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RES ETH: BERES: BTEIRETA: 2020/03/23
2.1 2020/10/10 643698-00013 IEYERA: 2016/05/02
1. EERRUEHITER

tERDBTR Alvimopan Formulation

fisE oz ﬁ%ﬁsﬁm&UEEEF

HREDOSKAT
ER/T

BHEES
BFA—ILTFLR

RAEREREES

HEB iR B UME A L O FIRR
HER AR

MSD

IJmER REAT™ fim 810 MSD #kxX&tt FEIAIS
048-588-8411

EHSDATASTEWARD@msd. com

1-908-423-6000

2. BRAELEOEY

L&D GHS %8

GHS 7 REEZE(CEZE LAY,
GHS SRILER

GHS 7 REEZE(CEZE LAY,

GHS FEIZEZE L E WML DERB ST

BEELBERVEESNDE
HEEEODHME

BLANRIZAD &, HEBHLRIENEES S ENDH D,

%Ur’utd)&ﬂﬂl F Y. KEOHEBHMBRIBE-IIEZENEE
AIREMEA H D,

7JDI NVEYUTH LLEZDOEMIDOLEDMIC. BHRMED

MLAREERTDEEALDHYET,

3. MERUHSER

t=EYE - BEEYDORX A BEY
5%
=4 CAS &= EHE (% w/w BRI
&5
Alvimopan 170098-38-1 >=1-<10
4, CERBE

— BT KA R

EHDGEER. [NV T RGN EEZRELICEEDZEZ
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R EE = WETA: RERS: BIEIZXET B: 2020/03/23
2.1 2020/10/10 643698-00013 #EERLH: 2016/05/02
ZIT5
ERDREICIBE, FLEARMAHIHEEFT. EMDIETRE
2T,
WA L=BE D RVDRAATESE ., FIBTEIDERABET 5.
ERDBEN DB EICIIERHETZEZRIT5,
KREIZfHE LI=5E DKEBIFATHERELTSES,
ERNBEN DB EICIERETIEIRERIT 5.
BRICA-T=1HE C BIZAoFGZAIZE, KTELTT L,
RN H Y BEGET SGRICTERKETRER L2215,
RARAATZIHE D BRARAATIEGE . BEITHEMEZL,
ERDBENSBEICIIERHETZEZRT5,
KTAZELLCTT L,
AMERRVERMEROE @ MLALOBMICEY. REOHENLBRIBEIFEENE
HEELGHIRER EHAEEEND D,
BLANIRIZASD &, BBHBRIBNSEEZ L ENH S,
CREEZEY 2EDRE D HENERERICRELGAIFRNTEEFTELL,

EMICH T AFANGIEEE | XHREBSIUMEREZERTSHI &,

5 KKEFDIEE

W75 5E A A . JKIEE
it 7 I)La—)LiasE kK
ZEfkiz*k (C02)

IR H XA
0 TIEAR B 7R LVH K DOMRE L,
BHEORKRAEEM D BMLADERZEITS, ZEXPFICTHILEEOHMHE CANS

BLTHBYBKRENFET DEHNLCLABRRDERLH S,
RRERY~NDBRBIREICEERETEENH .

HERBERIEY D ORERERIEY
BEDHKAE D BREORR EFDREICE C TEYGENFRERA S,

RAHDBRE AT H=DIZKEEET S
TETHNIERBEI T HERKEEI ST,
RighoBESEDH &,

HRZEITSEDORE DOHKERICELEICS LT BRXMREEZEET 5.
REEZHERAT 5.

6. IRHBDIEE
AMKIZH T HERFER. RE © TEGRYKRLOT FANMR (HBTZ23R) . AARE

BERUVRIFHEE Bo#RERICEYN (EE 8 E3H) .
REICHNYT HEREHE D RREAOBHEZERTS &,

REEHALTHL, BAPIENZLEDH D,
BERINEZRSFKEREL. LHT 5,
MHAE LK ERTERWMERE, A BBERICERT 5.
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HLAHRPREDAERY @ ZENEIOEK, FEEHHVRBRETRVOERY , BULER
2] CBL. BEY 5.

MLADESHFADOREERITS (THEHE, HLADEEL
REOEEERIZKDFR .
MLANESFICTHLLBEETHRESIND LEREDERES
#HRTADT, RAICH LAZERBIETELESEL,
ARREHRE. BEIT DHEICIK. SHFEEEREIVEDR
B> TMETZ &, ZORBICERINE=HMEIZON
THLRBETHD, EORANBRINEINEHERT ILEN
Hbd,

ASDSNEE 13ELVI52HNT. HABARKRELUVE®D
ERHOREHY

1. BEVWRUVRELDOEE

i §7 A
5 30:0bS S

BFrEER, £FHBRK
ZERIEEIR

fih ] 8
BAEXE

RE
RERREEH

EMZEIEYME

RELBHAEMY

HEINBHEL., FBFXMIGIKLEREZSISECT &
BHb,

BERMGE, B, FEEFEESERG EDET LT
HEZHET D

BYGBRIEEDTTOAMERYT 5,
BMLAZRALGWNI &,

BEBREAEORRICEDE, EXUHOBLERLUVREMD
EITHREICHEVLERYES &
BLADERMEEEZBARITS,
FERALGWMGSICEBRHZRAOTE .
BORKBENDESIT D,
HEIMBICH L TPHREFRZLEDC &,
RNPREEMZEHILL. BEAOBRHZERIRIZTSHEL S
9%

ERAEFI
BEOERAPICIEENE~NDIEI S BEOTREMENHHBEE.
EEBFADELIZTA ISV VT VARATLELUREV v
T—EREL TS,
FERATIRERVEEEZZEIEY S,
BRINERRIEBERAT DAICEKET S &

BHESRILODW=BBIZANTH <,
ZEOREIZH->TRET 5,
ROBIEHE V- L LIZTRELLGL
SRER 1L F

BSRVWHE: FMRGL,
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RE= WETH: BEES:
2.1 2020/10/10 643698-00013

BIEIZXET B: 2020/03/23
#EERLH: 2016/05/02

8. I ERILRUVRERE

ERRRICETIMNRBERR/FFERE

D% CAS &= BiE (RE | EEEE/HEFE | HA
D) JE:S

Alvimopan 170098-38-1 | TWA 10 pg/m RER
HEEY IR | 100 pg/100 cm’ RER

BB D8I, FARTTIRT A BRSOBERLABE,
FESICHEIT2BEREZRERICHIZSZ &,
MLABREHCHEEZET 5,
MLARYZWSRTLHSTY b, BLAREEE. #§
CARER. BLUBLANEEER L) TIE, HLANEE
BARNE ST (THROEEENSDR/NNELY) & 545K
FTEMEREICT S,

RER

MR R{RER BULBRESEENAFRATELRWES., XL EHE

THEHA FSA4 UV OHEEANDIEENTRSNEBEIE, T

RIREREEZFALEL LS,

TA4NE—R 4T MBI FREA T
FORER
Ma MEAEFR
= REMHLINIBEYRLEMRNHDISEE. REAFRESE
B35, KREARTCRERICIIFERS.
BRDRER ROBEANREELERT S :
g&£I—45)L
EERUVEEDRER Ak, REF%XET D,

9. MEMHETLFHER

MK EE 7B

& TR L
B T—57%L
RioLE0EDIE T—27L
AR EE R T—27L
HRXIFHE R Rk U EE B T—R%EL

AIRE (BR. =KD

MI. N R) T L ZRIEFAIDNEDORIC, 1RHME
DMLAZBEHRT HEENLHYET,
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R EE =
2.1

;ETH:
2020/10/10

BEBES:
643698-00013

€ MSD /) e

BIEIZXET B: 2020/03/23
#EERLH: 2016/05/02

Al GRIK) FT—AR71L
BETRARVIERLRR AARER
IRFEFD LR / AT A ERR{E FT—AR71L
IRREEHED TR / aAfATRIE T—27%L
gl JEEZY
DERRE T—27%L
pH T—REL
RRERE T—27%L
BARAFENEE T—27%L
FhHE
FhHE CREEER) F—AL
EFLE (BhEETEER) F—AL
BRRE
KB T—27%L
n—-4%4 4%/ —IL/KSEFZREK T—A27L
(log &)
ERT F—RHL
FZERY/XITHENEZE
BE T—AR%L
AR AHRBRE T—AR%L
IRFEAFME JEIRF
iR ks AR B EEYME E LTIEDEINALL,
NFE T—AR%L
P4
fFHA4 R T—R71L
10. REMRUVRGHE
R RIGHERERE LTIEDEEIALL,
LR EHE BEDKETIEIRE,
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R EE = HWETH: RERS: AT[EZET B: 2020/03/23
2.1 2020/10/10 643698-00013 #EERLH: 2016/05/02
fEREE RIS REME DI AV RY VTR LLEZEDEFRADMEOMIC, BRI

DMLAZBEHHT HEENLHYET,
BUOBIERIERIST 2 ENH D,

BITHREEN OB R KTE,
MLADREZEITS,
BMERME D EREH
BREELGHREERY D BREELGSEERMIEIE SN TLVEL,
1. FEHER
AEEHED HLHREZBOEHR © ®RA
R RS HEfi
£H
RBICA-=15B&
SHEH
FIAATREIERICE DR Y DETELLY,
8}
s (o) D RMSMHHEEME > 2,000 mg/ke
HiE SHEICKBAE
B
Alvimopan:
AanEr @O : LD50 (5 k):> 500 mg/kg
LD50 (¥ R): > 4,000 mg/kg
2nEr BR) : D50 (=2 R):> 2,000 mg/kg
SMEE (ZOMMORE) : LD50 (5w k):> 20 mg/kg
REZR: FARA
BEZ: BELEEERIIRE SN EN-T-
RIEBRRYE /R
FIATRETERICE DR YNFETEALY,
B
Alvimopan:
fa oYX
HER D BREORBRIH

RIZxY 5 ERGREERRBE
FIATTRE G BRICE DR Y AFETERLY,
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RES ETA: BEHES BIERETH: 2020/03/23
2.1 2020/10/10 643698-00013 #EVER R 2016/05/02

B4

Alvimopan:

1 oY x

R D BEORRH

NeF R 23 R E 44 3 (3 B2 1 R

BRI

FIFAATRE A ERICE DR Y DETEHLY,

0% 2R R VR 1

FIRAATRE A ERICE DR Y DETEHLY,

D%

Alvimopan:

HERAR A T D RFIUAE—Ta VR

REOERK D OBE

R CEH

4SEMRERRY

FATRESERICE DR YNETERL,

B4

Alvimopan:

in vitro TOEEEMN D BREBA4A T MEMERVSEIRRAREELER (AVES)
R B

RERA A 7 in vitro Z2BAERERKER
R E

HERS A T in vitro HELBYHRECTFERRR
TANRT LR U/ \[EHR
R e

in vivo TO&EEEM C REBA 4 T ZREM (in vivo BELEBHMEEEE R
E&. F£BIKSH)
B eoR
BERK #0
R pa

REMNAE
FIARREAERICEDSRY DFETELL,
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RES HETH: BEBES: BiEIZRETA: 2020/03/23
2.1 2020/10/10 643698-00013 #EVER R 2016/05/02

B4

Alvimopan:

i Zvk

&5 R #n

IR & B 2 F

NOAEL 500 mg/kg {AE

R =4

& TIR

B 528K A

A = B R 25

LOAEL 4,000 mg/kg AE

R &1

ZERlEER B OKRE

= BHERVEHES
HHEITLEICOHERINT-
CNODEREHNE MZBERLTWAZ EERTIAMEIEFEEL
A AW

EE

FATRESERICE DR YNETELLY,

B4

Alvimopan:

PEIRICK S D&

HER4 4 T 2HEEeh / HBRERE
oy bk

REZER. FRREST

5B 1 NOAEL: 5 mg/kg {AE

R ZREEICEEEL,

HERA 4 T 2HEEe S / MEBRERE
oy bk

BEREK #0

A 5B 43: NOAEL: 200 mg/kg AE

R ZRERCEEEL,

HERA 4 T 2HEEe S / MEBRERE
FE ¥

BERE: #IkM

A 5B NOAEL: 15 mg/kg AE

R ZRECEEREL,

HER24 T BN L URREE
B oyb

BE5EK &0

FA M NOAEL: 100 mg/kg AE
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RE= WETH: BEES: BIEIZXET B: 2020/03/23
2.1 2020/10/10 643698-00013 #EERLH: 2016/05/02

HEB44 T 2B L UBRRER
B oyhk

BERK #0

FAEEM: LOAEL: 200 mg/kg AE
R E - BRIESH,

HEB44 7 2RI L UVRBRERER

B oyhk

BREZER: Bl EST

FAZE M NOAEL: 10 mg/kg AE

HE BEELEEEREIRSE SN G-

HEBAA4 T BN L UBRRER

FE ¥

BREZER Bl ES

F4E= 4 NOAEL: 15 mg/kg AE

BR BEEGCAETERERESNG,M T

FERMRBSTE (HEEIT<ER)
FIRARREGERICEDCRYDETELRL,
FERMEREE (RESCR)
FIRARREGERICEDCRY DETELRL,

REREHN

B%:

Alvimopan:

ig DY R

NOAEL ;1000 mg/kg

B E5E% © R0

A = B R c 13 &

% D BEELEEERESBESAENI T
i PN

NOAEL ;1000 mg/kg

52K ©#0a

3| 39 A

% D BEELEEERESBESAENI T
& D Zw b

NOAEL . 500 mg/kg

BE5ZK 0O

iR = B o1&

= D BELEEEREBESINLGEIOT-
i SN

NOAEL © 2 mg/ke
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Alvimopan Formulation

RES ETA: BEHES BIEIZRETA: 2020/03/23
2.1 2020/10/10 643698-00013 #EVER R 2016/05/02
BE5ER D OERARA
AR R B - 1 %A
wE D BELGAEFEREBREIAGL =
RAABEN
FIARTREIERICE DR Y DETELLY,
AEIZH T 5 REBEER
B4
Alvimopan:
RAAATEEE D EKBobL-h, BEAE HESR, BN, B

12. RIGELEHER

EREEN
B

Alvimopan:
ks : LC50 (Pimephales promelas (77w bAy KX/ ™9)):> 17
mg/ |
RREERFRE: 96 h
A% OECD RER A A K54 > 203
FE: BREERFECSTLIEMEEL

SOUAKEOKEESHEY © EC50 (Daphnia magna (A4 32 >3)):> 17 mg/l
IIxt9 H& M BREREFMA 48 h

A% OECD SER A K54 > 202

&% BREERREICSTH2EMHEL

BHEKEEWICXT HEM © EC50 (Scenedesmus subspicatus): > 17 mg/|
RREERERI: 72 h
#i%: OECD HEEH A K54 > 201
% BARERFEICE T HMHEL

RANEZERE (Scenedesmus subspicatus): 17 mg/|
BRERFME: 72 h

77i%: OECD RERA A K54 > 201

&% AMERMBEICETLIEHEL

WMEMIZT HEHE : EGC50: > 920 mg/|
BREERFM: 3 h
SRERAR A 7 FEOR N
A% OECD SRER A A K54 > 209

RAESZERE: 920 mg/|
RREERFRE: 3 h

10/ 14



RET-S—k € MSD /) e

Alvimopan Formulation

R EE = HWETH: RERS: AT[EZET B: 2020/03/23
2.1 2020/10/10 643698-00013 #EERLH: 2016/05/02

HERS A T PRI
7% OECD EHBRAA K54 > 209

REM - SR
B4

Alvimopan:

RN D RR ZOEETIEGL,
E0fE 4%
IREERFR: 28 d

Alvimopan:

n~-F42%/—JL/ KnE%RE : log Pow:0.52
(log fiE)

TiEGOBEIH

F—A27EL

FIVVEB~DEEH

JEEZH

thoEELE

F—A27EL

13. BELDEE

BRERE
BRREEY D WABBEDORGEICHRVNLST S,
FRERRUVEE D EDBRBRE. UM VILFEEREDOIZ, BREIERITI

REMLEXEICRTT S
FICHEENEIMEE. REARELTEET D,

14, @XEDEE

[ A 1

fE _E#:% (UNRTDG)
fEERYME LTRSS TULAN

finZ2#i% (IATA-DGR)
fEEYME LTRSS TULAN

#3 _E¥5% (IMDG—Code)
EEYME LTRSS TULAN
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R EE = WETA: BEES:

2.1

2020/10/10 643698-00013

MARPOL 73/78 MiRE II RV IBC a— FIZ& 3 5WAMESh L HHEME &Y - )

HisSh - IKBOHAICIETIEZS,

& PR il
EoREDERFIE. BB 15 258I 5.

15.

#ERER

B AR

HBAE

ek, EEMBRYMICEZE LA,
L&EX

HELCFME. BERILENE. BEFEECEMEICKE LG,

HEREMEE

HEENRRIEShIEFED

JERL Y

HEDHTERITEREFEY

JERL Y

EEEEN LR ARYE

JERL Y

ZEREOBHoN-LEME (BFLEHE)
JEERY

ZFEREOBEHON-EEME (FREHEEDE)
JEERY
AMELTENTREERYRUVEEY
JEELY
AMELERTIREERYRUVEEY
JEELL

RELCFMEREFEHRA

JEELL

St EFRAIRAI

JEELL

ZIILFILSRPEFIHAR

JEELY

AHRBRIPEFHRR

JEELY

HERLEFMEEETR - NRE— (BEY)
JEELY
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R EE = HWETH: RERS: AT[EZET B: 2020/03/23
2.1 2020/10/10 643698-00013 #EERLH: 2016/05/02

EVRURIMESE

JEEL Y

LY E LSRR &

JEEL Y

BEHRARRE

JEELY

DE a1 E S

JEELY

ez & ik

iRy E L THRHElESn TULVEL
22k

fElRYE L TRHElSn TULVEL

BESRERVUBLEFONILICEY &

(X5 FEAEE : FRAME L )

& S EnE DOEEFEMEICETZRA LN

FRER UV REMAERE

FREERBMERY (@ - @A)

JEEL Y

BEMRERBEERE @ - SAZA)

JEEL Y

BEEVONBRVERICET 5EE

EEREY

COHBOBBICODVWTEEAS VRY M) —~ADEHIFR :

AICS ORE

DSL N

IECSC N

16. ZDD1EEHR

5| Ak D BHE#fiT—42. EME DS IZEH I F—4 . O0ECD eChem
R—R2ILE I VERMILEYMER http://echa. europa. eu/ D&
RIEE

BffZ2+—<v b+ . #/A/H

ZDDIEEED £
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Alvimopan Formulation

RE= WETH: BEES: BIEIZXET B: 2020/03/23
2.1 2020/10/10 643698-00013 #EERLH: 2016/05/02

AlIC - A—R FSVTDIELLZRA AU RY NIT - IS JILERBZEME; ASTM - %
E#HARGS, bw - AF,; CR - A M. ZERME. £BEEUIHLIESNL5ME,; DIN -
R vRRipsE%E, DSL - ERAME YR~ (BF4): ECx - FED XYORIGZERIZFT EEZ
bNBEE: ELx - FED XWDORIGZERIFT EEZONDIATEA, EnS - BABORS D
—J)L; ENCS - {tBEDEFILFEME) X k; ErCx - 8D XOREERIFT EEZONDK
R#E, ERG - BEMEOF5IE; GHS - tHRAMI X T4, GLP - HEREMEFRE, [ARC - FHE
NATREHES, IATA - ESMEEEGBS; IBC - BRIEFERDESEEZD-OHDOMMOIEE
BRURICBE T S ERERA], 1650 - 50%fHERE, ICA0 - EERMEMZEHE, [ECSC - hER
BB 4L INDG - ERELEKRYIRIE, IN0 - EEBEME,; ISHL - $BXLEEE
(BAR); 1S0 - EMZEEL#E. KECl - REBFILFEME R, LC50 - 50%EFEEE . LD50 -
50% 3t E (EHEIEE) ; MARPOL - MARAICK BB DIHILED=HDEKEF; n.o.s. - I
RBDBTRENTWLWDEDZERRC; Nech - FUEE] NOAEC - BMEEMHFEERE. NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - A X a2KRA; NTP - KEE
REME IO 5L NZloC - Z2—C—5 2 FItEWE SR, 0ECD - #EFiH HEIFMME . OPPTS
- LEMELREM - AERLR, PBT - #ofMEMEN - £AEREM - 5% (WHE) © PICCS - 7
A VEVIEEMEA RN F)—; (QSAR - (EEM) #:&EEMEHES: REACH - LEHE D&
$%. FTMf. 3R WHLUEE (REACH) (B9 53#RA| (EC) No 1907/2006; SADT - B2 hNE7fig
BE, SDS - BRET—A2— |, TCSI - BEILEMEA R M) —; TG - EIRYE@E,
TSCA - BEEWMERSIE CGKE) ; UN - E3E; UNRTDG - ERES B EE1E; vPvB - FEHIC
#OMRUIEBICESEEME, WHNIS - FXE5REKRESHEMEFR AT L

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V I) K. FEH
BERICENT., BHEOKEOMH. BFHR. RPETDLETEETHHLHMLEZE DT,
AIFHIEL, HEOREGEIEKL., FHA. LE, RE, #E. EERVCRRICETIHI IR E
LTOAMERSNTEY . WARSRIERIIAEREEZLTHLOTEHY A KNIERIL.
SDS DEEEZICRESN TV AIRESNEHAICHTIIOTHY .. FZAHGAMOR G EBAE
HET, XETORPTHEASNDBE. AXFRITERMNGVRY . BRICEAESEOATEEMS
AHYET, AEBOFERABESMICEV TR, FERRVHEZEZEZERY 55812, FRES
MORBRERBICETHAHEMOBEY L ZEH T, FRESMOERT 5HETOREDNIKR
LHITHAHBOEMZL., FA. LB, RUOREIZOVT, #EEEWVEY,

JP/JA
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