AT P Ul YaeT=Nd Afeadl &1 497 SAoid| a1 deh! &
1Y BHTH P P Jay 7 U4 Ffegs I Wt w1 @nfu
TAD, gaTe B9 J b B! AU T, 3R YITaR0 H HH A

HH O 3|
TRfgrd YeRU o gRfRyfcanr © 3rd) a9 dad fobt gu fosal & 4|
B DR G HRh 3|
o=y ISt fafedl & SR WeRT ®1
3 verdl ¥ o : Fofaied geR & Uisae & Iy 7 39

g sileitepufi Toley
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8. sy frdmron / freft Ram

FRIT 01 & AFS! & Iy 3agq
3faud T T (V) | I ISR feTor UTeret / YR
- TR (3RETT BT PRERICL]
UPhR) ST
Amoxicillin Trihydrate 61336-70-7 TWA 1 mg/m3 (OEB 1) | 3fidRe&
ffaRked STH®RY: RSEN
TN 3, C14-26 TAAH | 97404-28-9 [ TWA (¥T-1g | 1 mg/m3 ACGIH
3{RT) (
geltfrafar Ao . gIg-aTg! wigdl (o, fEu-xfed aRd werm) frifid s &

%Eaﬁﬁsﬁﬂﬁwﬁﬂﬁmmeﬁ?ﬁﬁﬂfwﬁ?ﬂﬁﬁws@w

Hﬁs@ﬁwﬁﬂwwqﬁﬂ?%ﬁmmmﬁﬁaﬁ
IIRT 3R IdTa!, BT, 3R TAfaRur B &1 & ol GMP &
RIgidl & SR wﬁamwm%m
mw&mmmﬂmﬁwﬁ%

et s @t wnwh
T Tadh s L TR yui R e dfeee  Sudsy T § a1 TegueR
fTera SRR fa=m-FE=i & aTeR TaueR UeRRid #rar g,
Al T YRET BT SUANT DR |
e’ UbR ;D UBR
g1l Yaeh sara
B A g
3fi ot srera D IgS Tiies AT & 1Y PRETIAT UG |
3R HTH & HIETa a1 iafafy & ¢t ot fRufead, o a1 wRie
e &, ot Iferd Tred v |
IR Yd, ¢, T TR & AT e Yudh &1 FHIET 81, ol
ToRiies 1 IR AeX BT 3= TR0 UgH |
9T U9 IRR Taeht T L ISt a1 yanTRITE die § ST S|
el gadt Iu™ L 3R UMY IUANT & SR WA & JUd T 3 Bt YT €,
@B A P R S B A 9 BT yonferar iR JRa
QaR UeT HY |
TN & SR, ST, U1 a1 ¢Ha 7d $1 |
T HUS! B U & 916 B [ I STaaTd |

giay & TyTdT dareH § eiif=ate Fa=or ot aefien, 3fa
HfdTd TRET IUHRUT, e ST 3R aR=ied ufesana,
NI TWar AR, fafeer FRE SR garmus
=0T &7 SXHTE S T ATl

9. Hifo® Td Iamaf® ur
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fa@mae I CIE
{q . ghg
Ty © dg
TiY T gge : e IuAs et
iRec) L SeT Uy ol
fOge/ds o1 auaE : 3Tl Uds gl
URfY® I9a- H1fdg /a1 ST IUA gl
AR
e fag : 32T U g
Tt B G L STl Iudsy gl
et (319, 719 L T TR
SaeRIET (@R uerd) D 3T JUAs el
I fawpie 91/ IR 3l JudAs gl
SR THT (30
panfaferct fedfie)
Y fapie dar/ Tt Sl IuAs el
SIRiTerd e (1R
ToAfafere fetdie)
Y T9Td : 3l JudAs gl
e I g Rt RE e [ o
e g ;a1 ISy g
T ©0.99-1.10 g/l
I ERREIY

e B faedn 3T U gl
fqurer Turies: (T S
S ar)
SNSRI &1 argHH 3T Judas gl
3Uge T aTgHHA 3l Judas gl
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Amoxicillin Trihydrate:

GIEREITCEAELIESEI]

50 28.09.2024 1198859-00020 Ugd! dR SR} A &1 dRIG: 05.01.2017
BIEGINERSAISEN
fa Ry D ST IUA TR
faepic® oRaHTd ;. fowpies 6t
SRftHRUT & TURGHTT © g9 uerd a1 iy & SiReRS aifed e faran T g
TS YR D SC1 3UA TR
CQURTRINGILY
10. FRY=T 9yt ufafergan
UfddR : Sfffpraierar & @A & ®U § Fiidd el |
1o fRRET L g RifRfaa A RR B
UREseHy Ufafparsit Ao HTRIIPRS Toict & I1Y ufafshar & o B
g9 gyl 9 o< I 1o
ST AT  SfiRfieriy Teley
3[qege- uerdf ¥ shfad . Bl ok ad (goReY) 3uged ey Jid gt
11. fwrasnfora g
TG 3REUN (TIUISR) B IR |1 GRT TS0 AT
A TSR CEIR R ED
BRI
3@ ¥ Iudh
GIERGEIESG
JUAS TSR TR aFfiepd Tal|
HdUd:

© LD50 (JgT (XT)): > 8,000 mg/kg

LD50 (¥ (A13H)): > 10,000 mg/kg

LD50 (): > 3,000 mg/kg

T 3, C14-26 TEGFA-TH G

i MRk fawTaddr

: LD50 (JgT (X©), Aral (fad)): > 2,000 mg/kg

TEBT: OECD Utefur femnfder 423
fewguft: ue S IRt & e W nmuTid
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g 49 fawraan . LCS0 (JF8T (R9)): > 5.15 mgll
fobe g & ford Tueh (TeRUISR) g 4 h
URI&(T ATATaRUT: Yel/paiar
TRIBT: OECD URTEITT fGRMHGRT 403
feoquft: we Sift It & Ser wR snerfa

1 & U ergeRSTaT

JUAS TSR R aFiiepd el

3dd:

T 3%, C14-26 TRFHEH AQUT:

PRI L QAT A SRIad (SRUE-3)
GMEQ :  OECD Utefur fammfacer 431
feuguft L T W Gl & ST WR Suid
PEIIG] L QHAMTHT A9 STIadT (3RUE-S)
GMEQ . OECD Ustefur feenfader 439
feof . TH oYl ARl & ST WR uid
| [ofoms L A oo el
TR A7 efasdeH

JUAS SHHRI R aFiiepd al|

3d4d:

T 3%, C14-26 TRFHAH AQUT:

PG G RRI )|

ikl ! OECD WRiefur fe=md=r 405
gRomy © 3IEl H Oa T8l

femof . TH oYl ARl & ST WR uid
4T T THST GUTEIBT

T D AT

JUAS TSR TR aFiiepd al|

YTI-YYT D GITSTdT

Y GRT TGV B3 TR TSI T Y- P T&0T IT 4T § B I B JHhdl 5|
3dd:

Amoxicillin Trihydrate:

BIRRIL| : UTEIAT S B arel uard
feooft L 3T & SN W AfRICTSRA B g 8|
SHYHR T & 3T & YR TR
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T 3, C14-26 TegfH-TH TqUT:

RIE(01 Y fohe R s TS URY (LLNA)
U (TRTAER) & IR A Y dUb
I © O (HIS3H)
cHEQ . OECD URtefur femmfder 429
BIRIE . BUTHD
fewuft L T S R & IeT IR uiRd
SHaTY] I "eeHd]
JUAS SR TR afiepd al|
3dYdq:
Amoxicillin Trihydrate:
[ERIEERISEESIEE : oter & fore: dedifvar deeh faudta ulkadH &t Sirg (AMES)
TRUM: HUTES
fSeipTifRydt 3= faar L TRIE B o HISh gy ¢
TS g8 (H139)
TRUM: HUTE®
%&gﬁmz U b HTdeh URIEUT (SIS] hITRIebT) (Sifdd
)
TS g8 (H139)
RIS RS
T 3, C14-26 TGFA-TH AqUT:
fHIcIhRIE 3 fagr TRl o) e dadifear e fausia ufvad= @t Wit (AMES)
TBT: OECD Utequr femnfder 471
RIS KD

fewuft: ver St IRt & Ser W snuid
TRI&UT DY T IRR & TT8R WU B HIRIBT3 BT Shi

IaRad= udtemr
TBT: OECD Utequr femnfader 476
RIS IREED
fewuft: uer St IRt & a1 wR snuid
RSB
JUAY THBRI TR G iehd Tgi|
3T fauTadr
U AFBRI TR ailiepd al]
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AdYd:

Amoxicillin Trihydrate:

(ARl b YU

3T & gHTd

M RY & e muyEl

D oeur &t fhw: IR

geTifar: IeT (X€)

TRAIHTE & I AfeD

JARaT: NOAEL: 200 i/ Imie 4R
UfRumy: U &ar ¥ wHt

feuyoft: FFeHEHa Se1 &t aoig § aFifed el fhar gl

e & fhe: Idvan

goTfa: g7 (X©)

TRAIPIH & IK: ARkD

JdRdT: LOAEL: 500 farm/fem Tkies HR
RUMH: UoH- &Far § HHt

feugoht: gFP e e Se1 &t aoig ¥ FFifed 8! fhar g

W& &1 fe: [ddr™

Uit 8T (RT)

TSI & I HifH

fomraTE® fauTaddr: NOAEL: >= 1,000 T/ IIRING 4R
ORI yor-rHey R fasmeddr &1

TR&0r ot fobed: faswr

TS Gy (H139)

AR & I MRS

fapraTa® fauTdddr: LOAEL: 200 fim/fabm IS YR
gfomy; Wﬁm%ﬁnﬁuﬁ'ﬁ% YR R fapr | vl d

TUTd & $S I9d ©
fewf: TP BT Se1 ot a9is ¥ Fiea A8 fhar T B

e o fre: o

gTIfar: T (X©)

TP & K AifdD

fomraTdS fauTadar: LOAEL: 200 famm/fem IRie 1R
GIRUMH: YOI & ARAZdd H B, JaH § HH aoH del|
fewf: TP B gHa Stl Bt a8 § FPd To! fbaT T 5

T 3, c1426Q?§[ﬁ|=maaw

TRI&r0T o1 fored: fauTadl YAodieH/f[AdbT BhiH UIar & ary
IRt S aTeh A WRI% Y faNTaadT &1 Sieqg
goTfa: IeT (X©)

TWHhRM & IR: F91a o

TIBT: OECD TRIEfUT fe=mieRT 422

giRumy: BUTdS

fewuft: ue SRft Imfia & et wR snerika
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M R & e RuuE  9leur &1 f5w: o=/ fasm e faumeddr Shif- aiemr
gTIfa: T (XT)
TWIThRM & IR: F91a
TRIT: OECD URTEfTT fa=M-eRT 414
gfRumy: BUTdS
fewuft: ue SRft Imfia & e wR sneia

STOT - Uohd SiifEaH

JUAS SR TR aFfiepd al|
STOT - qET Sifgw
JUAS TSR TR aFiiepd al|
3dd:
Amoxicillin Trihydrate:
| et . APFEIHT 3¢ 3 IoE I avifgpd T Rpar T )
U G fauTaaar
AdYUd:
Amoxicillin Trihydrate:
PRI ; (<)
TR & I ; %
o 97a & ford dudh © 6 Months
(TEUISR) g1
feouft . ot meayul ufdged wHTa &t AT e et
oraTTfar :
TR & I ; %
o 97a & ford dudh © 6 Months
(TEUISR) g1
feaguft . ot meayul ufdged wHTa &t AT e et
T 3, C14-26 TegfHA-TH U
ERUG! LRl (e
. >=1000 mg/kg
TEAB R & A ;
[~ THg & ford Tudh . 42 Days
(TEUISR) g3
feuguft . T oY A & ST WR Suid
AT W1
JUAS TSR R aFiiepd el
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

5.0 28.09.2024 1198859-00020 Ugait IR SR} 6 ®1 aRi: 05.01.2017
T4 SIRaW & A1Y AU
3{d4dq:
Amoxicillin Trihydrate:
RUSEE D 3R Aadll, 3ecl, IR et &, axd, Ue G, @l IR arel
I&Hd, 9 o 3 gRea
feoqoht: vreget wfafsrar Oer wR T |

Amoxicillin Trihydrate:

EENIEARELIESEI - LC50 (Carassius auratus (Tﬁc_srﬁv_‘«’[)): 0.035 mg/l
o g & o Wuds (TaRdioR) g3 96 h
TIPT: OECD TR fa=mie=T 203

RIaTel/STel1g Uiel o) fawreddr @ NOEC ( &< RdTa): 530 mg/|
o g & ford Hudh (TaRdioR) g3 72 h

EC50 ( Synechococcus leopoliensis (@W

SrS{IfeTE=i)): 0.0022 mg/l
e Tma & ford Yudhs (TRIUISR) §3T: 96 h

NOEC ( fiei-g<t Ra1a): 0.0057 mg/!
o g & ford Wuds (TaRdioR) g3 72 h

TH-Theey (Mfurdi SieeR~— @ 100
[ERIESED)

—_

TH-Therey (RRepTfered werer
[ERIESED)

TR 3R Tp ORI
3dUdq:

Amoxicillin Trihydrate:
Sfaeh SaehHUIdT T eydT L RO T o H1Y Uhldd alid o HIhHUTBRI
@fsTrsiad) g aren
STHHUIT: 88 %
o Tg & ford Tudh (TaUioR) g3 28 d
TRIT: OECD URTEfT fe=m-a=T 301B
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TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
5.0 28.09.2024 1198859-00020 Ugall IR ORI 31 Bt dRIG: 05.01.2017

T 3, C14-26 TegfA-TH U

Ifdes SrashHUIdT BT & D URUTY: YIHAT & 1Y UTdhide dile ¥ SfashHulbR]
CRISSESNREIN]
S{IHHUIT: 81.2 %
fora THg & o Tud (TaRUIoR) g3 28 d
TIBT: 313,931, ¢ MISARA 30¢al!
ferqoft: ue it It & Ser R sneria

Tuifad wfde J=aua

3{d4q:

Amoxicillin Trihydrate:

EICEAGERE : feweft: Siia & v fd 1 (SEITRHERH) @ TRiTE B4 7

ERISERIUICHCE] : log Pow: -0.124

eha%ﬁam ( TRIT: OECD URI&fu fe=MERr 107

T 3%, C14-26 TRIHT AQUT:

EEISERINIEZCS] . log Pow: > 7

Sfiaca/ar) fewoft: uRee

frdt & wiferfieran

3T IuAH TRl

3= yfdepd gy

3dYd:

Amoxicillin Trihydrate:

A IR AR : gerdf Ry, Si9-get, R fawed (PBT) TR B

3fieb e T =TTl Iade § T verd i 6l €, 5 0.1% 1 I=aR WRI IR §gd
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