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1. ITE Ud HHI Bl Ugd=

gerf 9 : Alvimopan Formulation
fafansmyfdeat
S MSD
qdr . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
LG © 908-740-4000
SMUTARTAT BT TR © 1-908-423-6000
=0 $T Ul . EHSDATASTEWARD@msd.com
I © 908-735-1496
TR R e R ufaee
Reuass wanT T 143
2. @a B UgE=H

foafor, viesRUr 3R & SMmATd WaR-Te AT fraaTaTt, 1989

CUiCa|
3TE-1 3 T | H e AFds $ 3UR WA & wU § aiifpd el 8

Sit. 9. 0-qiffeor
WaTe yerd ar frsor gt

SIt.T9.0Y. A9d dd
@R uer ar fHgor gl

3= gif=at formet uivumy @y aeffewor 78l gian

od & Y TS g- TR 1! § i o g1 gl g |

4 & 1Y O g1 W 3T A i sfa iR a1 § gt gl gabl ol
TR, JUTE T 30 F1eH & SR [GWhied Yd-arg fHe/or §1 Jehd & |

3. 3[AYdl BT AICASTTPRI

e/ o oy
{dgd

e 9 N T (F9) - TR | TS (HFITRRM) (%

w/w)
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| Alvimopan

| 170098-38-1 | >=1-<5

4. yiyfire fafesr & Iurg

BIGIE RS . 3R gHeHl 81 I dqed 3ie 9 a@f af AfShd WIh T T &
d &0 €6 X8 1 bl o1 &R fRufa o Fafeita garg o
3R G gRT T8UT & ST ;g Wi gRT UG A fordm ST, f reh gett gar & o g |
&I The 81 W RIfdrcita eai ol
R @l ¥ U g1 Y D UM AT S e |
&I The 811 R RIfdhcita eai ol
3R 3i7@ ¥ YU g T . gfg 3ifEl & g o af urt & ot avg ot
Ife SaH I B 3R W) g, @ fafeaiia ggaim |
3R fATTe feran Se : gfe ferar o, a9+ URkd 7d &1
&1 Tehe 81 W Ifr it gai ol
Ut o Y Hg 3BT ARG Pewll bral |
T HEIYU! AT 3R YA & 1Y JIDH g W ARG A FifAD S 3R T H gt
ERIERCIEINIE R ERCHIE _
Yd & Y TS g W 1@ N it STer gl gbdl ¢ |
T fafeen & TRefor gy Rafee &t ufafehar 4 a1 & faw 18 foRiy g
3TISP el g
EIE e ANDESCRIl D e SR WEalT ¥ SUER HR|
5. TR IUTg
UG SHHLH Hifgam SRt
Yo eia-UfaRIeh Zm
HTe SRAHHIARS
/T T
SR (3T IH S ATHH ¢ IS
AT F RARRT IR 4@ 97 VAP, STa WId DI JURUFA T AL 4 gaT1 A 3R
BB} AT B THA Bl § of fahle fo JuTaT 8t gl ]
T8 SAIG] BT WUdh WA & 7T T W1 &) Yebell g
GRATH Gg- TG . HREA RS

(31T) G & faRy adies

3T I & o faRIY s=1g

. g RS OF TanT % o R R SR S-urg

JIATARUT & 3 i |

T [Ssll DI 381 HRA o oL FT-BgR BT YA R |

SR U1 1 YRIE g Al 3T & & I &ifage deR FHara o
EURCARCINIERE I

D 3R SMARISH I Heqd 81, 3FT ¥ de-/da1d o o, Wy-Fafa

YT IUHT B UgH |
it Y& IUHRUT UUNT 6 |

6. 3 fRTe el Iurg

Jafdad AU, YRS
JUHRT qUT SATATARTC

D IRfEd gefeiT Rl (WS 7 41 ) R AfGaTd JR&m USRIl

& GTal (TS 8 ¢ ) BT fUTeH B |
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PIERIY

qgfaRuity Fraenfar . gIdTeaRYl H Bie ¥ URER HR |
Tfe BT QRIEA, SR T 19 a1 ST B A |
g I T g Dl a1 Td T |
¢ He@yul SABIT U A1 g1 Tdbs, dl RIFIT Uereb1Ral !
BERER]
THTE FA AR B (G | SADE Bl o & o8, JHT HR A1 dagH gRT 3RId fos o
& Ugrd td i THAd B
sﬁfrﬁwﬁﬁmmﬁwﬁ(@@ﬁﬁﬂ?ﬁﬁw@wﬁﬁ
TP H) |
Yd DI Fdel |R THHA A 8 ¢, Fifd T Ug19 AT | aTdaron 3
3efis 81 R fawmie Mg s S g
R a1 A1 fafaH 59 gerd &) fawfa ok Fueq &3 &
o AN &1 Gbd B, T1Y & I Aoy 3R 3mgeAy W o st
@9 yerd ) Rel & qwrs 3§ TR A a8 S 1 3] Bl
fufg 31 8 i PR farfiom e 8l €
U THSITH & SfHIT 13 3R 15 F© RIFIG a1 AP Revrsri<
F TR T THHRI UgH HRA &

7. TATA 3R YSRUT
RERIEARTLEI] . Wfae faggd o 81 el § 3R Fdfyd 4@ & R fawwie 8

Tl |
gYfrd gafor §ar, S &t Saacie TSl iR SIS a1
SHfehd qTATaRTT |

R / $d dfea=H Rt Suged gt § ua #1

TRI&A g1yeH & forg © Yo DI U gRT T80 A B |

FraeTar 33 SHNIG TasdT 3R GR& TATST & AR HUTd, it
PR TRIUISR THA TR TR 61
YT BT IATGA 3R STHG HH I HH H
q TR § 1 g1, fEaar 5 W |
qIY U9 gsaad & i 9 gR 39 |
Rfae FR & ufded garrg e oA |
w@g@h@ﬁ@ﬁﬁﬁmﬁ@,aﬁ?mﬁwﬁwﬁ
H I

PRI YR & URfUfcr ¢ 3rd! dRe ¥ oad foht gu fesal & 39|
faR It ool & AR HeRU ®1|

S Ugrdf 9 o  Fofafed geR & Tiede & 91y | 39
GIEREIERICRUIBRUE LAY

8. Siifew ford=ror / foeft gram
HRIWA G701 & AFS! & 1Y 3agq

IECEE] |t @) [q@uer | REauueE YR
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- TR (3IR&UT BT PRENICK
THR) HIACA
Alvimopan 170098-38-1 | TWA 10 ug/m3 KIGIECa
Tig @ IIHT | 100 ug/100 cm? | 3MidR®

goltferafeaT foriror L JUgEd T gAEd &1, faRy U 9 9w & 5|
PRI SIRIH Figdl DI FATH BY|
Yd faepIe &1 Ao & IU™
A & s y@-Tarer Riey (o f e Aferestt, ga
TUTED!, AT, 3R TR IuHN) BT TAT0r T i o favar
gg%wwaﬁﬁqm%mﬁ%wﬁ@aﬁém
)l
it saTq &t aneh
oI Gaet F=T ;3R ygi R e dfedw Iuasy el § a1 TeueR
3MThe SRR faan-FExi & s8R vatioR eikid #dr g,
Al 4 GRET BT SUANT DR |
ek ThR . EeUUsR
U EHICEIG)
gerd LA g
feooft ;2 1 GRIGd WS & foTd ReTeTd G Ue | ST o
Ugd 3R $1d fGad & TH 817 W &Y 9|
i) daeft smma - Frofadia A s Susun &1 T S
& TH
a1 U4 TRR a4t garg ;g BN OYTd 9T HF T SR g
W el U L 3R MR ST & GRIF XU & WU & 3T B WHGT g,

@ BT B S WM S BT 3G 4 Pt yorferar iR Jrem
QMR YGH B |
TENT & SR, BT, U1 a1 ¢ 7d HY |

HgNd HUS! B 9 F 913 &1 U A SXHT B
9. Hifow Td Tamaf® T

fe@mae SN

1 L Sl Uy gl
Ty : 3T U e
Y PGB © 3T IUA el
BRG] L STl Uy gl
fUge/ds &1 argaH G IR |
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IR Iae &1 fog / Iae

1 FrAr

PO

3SR &1 argaH

S{UYC dT dIuH

igdr (fawpifae)
[EEELIEERIGRI

R IR Bre-AlcH
faepies urRaya

SFRAHRUT o URGHTT
JTUTfddH YR

HU bl HIU

D 3T IuAY et

. YA el
L ST Uy ol
: Ufora, QYT T 39 WY & SR [9Wbied Yd-arg fHefor a1

I&hd gl

D gl IuAY T
3T s el

3T s el

D 3T uds gl
: a1 Iudsy e
. 3T Juds gl

SCTU KSR EIE |
D 8T Suasy gl
: 8T Suasy gl
: 8T Suasy gl

. 3T s gl
. 3T s gl
. fowpies T8

: zguerd a1 e ) s Re afferd =16t forar man g1
© 3T U e
L 3 IuAsy el
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10. fRRar auT ufafssaar

PIGEIN : ffforamRiadar & @R & U B arfigd el |
T R D g wifRufo A fRR g
uREmeTy ufafearai : @gwmmmm%aﬁmﬁwﬁww—wﬁrww
|
AT SfRfIH RS Toie! & TrY ufafehar &R g ]
g9 uRfRufoal O o : I, SaTe ud Rt
¢ D! T Y A |
ST ATt : 3RiTRug Teley
3ge yerdf ey . IS TR A (FoRSH) 3ruged uerd 3d e
11. fawmasnfora g
TIUF SREUN (TEUISR) & IR G gRT TG0 Al
O THHR! T U
e
i@ ¥ ¥udh
e fauraar
JUAK] BRI R aFfiepd g
LR
g Mifaw fasradar : Sffqurdt fawTadar $H: > 5,000 mg/kg
SRERRINEIGNED
SIERSEIRACLIESGII . Sffaurdt faureddar 3[HM: > 5,000 mg/kg
RICIRRIE NG
3dYq:
Alvimopan:
g Mifaw fasradar . LD50 (IET (}2)): > 500 mg/kg
LD50 (N (AI3)): > 4,000 mg/kg
a @t fawraarn : D50 (¥ (H139)): > 2,000 mg/kg
GIEAELIESEINEE IS R B Loso(a@é—d)>20mg/kg
) TGN BT & I
%WWWWUW@WH@W
91 & T R eTeE
JUAS TSGR W FNpd Tal|
3dYd:
Alvimopan:

6/13



& Ser e €I MSD [

Alvimopan Formulation

THRUT Ty &1 fafd: U931, Ja: 3ifdH TR SR A BT IRRG: 13.09.2019

1.11 10.10.2020 643696-00012 Ugelt IR SRt B3 I dRIRG: 02.05.2016

PRI G RO

gfRomd . AP Il adl B ST

TR A7 afasdes

JuA] BRI W aFifpd el

H{dYUdq:

Alvimopan:

UG SRR U

gfRomd . gAP! I 3f1al Bt ofed

oI qT IHS GUTE DR

1 B U

JUAK] SHHRI R aFfiepd gl

YTI-UYTH B GImErar

JuA] BRI W aFfipd gl

3dadq:

Alvimopan:

e B fo L DRI o

U (THIUTER) & IR e Eiu]

gikomy . BUTHD

SiaT] 99 "ereHRidt

JUA] BRI R aFffpd gl

AdYUd:

Alvimopan:

e 37 faer : T ) fre: Sadifar Seeh faudta ufad= &) ot (AMES)
TR HUmEHS
URJ&70T 1 fobe: hiHTelH TaRYH ¢ 34 fagt
TR HUnES
TR B fh: IRR & T18R WU B HIRABT3 BT Sh
IaRad= gdtemr
TRI&0T YUt o forh AT ShIfRIdbT
RIS I ED

ISBIEERINEESEEE]] L TR B fow: "eoRRie (349-faal Anfers a9 W1
TrgeIoHIcH oxe, IANIA TAICRIN)
TSI gu (H139)
TRHIBTA & I Aifdd
TRRumH: FUTHS
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RSB

JuA] BRI W a¥ifpd el

3dd:

Alvimopan:

golfa ; e

TAIBTA & I : %

frda g & ford duss L 29|

(TRTAISR) g3l

NOAEL : 500 FEET/fT IRING HIR

gfomy . BUTHD

PTI] CHED (HIZY)

TR P IR . s

frda g & ford duss L 29T

(THIUTSR) G

LOAEL : 4,000 firT/feT IRIRS UR

RIS . grdfd®

e 3agd . gSl,

femoft L I 3R USSR
Fad &t o ufagd yHE 37 M)
?aﬂéwﬁ%%ﬁaﬁwrﬁw%%ﬁm(ﬁéﬁ)
|

3T fauTardan

JUAK] BRI W aFfipd gl

3dYq:

Alvimopan:

3R b YU . Uequr B foeed: Wicferd) / ey &1 Tl fae

oSTIfer: eT (Re) '
TG & IE: 37d:RRT Soa=A
JdRdT: NOAEL: 5 form/fem Irie 4R
URUMH: Ui &Hdl IR UG -Tg!

Tefur 1 fooer: Wicferd) / ey &1 Tl fae
IolTar: <81 (<)

TEH A & I Al

JdRdT: NOAEL: 200 farm/feemm smdifRes UR
URUMH: Ui &Hdl IR UG -Ta!

Ter0T i fper: WiEfrdt / e o1 Tl faspTg
TSI @RI
TEAIHT & I 3id:RRT
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Jdar: NOAEL: 15 farm/feem eiRe 4R
UFRUMH: T & TR YT =gt

TR RR] & e R UGl @ 9o o e Yoy Rig faem|
IolTar: 8T (<)
TEHE & I A
fomraTd® fauTadarn: NOAEL: 100 BT/ IRING 4R
Tieon 3t fpe: yor-miwy Rig] faem|
golTar: <81 (<)
W%Wﬁm
fadraTe® fauTaddr: LOAEL: 200 firm/fe IkiRe R
OfRomH: yor-me R fawreddn
Tieor ot fpw: yor-miwy Rig] faem|
oS g1 Re) .
TP & I: 3fd:RRT Forew=
fddmraTe® fauTaddr: NOAEL: 10 ffrm/fem IRie YR
gfkomd: forst He@yuf ufdgd wHId &1 Ja-1 el et
Tiemr 3t few: yor-mi Rig] fasm|
TSI @RI
TEAHTE & IE: 37d:RRT Soia=E
famraTe® fauTadar: NOAEL: 15 ffrm/fe IRIN® 4R
gfkony: fh Aeayul ufded UuTa &t ga-1 Tet it

STOT - Uehd Siifaw

JUAK] BRI R aFfiepd gl

STOT - &lgT sifgw

JUAS THGR R FNgpd Tal|

U GRTS fauraar

3HdUd:

Alvimopan:

SIS . Y& (H13Y)

NOAEL © 1000 mg/kg

UGB & I nfae

P g7 & ford Iudh 13 Weeks

(TFIUIGR) gl

fewuft . foreht Heayul ufdga UHTa @1 T el et

SIS -l

NOAEL © 1000 mg/kg

TEH A & I . Afee

P g7 & ford gudh © 39 Weeks

(TEUISR) g
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feaoft . foreht Heayul ufdga UuTa @t e et et
B L IR
NOAEL ;500 mg/kg
TRITHRA b I :
fpam g & ford Tuds 1yr
(TRTUTER) gafl .
fewmht . forht Heayul ufdge UuTa @t AT et et
ESIG] Dol
NOAEL . 2mg/kg
TiH T & I D SRR
fpam g & ford Tuds : 1 Months
(TRTUTSR) il _
feaoh : foreht ARyl ufdga UHTa &1 ET el e
AT T
JUAK] BRI R aFfiepd g
U9 S| & 91y 3gya
3dYd:
Alvimopan:
e @ L IR e § S, TIREIgered Tede!, Adal, Jeel, 3a%
et ag
12. uTifRufaaTa JE=r
urifRyfa® fauaar
3{d9d:
Alvimopan:
EENICARERIESEI : LC50 (Pimephales promelas (Wegs F): > 17 mgll
™ T & ford Tudh (TRTUISR) g3 96 h
TRIHT: OECD URIefuT fg=mgsr 203
femoft: facaar &) i R #¥E fasreaar T8t
SHATT Td g Ae-Xfed :  EC50 (Daphnia magna (@Tex Fl)): > 17 mgll
EECRELIESG P gmy & ford WU (TaUIoR) g3 48 h
ThT: 3N 3.1 St e A= 202
feuoft: facaar &1 T R S fasraddr 78t
e INSRIPEICIEARCLIESGI EC50 ( Scenedesmus subspicatus): > 17 mgl/l

(TEUISR) §3MT: 72 h
T 3 3. S T Fdwr 201
fewgoht: facrad & T R oI fawTedar 78t
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NOEC ( Scenedesmus subspicatus): 17 mg/l
o W & o) Hudh (TauioR) g3 72 h

T 3 3 3 S e Adwr 201
femoft: fadar o dm R oIS fasradar T8f

SitaTops & fasTerdar : EC50: > 920 mg/l
foram THg & o Judh (TeUIeR) §3MT: 3 h

TRIE0T Dt foh e YT-IRa # T dlde
T 3 g S e A 209

NOEC: 920 mg/l
o T & ford Hudh (TaUioR) §3MT: 3 h
TRI&0T Dt foh e YT-IRa # T dlde
e o S 3 S e A= 209

TR 3R SraspHfdRrar

3d9dq:

Alvimopan:

I SIaHHId BT & ;ORI I & 1Y Ui diid ¥ SHIThHUTBRI
@Efeusiad) 7 g ara

SAHHUT: 4 %

fpa amy & ford WU (TaUIoR) g3 28 d

Turfaa wfde J=aua

3dadq:

Alvimopan:

fayre Turies: (T . log Pow: 0.52

g Ie/ar)

firdY o wfa=fteran

3T IUAH e

3= ufapd gHTa

T IuAH e

13. fruer ifgard

fAreq & a8%

/N I w1 7Y (Ter) W fafamt sy s |

gt A L 9T fesal &l A B 3TSd B aralt Baeet A g ar
PEEEANDEESIY
3R 3T fafAfEy 7t fora mam: srvRged Sate & =u #
fAge ®%1
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14. Uf¥ag ga=
Sierfgta fafraw

UNRTDG
WS It & U # fafafeg Tt

3ms T & - oft emr
WRATS Il & = A fafid 7g)

3T TH 81 SH-dls
WRATS AT & =0 # fafafig 78t

IMO JUFBRUN & AR Uid A gRkagd &
3Myfef T TTT Ui o forg om et

15. fafrarae Jan

gerd a1 figyor & g qrem, Wy, iR vatavor & fafraafaus

39 IdTeH & 3faud fAwfiaf@d sHa< v § gRa §:

AICS o fuffa =
DSL o fRuffea Y
IECSC C i 7Y
16. 3= AT
Sifafvad & RY
3T Y & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&Id! Sel, SeT
TART fohdl 4 axaras TIéd Wit aRume auT RIE IEmfAe Tei,
http://echa.europa.eu/
faie urey . e umay
3] IO & qut arR

AIIC - 3T Tl &Y sifeferars gal; ANTT - Wﬁﬂ@n{&lmﬁm ASTM -
ARkt It uteror FRIRET; bw - STST &I G9; CMR - BRI, Geol-d IT Yol favar; DIN -
THT AFPIeR T & oW 9e; DSL - ‘aiqqaﬁa?ﬁ(m) ECx - x% Wfdfehar ¥ a1
Hod; ELx - x% Ufdfesar ¥ Sst aifeT &); EmS - 3MTUTddhlel- RIsgd; ENCS - ﬁG@TGﬁTW
NS gerd (STAH); ErCx - x% gl &x Ufdfohar & J&T Hdbad; ERG - TATddmIe ufafsbar
TES; GHS - mewﬁw;em-aﬁuﬁwuw;|ARC-WW&Q¥TW%W
ToiHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YRt AR # WaRAIs 15 a1t
%ﬁﬁm@zm%ﬁm HfgaT; 1IC50 - 31T SHfiHad RIS Adhg; ICAO -
RIS AR faAA T3, IECSC - I # Hieal Y-S Uerdf 31 3dedl; IMDG - SRy
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TS WORATS A IMO - SRS FHeT W16; ISHL - ST R SR WA B (SITUH);
ISO - AF®IHRU & T RIS W13, KECI - ST HIS[ET T 3dedl; LC50 - TR0 el
BT 50% PT °ldd Ydba; LD50 - GRIEUl TSI BT 50% P °ldd QR (I °iddh GRIP);
MARPOL - STgTsi & YNl 31 AU & oY SieRffia Tee; n.o.s. - 3t FAfEE &t Neh - feredt
08, NO(A)EC - 3adid 7 fdhar mar (ufdgd) wua ddba; NO(A)EL - 3fadie- = febar
(@B e) THTE TR; NOELR - TR-3{JdIHH-070 UHIG daH &X; NOM - TGRS AfRyes fom;
NTP - I819 fau-fas SRIH; NZIoC - T8l $1 gelt s $dedl; OECD - 31 T arT 3R
AT &, OPPTS - IMMAM® JREM 3R UG AHUM AT, PBT - RITR, Hg-THAH0N 3R
fawrad uerd; PICCS - @A 3R IuEHE terdf @t fhdidia 3ded); (Q)SAR - ([ETED) W=
TfAfafy Teer; REACH - TRIUR TWg 3R WA USiidhRul, i, WSR3k ufasy uRueg &1
fafa@= (EC) 7. 1907/2006; SADT - W-ttadl 3{Udc diudH; SDS - YR&T el /iie; TCSI - agd™
AT Uerd $Hekl; TDG - WRHATd HTd &1 URag+; TSCA - faurad uerd Fa=or sififom (wgea
T 3R, UN - TG Y; UNRTDG - BIHGRS FHM & URasT R Ggad Y BI RABIRY;
VPVB - §gd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HT-RId WRATdH ATt a1 Jorett

U & ST T | SUS THIRM BT dRG B ¢ T THSRI §AR I, THHRT SR 3y &
3IIR 8! § | TSR Bl RI&T ST § JUIEH, TN I3, Ufohal A, T =, URag He,
e o 9UT s & fofe Faa Arfex@ & w0 § fewmrm forar mar § aur faf ueR &t aredt o
ToraRTT &1 fAfFGRT T8l AT ST | Judtsy Bt T SR 39 SDS & XY W ugart Tt waa
faRry areh @ Tefid 8 aur sSDS w1 st o It & Tate a1 fasht o ufshan &, 5|
I 13T H T FdT9T 7T &Y, TRNT - R 94 el 8) Taball ¢ | It viiaansii &1 ary 811 W, Uaied
¥ 3ifaw IadTe # SDS-TH & IuGHIdT HT 3Mbe B Ted 28T B, YANT B, Ufshar a1
TUT TG TR & 30 3ty &1 3 ARy e & SR ok Ryl ot weften sxn =nfgu |
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