mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Eptifibatide Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
5.8 30.09.2023 42727-00021 Ul IR SR} A &t dRIG: 05.01.2015

1. ITE Ud HHHT Bt Ugd=

e A - Eptifibatide 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
Reprrgs wanm . 3Ny
ITINRT R Ufaay 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

it Q. eg-arffeor

fAfEra deg-si s fawaaar @ faumT R R

- U& 3REU

Si.T9.TY. d9d ad

SREY &1 femrerd : ‘g

Tbd s A GICRIl

B et e L H371 FTE AR R Rad) S I TR Ug Al Iaha g

1/11



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Eptifibatide Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
5.8 30.09.2023 42727-00021 Ugall IR ST A &1 dRRE: 05.01.2015
wefoardt/gdiau™ sam R N
P260 P TT HTT BT TG H T |

P264 I & §1G @dl DI B! a8 Uil
P270 3 3G DI YN Hxd THI GHT, 1 a7 YHaH 9d |

3TN
P308 + P316 3R U H 31 974 1 a1 81 dehTal SMMuTdpIci
Terfor o T|Taar U @l

HSIRUT:

P405 HSR ard HI

fAarr:

%501 fes &1 FuerT Wierd aw Sdivid sRE™ A
|

3= g1t foraesT ufvom ey aeffewor g} giani

S{IITd

3. 3AYQ! PT AYCA/SITTPTRI

e/ : fosor

3qua

TG T (FY) - TR | TSI (HEAA) (%
wiw)

Eptifibatide 188627-80-7 >=1-<5

4. yfire fafee & Iur

M TS . 3R gHeA 81 I1 d8iad i A @ dl AfSHhd WIh I JaTg B
q AEU1 € IR 1 bl Bt gx Rl I Fiforcita wamg |
3R T gRT TgUI g ST : g T gRT UG R foran o, o ool getl gaT & o S|
&1 Uhe B IR il 9gaiT o |
3R 91 ¥ HUS Bl AT © gaum (e & forg Iee SiR U ¥ e
T Tahe 8 R Fifdeia Teai ol
3R 31T T YU g WY L yararg () & fore sfftel &1 urt § el
I S I g1 3R oY ¥g, dl fafdrit wgai o |
3R et foran smg : gmmm,ﬁWaﬂm$ﬁm,mﬁﬂanﬁ
|
ElERICKERIUEST
UM & 91 48 3| kg Heell hRall
IR AT Bl He P o U B $o AT |
T HE@yUl A&uT 3R L T WR 3l (SRR B TS UG 9T B
UG, 1 i 3R &
Ty fafde & TReor L TR fofdredt 3 aTell & ST YREM TR & o1 a1fey, al

2/11




& seT e

TAlgd gRAMISSIS WHeH & 3R

Eptifibatide Formulation

TEHRT Ty &1 fafd:

30.09.2023

T30y, deR:
42727-00021

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! R SR} A &1 dRIG: 05.01.2015

STREH Bt TG B TR FATT U JAfGID YRETETD IUDHRT
BT IUUNT HAT AT (WS 8 W )|

ST g & fore fa=iy s=ma

Rifecs & o gam L O SR WEdnT ¥ SUER HR|
5. TR U
I S Hifgar DS
Tasmgra-ufaRreh S
HTH SIZIHHIRS
[ R I
ST (M) gIH S AEH . IF
IR F SRA R TR <81 I BT Yudh WY & o T WRT & Il g
YR &g Jdial . HREA RSy
(31TT) I & IRy i © g8 RS I3 TaT 3 off R R SR -
IIATaRY & 35 Bl
T [Sadll D1 381 HRA & oL FTA-BER BT YA 1|

SR T AT GRIET & o 3T & &7 9 &fagH deR Ferd o
AT ! [Tl HRATT|

C 3T T O UR, W94-Ffd 41 SUSRur ugH |

it Y& IUHROT YT BN |

6. TP AP el U™

Jufdaes TG, YRETHD
JUHUT qYT STATARICN

qafaRuita graenfar

HTS B SR B I A
& uerd ud i

: ol &S IUHRT YT 6 |

IRIEra FsfeiT sl (W 7 37 ) 3R cfdaTa qrem Iusui
& gTdl (TS 8 ¢ ) BT fUTer B |

; gaTaRY § BTeA 9§ uRER $Y

T AT QRA3r, 3R 3 RAra a1 seehTd &l A5 |

S AFBd # thar I AP (Iarexvr: g a1 da e

T ¢ T U bl g1 Td AT

%@g@mmﬂmﬁﬂ%ﬁwmﬁﬁaﬁ
|

© 3R e erd # O |

FS Thaltd & forT SR a1 31 JUGa B UM UG & dlich
Hag o 1 931 A SRF &1 1S uard &I iy forar o Aahar g1
a1 3 ITGad PR ST IR TR B |

IUgad TEUREC & A1y Hard &1 AW JERTd & 1w |
R 1 81 fafaw 39 yerd &t fagfi ok e A &
forT @] 81 Tehd §, T 8 37 IeRIaey 3R Sgeray W ot o
(39 Uerd BT Refiol Bt qwprs & IUGIT § 71 S 81 39 &
fAufg w3 ghm for B faeftam amp 81§

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

3/11



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Eptifibatide Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
5.8 30.09.2023 42727-00021 Ul IR SR} A &t dRIG: 05.01.2015

7. HATAT 3R USRI

qPp-ih! SU L AU (TRTORR) § F9 & fa=0)/fsh sard S/ UM & dgd
NI U ¢ |

R / 1 A’ : Rith Suged ardra H wE B3|

GRIE BT & forw L B AT YU B I F T |

RICEIERI Tl 77t
3Tl & I qreh ¥ URER H1 |

TP Y T JHY dP IT IR IR JUb H 3 J URER B
G & d1G ol Bl 3BT aRg Y|

3BT M TaeSdl TR GRE TUTST & SR T, S
PRI TRIUIGR SATHAT TR 3R B

Y IATG 1 YA DHRd GHY @M1, Y1 AT 45U Hd DY |
FADA, g 311 A b B! Y T, 3R YIIaR0 F HH A

FH I 4|
W[ R o oRfRufdar 38 g U dad fobt gu fSaal 1 34|
SR arat 1
oy WSty fafodl & SraR HeRW B |
3 verdl ¥ o - Fofafed geR & diede & 91y 7 39
GIERIERICRUIBRUT TR
8. sy forimror / feft R
FTAE U0 & AT & 1Y 3rqad
3T H T (h¥) | H UDR =TT UTeret / YR
- TR (SREUBT | R
UPHR) HIACIA
Eptifibatide 188627-80-7 | TWA 10 pg/m3 (OEB 3) | 3fidRke
Uig &1 U | 100 pg/100 cm? | 3fidR®
 SPrafe B . qrg-aTel Wiga (O, F3UXfRd @ika BaaeH) Fafid o &

WWWW@TWWW%@W

Hﬁﬁﬁﬂﬁﬂﬁﬂﬁﬁﬁuﬁﬂ?%ﬁmmmﬁaaﬁ
TR 3R ITS!, B, 3R TfaR0r Bt e & forg GMP &
Rygidl & SR anferd fasar s =nfgul

Fid W a0 S 3R AT &3 (S, 3NuA-5Y Abud
fSarsw) & Aiffe! &1 RIFTARUT e & foIe Iugad JHu™

MeNfferar sRedt
G GHTA I FAqH B |
freft aama & aneh
o Gt saa L 3R o R e dfedw Suds 8T § a1 TRIOR

4/11



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Eptifibatide Formulation

€3 MSD [} v

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
5.8 30.09.2023 42727-00021 Ul IR SR} A &t dRIG: 05.01.2015

RUIRERIEEIR]

garf

3! Jadft I=g

91 Td YRR Gat s

W5al Gat U

TH e SRR fe=m-FAd=il & 18R vauioR uefid #Rar |,
Al 4 GRET BT ST DR |

;AR UBR

D A e E

LS9 T IR faUR B
L 1SS e A1 I O AT GRET I%9T U5 |

3[R HTH & HEIS 1 Tiafafer # ¢et 1 fRufea, o a1 TeRied
i g, ol Sferd TivTed v |

TR Y, YU, T TR & THT 1Y AU ! GHTa-1 &1,
TyRiies 1 IR dgX BT 3= TREUT U |

. odf a1 TR Bie | B1H B

ISR 1 I Gdg! ¥ S1d & {o1U D1 off I8! B b YR W
& ge) |

Tyrfad gitid HUs FHepTam o forg Iferd Siifet aow-ie! &1
AT B |

L 3R GHY IUTNT & SR I & U T 3 BT JHGT |,

@ HTH B & WM & AT 3RS 9 B yonferar iR Jrem
MR UG B

TN & SR, ST, EHT1 31 YoaH 7d |

Ugd HUS! B U & 916 B [ I STaTd DY

giayT & THTdT Tarer § Selifare fFa=or ot aeften, 3faa
fGITd GR& IUHRT, IIa ST SR ufk=iie= ufesanat,
N Tzl AR, fafde TR ok arimes

R ENEARISEINRUIE RSB

9. Hifow Td Iamaf® ur

fagrae ad

il © R

Ty : 3T IUAs gl

ey B Ggeitel L ST Uy gl

BRG] D STl Iudsy gl

fUgd/8S &1 daruaH D ST Uy g

IR Idc- o1 fdg / Iqa-  © el Sudasy g

&1 A

TR foig D e IUAsY Tl

5/11



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Eptifibatide Formulation

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

5.8 30.09.2023 42727-00021 Ugall IR ST A &1 dRRE: 05.01.2015
IIHRU Bl R . a1 Sudsy g
SaeRiedr (31, 19 R o i
SHeRITAdT (dRa Uer) D SOl IUAsY g
I fowpie 1/ SR STl Iudsy T8l
SR THT (30
THadfaferd foedie)
Y fapie A1/ St 3T Judas gl
SaARIdT AT (TSR
panfaferct fedfie)
G EEEIG] 3T Judas gl
i I g : 82T U el
g9 STl Iudsy gl
BpSE—.
T B faeadn © 3T U gl
IEEISERIVIECS] © ST 3UAs gl
S ar)
3NeIZRIRH &1 argHH STl Iudsy gl
3Ty P dgHH= 3l Judas gl
BIEGINERSAISEN
STl Iudsy gl
faepice URAYUTT . fowples 6t
SIRFHIUT & TURGHTT : g uerd a1 iy &t sfafieRe ariferd T8t fovar T g
3MUTfdd HR Sl IUAs el
U BT AT Sl IUAs el
10. fRu=ar ayr ufaferaar
UfdeR . Siffsrareiiciar & W & ¥ § FEifepd el
o fRRAr D A R A RR B

6/11



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Eptifibatide Formulation

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

5.8 30.09.2023 42727-00021 Ugall IR ST A &1 dRRE: 05.01.2015
uRdmeny ufdfdarsi DA SRTiPRS Telel & 1Y ufafhar o Iahdl &
39 uRfufodl @ o< T 1o
ST It o SfiRfieriy Teley
3ge yardf ¥ shied . I Jak aId (FoReY) 3ude ey J1d g
11. fwmasnfora g
TTHT SREJUT (THUISR) H dR I gRT T 0T HAT
A THHR CEIREED
foTer
S § Iudh

GIERGLIESG

JUAS SR TR aFfiepd al|

1 & fore e SaT

JUAS TSR TR aFfiepd al|

TR A7 efasdeH

U TSR R Fiffepd 78]

ST YT IS ISP

AT DY gITS AT

JUAS BRI TR afiepd al|

YTI-UYTT BT GITGHaT

JUAS TSR TR aFfiepd al|

3dYd:

Eptifibatide:

e ot foee L DRSO

U (TeRTUIER) & I L gudh

NG| e o

gRomH L T ARIeTEeR e 7

SaTY] A ReTeiaet

JUAS TSR R aFiiepd el

3dd:

Eptifibatide:

et g faer TRl o) o Sadifear e fausia ufvad= &t Wit (AMES)
RIS IS
WY&l ot fee: AT fevpar
TR HUndS

7/11



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Eptifibatide Formulation

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

5.8 30.09.2023 42727-00021 Ugall IR ST A &1 dRRE: 05.01.2015

Wl ot fr: Riex prafes fafag g
TRIE0T YUl Ja ferh RiTgey|
TRUm: Hund®

fSHIctRct 3 faar L ORI &1 TR TUTRAT o THUNISE GEATYS 1 TR1&or
(Shfad gTof # ArscioiHicd IR)
TSI Ju (T3 H) .
TWHTHA & IR: FeraRe~ad goaeH
TRUm: Hund®

FERSHI

JUAS TSR R aFiiepd el

3T fauTadr

JUAS TSR TR aFfiepd al|

3{dYd:

Eptifibatide:

3Rl & UHTE © U B fhe: widfadt / 3R o1 Tt fasT
gTIfar: T (XT)

JddT: NOAEL: < 72 famm/f emdies UR
RO Yol &HdT IR UG e

MR RY S AP RG] . G0 o fve: Yoy Rig faem|
uSd: g1 Re) .
THTHRM & IR 3 RRT SoaRH
fabTITeAs faurddar: NOAEL: 72 frm/fa It 4R
gfvomy: e R & fae™ R uumE &

qier o1 foe: Yoy Rig] fasm |

TSTIfa: TR
TG & I: 3id:RRT Soia=q
famr s fauTaddr: NOAEL: 36 fBrT/fas IRiR® HR
gfvomy: e RIg & fae™ R gumE &

STOT - Ushd Siifaw

foRTe O IR (3eT) ST Y T UgE bl g |

3dd:

Eptifibatide:

YU (THUIER) & I R SO GASEI

&g 3auq S ‘

e D ST (SR Y I UgaraT 3

8/11



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Eptifibatide Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
5.8 30.09.2023 42727-00021 Ul IR SR} A &t dRIG: 05.01.2015

STOT - Sigv/™T Sy
JUAS TSR R aFiiepd el
U I fauTaar

HdUdq:

Eptifibatide:

BT LRI ()
NOAEL : >72mg/kg
T B R & I - SgRRT
o g & ford Ius - 28d

(TERIUTR) g3l
fewgoi . ol Heayul ufdgd UHTa &1 T et el
I L dR

NOAEL © 7.2 mg/kg
frdm g7g & ford Tudh . 28d

(TEUISR) g1
il . ot meayul ufdged wHTa &t AT e et

4™ 9T
YA STHHRI TR Tl o]

T4 SIRaH & Y U

3{dUd:

Eptifibatide:
e o L IR T&d9d

12. uiifRufasta gE=r

uri¥fRufae fasmamar

3T IUA Tl

R 3R SraerHforIdr
3T IUA el
Tyifad Sfae Jauq
33T I gt
gt & nifor=fteran

3T IUa el

3= Ufaed guTa
ST JUAH gl

9/11



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Eptifibatide Formulation

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

5.8 30.09.2023 42727-00021 Ugall IR ST A &1 dRRE: 05.01.2015
13. fAger= Aifgard
fAye™ & afF
/Y 11 7 (garef) . $HQ Pl AR AT B |
R fafAgal ey thos |
gt afds : GTel S Bl 9% DI g  HA el B! H gdhaT a1
T & ford o S|
3R =gyt fafAfEy =1t faman mam: srvged Iare & U &
fAgem &3
14. URag=T gaAT
sieeigia fafraw
UNRTDG
FRAT® Il & =9 H fafafig gl
315 U ¢t -8t st 3R
TR it & =0 H fafafid 7gf
318 TH S1 of-wls
FATS Il & =0 H fafafig gl
IMO SUFHRUN & AR AP T ufkag &<
3MYff fop 7 s ee 3 forg oy et
IyURTRdt & fore faRiy grawnfaai
T el
15. faf~ramae Ja=n

gerdf a1 fiyyor & e JRen, Wy, ok yafavur & fafgu/fau=

39 ITeH F 3aud fAmfrfAd grae v A gfaa &

AICS . fyifa T8t
DSL . FRyifa T8t
IECSC - fyffa gt
16. 3= AT
e 1 fafy :30.09.2023
Sifafved SR
e ¥fic & Johad & ford © &= HId SDSs, OECD eChem ¥ 3{ide& dd-1d! ST, Sel

10/11



&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Eptifibatide Formulation
TEHRT TNy ot fafd: TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023

30.09.2023 42727-00021 Ugal IR SR & &1 dRIG: 05.01.2015
TINT fodl T et qIéd Wit aRome aut Rifg Ik Toi,
http://echa.europa.eu/
fei® U=y g ad
3= e & qut ar

AIIC - STENfe Il ST SiRSRomrs &l ANTT - STfoe &t TP YH gRkagd Toidl; ASTM -
AR It uierr FRIRIET; bw - STaT &I Ti; CMR - BRI, Jeol-d a1 Yol favaT; DIN -
THT AMSHIHR0 TR & T AFH; DSL - ‘aiquaﬁ{rnﬁ(m) ECx - x% Wfdfshar ¥ g1
Hvad; ELX - x% Ufdfehar ¥ S8t aifeT &x; EmS - SMTUTddhlel- RIsgd; ENCS - lﬂa@aﬁiw
RIS Uald (STAF); ErCx - x% s &) Ufdfhd § &1 ddbad; ERG - SfUradbIc widfehar
MES; GHS - IfYF TR W W Red; GLP - 33! TANTRITET YT, IARC - ¥R TR ¥ & oy
;@Iﬁﬁ@um IATA - SIRfETI arg uRae THIRICR; IBC - HRY W & kAT I8! arct

[ % fmTor SR IuaRur & g ];rer%ﬂ%cso &meggﬁﬁwmw Hdha: ICAO -
RIS AR faAA W13, IECSC - RS Ual gdedl; IMDG - &mﬁ@u

WA AT; IMO - RIS FHET W6; ISHL - eI TR 3R WA B (SITUTH);
ISO - AR & T SRISIa W 6; KECI - HIRAT HIGaT IR dext; LC50 - TRI&T e
B 50% P Ui Hcbg; LD50 - UI&UT €Al BT 50% Pt Olcdcs TRID (HIH °lddh WRID);
MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §8a; n.o.s. - 3=l FAfEy 7T; Neh - Rrcht
308, NO(A)EC - 3fadiid- T fhar TaT (Ufddpd) UHE Hdhad; NO(A)EL - 3adid- 9 fabar mar
(H%W)umw NOELR - TR-3{q@Ie--a1g JHId A&H &3; NOM - ISR Afds o,
NTP - Tt . BRI, NZIoC - T &1 <5t e 39¢8); OECD - 3Mfiids Wit 3R
3BT TT; OPPTS - IR JRET 3R UgWUT JHUH HRTe; PBT - RIRH, S1a-THAIaR0 3R
fawreaa werd; Piccs - Weh?ww%wﬁﬁwm (Q)SAR - (ATHTH®) WA
Tfafafy "eey; REACH - UG T¥g 3R AT USiahRul, edid, MASGR 3R Ufasy aRkug &
fafa (EC) 9. 1907/2006; SADT - W-dIgdT 3Uge AUHM; SDS - & S iie; TCSI - di5a™
A Uard §dest; TDG - WARATS HTd &1 URdeH; TECI - UTSas T $desl; TSCA -
fouTaa uerd feon siftifem (Sgad s $@R®T); UN - ﬂga?r?rg UNRTDG - BIH®R® FHH &
URTET IR TG Y BT RABIRY; vPvB - Tgd WA IR Tgd SIa-TUHAHRUT ARG; WHMIS - HT-
Y WARATD JrUT =1 Jomert

Y &M 37 e & 5qF THIRH &1 IRRG B &} T THSRY §AR I, THGRT SR {3y &
TR TE! ¢ | TSR BT JRI&T &7 4 JUTAH, T B3, UichaT H3, T -, TRag He,
e o qUT s & fofT Sad Anfex= & wu § fEumae fear mar § qur i) yeR &t ard ar
ToraRTT &1 fAfERT 18T AT SIe | Juersy Bt T SR 39 SDS & Y W ugar Tt FHaa
faRry Trrh @ Tefid 8 aur SDS wnlt &1 farsht s Irdt & Taem a1 fansht o ufshan °, 5|
I UTed B 7 S T EY, meauﬁﬁﬂmﬁélwm&ﬁaﬁmaﬁw T
¥ Sifad Iare H SDS-URR & I BT BT B Uied eod B, TINT R, Ulchar dxA
qoT T B B 0 Y T I FARIY Teal B ST 3R RicTRel 5t weitef A1 =R |

IN / HI

11/11



