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1. ITE Ud HHHT Bt Ugd=

urd A : Palonosetron Formulation
fFrafansmyfdeat

S . MSD
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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
Rpaes yanT . 3Ny
JUUNT R Ufaaey A ¥ £ o o
2. @R B yga=

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

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

oft 89 eu-arffevor
TR e TT fyyor Tt

S.T9.0Y. d9d dd
PIE W UeeIUTH, HIs R Weg, Hg WaR H1(d) Tadc, HIs AU HI(F) HYUT TS Tal

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

3. 3AYQ! P HISA/SITTPTRI

gerd/frgor . fRrgor

1/12



& seT e

TAlgd gRAMISSIS WHeH & 3R

Palonosetron Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 4725081-00010 gl IR SIRI R DI aRIG: 02.08.2019
3quq
S A U (bY) - TR | MU (HHACR) (%
w/w)
Palonosetron Hydrochloride 135729-62-3 <0.1

4. My fafee & Iur

3R Y GRT IGUI &l ST . gfe 91 gRT U5 & forar Y, el gatt g1 § o g
&1 Uhe B W fafrciia 9gai o
3R @ § TU& g1 Y : ygfur () & forg I SR Ui ¥ e
_ T Yehe BIH W i dia g |
3R 3G § U g S : qarar (e & fore sital &1 art & 4|
e SIeH 37 81 3R I} X8, ot Fafdrcdiia geam |
3R 7Tt feran e ;e fRTer WY, 96 ORd Jd H1 |
IV Gebe B4 W fafebeiy weai |
Ut & 1Y 4§ 33! aRg Peall dhRal |
T AUl TEUT 3R S|
U, I diel 3R & .
Uit ffdrear o TRem L e eTadn ufafkarerarstt & o ®is ARy wraentar
HTTLH el § |
Rfecs & ol gam L e SR WEanT ¥ SUER HR
5. AR U
IR SR Hifgam SR
Y gta-vfariedt g
EAIE ) BRI R RS
[ AT I
ST (M) qIH S AEH I
I F RARRT IR <89 IdE! BT Yudh WA & 1T U WaRT 8 Javell g
TRATH g IdIG! . HREA ARy
(31FT) G2 & faRy adies © g RS I3 TaRT o3 o R R SR S-urg
JIATaRUl & 3HIHd Bl |
T [Sod] ®l $T HA & o STA-BER BT TR He |
TR THT H3AT QRI&A 8 af 3T & & F effag= FeR fRevra o
EURCARCINIERE !
IMEIH S U iRy Tard 3R 3MTa=SHd HggH 81, 3T ¥ dS/ad1d & o, wad-fifa
IR YT JUHU] & U |
ST Y&TETD FUBIUT TRINT DY |

6. TP VTP Nefie U

Jufdads AU, JReMTH
JUHOT JUT SHATIDBTAT

& gIrdl (TS 8 ¢W ) DT HTUTA DY |

L R gsfei s (WS 7 37 ) iR cafdTa gRem Su@Rui
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TTHIl T o fafd:
1.9 30.09.2023

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4725081-00010 Ugdll 9R ORI A P dRIG: 02.08.2019

JITaRUNY JraeT=ar

HHTS B SR B I A
& Uerd Ud i

D 9IATeRU § SIS § URER B

T AT QRAEr, 3R 3 Rra a1 saehTd &1 A5 |

IS AFBA H thar A AP (Iarexvr: g a1 da Afdye)

T 41 T U Dl g1 Td AT

%ﬁg{dmﬁwmﬁﬂ%ﬁwmﬁﬁaﬁ
|

© 3R e yerd # O |

S g & forg SEfHT a1 39 Iuged AU UG B dlide
Had R A T3 Al SES B1 718 U oI 4y far S Ihr 8
I 3 ST dHeR ST IR TR B |

IUYad TeHRST & 1Y BT Pt Y ARG bl AH B |
R 1 1P faf e 39 vard & fai ik MueH &= &
o AN &) Teha B, Ty & I Aoy 3R gy W i St
&9 yerd Bt Refiel o gwrs o ST A 9/ 9 |1 39 &I
fofg T B % SR faeitam o 8 €1

U THSITH & SFHTT 13 3R 15 $© RIFHT AP Reprg<
F IR A THBR UM B & |

7. TATA 3R USRI

qPp-ih] SU™ L Ud (CRIURR) ¥ §9 & (a=01/fof 991d Sy & dgd
oA Iurg 9|

R / 1 dfeaRHE R Suged ot § uai # )

WRIea gTye & forg L 3T SN Wl SR TRET YT & SFIuR TuTe, S

graetfan PRIV THRIUIGR SATHaT TR 3R 8
Waﬁ?h@ﬁﬁﬁﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
PH |

P& YR ! uRkfRufar ¢ 33t e ¥ d9d T gu fosal & T |
fa=iy ISty fafodl & SR YeRU &

3 verdl ¥ o : fFufoied geR & Uisee & 1Y 7 39
GIEREIERICRUIBRUT TR

8. sy forimror / freft R

FrAE AU & A F 1Y 3qgd

3{qud W T (9) | GG UHR =0T v / 3MYR
- TR (3REITT BT PRENICK

UHR) HIACIA
Palonosetron Hydrochloride 135729-62-3 | TWA 0.4 yg/m3 (OEB 3HTaR®

)

Tig- & AT | 4 ug/100 cm? 3aRk®
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 4725081-00010 Ugall IR ST A &1 dRIRE: 02.08.2019
geifeafar s L O (SN, SR ST/ SHTSed) BT AU A SR Hi-
T H Aot & Ra1a o1 A & forw s MRk Rrew ar
JAHUTH UNIfBaT BT XA B |

Tt SSifAafie fdzon &) oReR feus gr1 erffad g

T 3R ITa!, SR, 3R Tafarr & &1 F fore GMP &

Rygidl & SR aferd fasar s =g ul

forft geft THTe T Srgafa T B

T aRE ¥ & uferanell 3fR Wit uftag oawil &t sRevd o |

e & foIE I AbuUm WeNfie! & STH P oievd &

?W-wﬁﬁﬁﬁwﬁvmﬂﬁ%%u%ﬁmmw
|

ool 599 @t 9 el
o1y Gadft saTg L IR YT I e dfedw Sudsy gl § a1 TouioR
3fTeper SRR faen-FEel & arer vegueR ueRid e g,
Al 4T GR&M BT ST DY |
flhec UPR ;AR UHR
RUIRERIEEIR]

gerf - T

 fewt ;SO TelfdT R faER B

31l Ferelt srerma D ggs Wi a1 e & ATY GRATARAT TR |
3R HTH & HIETd a1 Tfafafy & ot ot fRufaar, o ar wRie
A g, ol SR TivTed v |
TR Y, YU, I TR o ATHAT 1Y AU &1 FH1a1 81,
ToRiies 1 IR AX BT 3= W& U |

1 U9 IRR a4t F9m@ ;g a1 YaNTRITET P § B He
IR 91 St Yl & F91d & oIU b1 o 76 B & YR W
S ge) |
IR gfd Bus FMerem & forg I S aw-ite! &1
AT B |

T=5aT Gaef ST L 3R UMY UGN & SR WA & JUd T 3 Bt YU €,
@B A & VM & B 3 4 ST qonferar ok JRaf
MR T&H B
TN & SR, ST, U1 a1 4Ha 7d $1 |
Tgd HUS! B IH F T1E &l TR I SXAHTA B
gfdem & gyTdl daraH § eiifaie fasor ot aedfien, Ifa
HfdTd TRET JUHRUT, e ST SR aR=ied ufesarat,
N Tzl AR, fafdee FRET ok arime
foRizroT 1 3EHTe T ST =R

9. Hifae® ud varafA® Tur
fe@mae L S O
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[T . URexff
Ty 3l Judas gl
TiY DI GgreT : 3Tl Uds gl
dtug : 45-55
fOge/ds o1 audE 3T U gl
URMAG Iqa HIfdg/ Iaqa  © SeT1 Iudsy ol
ARl
T fig D 3 IUAsY g
TiRT B G : ST ISy g
IR (319, 19 ) e o e
SAARITEdT (ARa Uar) : 3l IuAs el
I fowpie 91/ IR . Sel Iudsy gl
SaaRITedT ST (3R
panfaferct fedfie)
PH fawpie dar/ Fech Sl IUAs el
SIARiTerd e (1R
BoAfafere fetdie)
Y T9Tq : 3l JudAs gl
Troe arsg g9 STl Iudsy gl
e g : a1 ISy g
Yddd 1.015 g/cm3
¥/facgdng

e B faedn 3T U gl
fquTer Tuies: (T S
3fgeHId/ar)
SNSRI &1 argHH 3T Judas gl
3Uge &l dagHHA 3l Judas gl
igar (e ifidh)

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

1.9 30.09.2023 4725081-00010 Ugall IR ST A &1 dRIRE: 02.08.2019
fqemles uRayTd . fowples T8t
HTRABRU & ORIHTT : g U a1 iyl &t safieR® Fiifgd gt fovan T 5|
3MUIH HR Sl IuAs el
&0 DT AU D Uy 8l

10. fRu=ar aur ufafsraar

AR : fftfsparsiciar & @R & U § Fifepd e
g fRRar L g iR A RR B
uRdmeny ufdfsarsi DA SRfieRS Telel & Iy ufafhar o Iabdl &
=9 uRfufadl T o ©
ST It L SeRiieRufig Teley
3ge Yl ¥ shied . I3 [ak aId (FoReY) 3ude gy J1d g
11. fwmasnfora g
TPHF 3REUT (THUIGR) P TR 1 gRT TG0 BT
A THHR! CEIR:RED
BRG]
3G § Iudh
GIERGLIESG
JUAS TSR TR afiepd al|
AdYUd:

Palonosetron Hydrochloride:

g Mifae fasmadar . LDLo (FgT (}2)): 250 mg/kg
LDLo (J¥& (|T3H)): 100 mg/kg
LDLo (¢T): 50 mg/kg

@ & g grmeriee
JUAS TSR R aFiiepd el

3dUdq:

Palonosetron Hydrochloride:

femoft . @9 A S et
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
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iR A7 efacaeH

JUAS TSR R aFiiepd el

oI a1 TUS! GATG DRI

AT D gITRIAT

JUAS SR TR aFfiepd al|

YTH-UYT B GITRTar

JUAS TSR TR aFfiepd al|

SHaTY] I "eTeHRid

JUAS TSR WR aFiiepd el

3dd:

Palonosetron Hydrochloride:

IEBIEERIREESIEM) L TR @ e TRy o
Uiy FUdS
TRIE0 1 feT: SIUAT &fdl Td GUR, WA1AA] Bt HIRIGISH H
ST ST TLAYUI(RRR ¥ 916R)
RIS KD
TR B fH: IRR & F18% TRl Bt HIfRAB13 BT Sh
Iafgd uliem .
TRY&I0T Tl Tl 3WReR SUSTIRT BIRIhTY
TRy HUTEHS
TRIE10T 1 b hIHISIH TaReH ¢ g fael
TRY&UT YUITeT: TTS-IoT 83eR HIRIBIY
gRkomy: arafds

fomIeIenefifyct g faat L gt bl fbe: 3-didl Ak IRty ¢
TS g8 (H139)
IR RS

ER: T C ||

JUAS TSR TR aFiiepd al|

3T fouraar

JUAS TSR R aFiiepd el

3dYd:

Palonosetron Hydrochloride:

3ARdT & YHE C ORier ot foee: Idvan
golTar: 8T (Re), R (W)
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 4725081-00010 Ugal IR SR - &1 dRI: 02.08.2019

TENHRMA & I SHa:RRT
JdRT: NOAEL: 10 firm/fem smdifRes 4R
TR: P Ufdmd UHTd et
Tterur & fpe: IdRan
geTifar: IeT (X€)
THHIE & I AfAH
IR NOAEL: > 30 firm/fasm I UR
TR TS &l TR U1 =gt

MR RY & e R uyEl © geo 3! fow: e
geTifar: IeT (X€)
TRHHIE & I AfED
fomTITHS fauTadd; NOAEL: 18 fimm/fem IRk YR
yor-meiey g fawTaaan|: LOAEL: > 60 form/fasm smifves uR
SR: WRING Toi HH gafT, TR RIY & [y ™ yuE
a1, YOI &1 HH dol |
TRem ot fore: fawr
TSIt TR
THHIE & I TS
HIYROT faNTeRTdT AIgh: LOAEL: 120 AT/ -IRIRS YR
fapraTa® fauTaddr: NOAEL: 90 fi/feT IRIRS YR
SR: MR R & faem TR ua 18|

STOT - T&hd SiifaH

JUAS TSR TR aFfiepd al|

STOT - Gigv/™T iy

JUAS SHHRI TR aFiiepd al|

HdUd:

Palonosetron Hydrochloride:

U (TRIURR) & I S CO AL

eI 3T : ﬁ@sﬂ%wmwn?ﬁ,w,ﬁﬁﬁﬁa(@mmxﬂm),
RNED .

3ffeper D e AT GRIG SREUI 8 WR 3141 (3R Pl TH I Ugdl
IhdT g |

U GRS fauraen

3dyd:

Palonosetron Hydrochloride:

EIIG] L NG (H13Y)

NOAEL . 60 mg/kg
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 4725081-00010 Ugall IR ST A &1 dRIRE: 02.08.2019
LOAEL 150 mg/kg
TAIHH & I :
fra g7g & ford Iuds © 3 Months
(THHUTSR) g3l
T 3T DTG, TR U S
feouft L g ®F B9 UgdT gl ]
gt LRI (e)
NOAEL . 18 mg/kg
LOAEL > 60 mg/kg
TP & I& :
fram gg & ford Tudh © 3 Months
(TRIUISR) g
eI 3faud D O3y Ui o, TR
feouft : uﬁ&wrfr ST B T Fgeayu AT
PITIIT S ||
LOAEL . 20 mg/kg
AR & I :
frda vy & ford Jud © 3 Months
(THIUISR) g3l
&g 3gd D Parg ATl 9 (Hed Ray i), [ a
femoft L O H a5 He@qul fauTaddr
Tty LRI ()
NOAEL : 7 mg/kg
UGB R & I SRR
o Tmg & ford gusd 6 Months
(TSR g3 - o
[ CRE] L Parg Al 97 (Hed Ray NieH), IRSIge e rsd Jorma
fewoht L TR H HIdIh $I T8 Ayl fquTaar
TSI - |
NOAEL . 6 mg/kg
T BT & I SRR
P gg & ford Iudh © 9 Months
(THHUTGR) gl .
e 3aud : %ﬁ%ﬁyqﬁaﬂ@gﬁmmm@ﬁmm
SR :
fewoft L TRIET H Sfadih P T8 Hedqu! fasmardar
C IR KGR
JUAS TSR TR aFiiepd al|
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H{dUd:

Palonosetron Hydrochloride:

LRI

U9 G| & Q1Y gHT
3dYq:

Palonosetron Hydrochloride:
e o L IR T 3 gUIHTE &, RReE, 3%, Iahy,, HHOIN,
3{TRIhT

12. aifRufasTa gE=r

ri¥fRufae fasmaar
3ddd:

Palonosetron Hydrochloride:

FHICIGUIBIAS BT iHad
SfauTa STerer fasTeRddn . fauTed yuTa TaIdS el fhan S Ol ], ST Juds et

[CREAINEASNEMCLIERG! . fqwTed guTa TRISE el o o T 8, ST SuAs el

RITRAIE 3R srassaforgar

a1 JuA gl

Tuifaa Sfae Jwua

331 Iy gl

frdt & wiferfieran

32T IUAH TRl

3= yfdepd gy

a1 JuA gl

13. fAuer Hifgard

fAuel & afe

/N T Fa1 9 (gere) . HS B AH | A b |
RIT fafad &g B |

gfta af L Tl fEaa B 3 B gTSd B arelt Bafiedt A Sumgaedit ar
T o ford o oITC |
3R 3=yt fafAfEy =1t faman ma: srvged Iae & U &
fAged A
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14. 9 gaAT
sieeigia fafraw

UNRTDG
W It & = H fafafig Tt

3(Ts € & T-31 ot 3R
G It & & H fafafeg T8t

TS TH S oh-Pre
GRS It & =0 | fafafg T8

IMO JUHRUN & AR 4P A ufiagd o
3yl fobq TTT Ui o forg @ e

IYUNTHdl & fere faRiw wraenfaai
PRI

15. faferaras @

gerd ar fargor & g R, W@y, 8k wafavur & fafafaus

39 IUTeA ¥ 3auq fAmfrfad srae N A gfua §:

AICS - fyffa =gt
DSL - fifed 8t
IECSC : Fuifd 8t
16. 3= I
TNy & fafy ©30.09.2023
Sffafvad ST®RT
3T XM & Ihad & o . &= ATd SDSs, OECD eChem ¥ 3fidRe® d&Id! gel, Sel
TN fohdl 4 gt IEa Wiel aRom quT RIg IR o,
http://echa.europa.eu/
faAie urey . feaagay
3= etz & quf ar

AIIC - STEfe Il ST Sieiorrs et ANTT - Sford &t 91 Yy gikaed Toidl; ASTM -
AR Il uieror FRIRIET; bw - STaT &1 I9; CMR - HIRIOH, Jeol-db IT Yo+ favaT; DIN -
THT AFSHIHR0 GRIM & T AF®; DSL - IR Uard It (F18T); ECx - x% Ui I a1
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9

30.09.2023 4725081-00010 Ul IR SR} A &t dRIRG: 02.08.2019

THe; ELx - x% Ufdfehar ¥ &t ST &X; EmS - TUTqeHhIe- Uegd; ENCS - Aiel R =Y
IS gerd (STAF); ErCx - x% gl ax Ufdiehdl ¥ I8 Ydhad; ERG - ATATdbTei Widfshar
MES; GHS - AfYF TR W YT ReH; GLP - /3T TANTRIET YT IARC - ¥R TR I8 & fog
;ﬁuq@?ﬁ; IATA - 3iRISIY arg uRaes THIRNEA; IBC - YR AET § WaRAD ™! alel

[ % fmToT SR IuaRr & o 3 TfET; 1C50 - 31T SHfIHdH FRIUTHS Tdha; ICAO -
SMRITH AFR fIAMA W67; IECSC - 9H H Hival I¥rfd uardf &1 §ded); IMDG - SidRigh
TS WARAP HIS; IMO - RIS FHeT W16, ISHL - STeNfe JR&T SR WA ST (STUH);
ISO - AF®IHRUT & I SIRIFR T13; KECI - HINAT Hie[al IR $desl; LC50 - TRI&UT SHTael
BT 50% 1 AP Hdbgd; LD50 - URIEUT 3METE B 50% ] °dd GRS (AT bl WRID);
MARPOL - STgTST & UgHU &1 AT & T SIaRig ST, n.o.s. - 37 FAfEE ¥ Neh - faret
f98; NO(A)EC - Sadib = fobar M1 (wfddd) WU dda; NO(A)EL - 3fddid- 9 foear
(UfdEd) THIT WR; NOELR - TR-3AAGH-07G THIT A a2; NOM - 3MfresiRe Afeys fAam;
NTP - PR fau-fa srdshH; NZIoC - 38T &t =goht o $dedl; OECD - i wedl 3R
AT TE; OPPTS - IMMAM® YRET 3R UGHUT AHUM HATAT; PBT - RIRR, Wd-THAHN 3R
fawmad uerd; PICCS - @A SR IS gerdf &t fhelidia gded); (Q)SAR - ([ETEE) I
TfAfAfY Fey; REACH - JRIU T¥g 3R IR UoiiaRul, eidh, WRSGR SR ufady gRug &1
fafa@= (EC) . 1907/2006; SADT - W-diadl 3{qde dMUHH; SDS - YR&T ST /iie; TCSI - dgd™
A yerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T $desl; TSCA -
fawrert uard Az s (3ge sy 3mReT); UN - §ge Y; UNRTDG - NSRS HHH &
ORTET TR TG P BT RABIRRY; vPvB - Tgd W IR Tgd Sa-TUHAHRUT ARG; WHMIS - HT-
Rf W=D Ut =1 Joret

U RET ST 2N & $US THIRM D1 dRIG B &} T THSRT §HR JH, STHHRT SR [y &
SIYUR G § | TSR Bl FRI&T ST Y JUTEH, TN B3, UiehaT H, T &, IRag He,
AU FRA a1 Bie & forw Haa Arfes & wu & foma fasar man § qun fed ueR &t ardt an
T[UTaRAT T fAfERT 16T T ST | U SR T ST 39 SDS & XY IR ggar! T dad
faRry areht @ Tefid 8 aur SDS wnlt &1 fareht s arelt & TaeH a1 fansht o ufshan °, 5|
I U1 H 7 FdT91 71 81, TANT & R 9 a1 81 Taball ¢ | It vaiaarstl &l @] 811 0, Uaiad
¥ oifad Iare H SDS-URR & I BT BT B Uled eod B, TANT R, Ulcham dxA
TUT T TR & 30 3iF &1 & ARy e & SHaRT SR Ry &t weten & a1fgy |

IN / HI
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