Re27—8o—t EIMSD /A

Alvimopan Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
8.1 2025/04/14 643698-00022 #EYERH: 2016/05/02

1. eZRREUSHITER

EZERDETR : Alvimopan Formulation

HieEosHaH. EMAUVERES

HIEEDREATR : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HER AR U ERLOHR

AT D EEA

FEAEDOHIR .

2. BRABEHOEN

L&D GHS 7758

GHS D EEEEEICEZE LT,

GHS S RILER

NF—FERTEY FTS L, FBBEDEE., N\F—FRT— AV b, FERETEFE,

GHS 7 MEICERY L BE WM DEREFEFH

EEGHBEERVEESNDSIE © HBLANRICAS L., BBHGRIBNEEZ L LA”HD.

EEEOHE BLALDEMIZEY. KEOYBEMNLRBELIIFENEE
BHEREMEA H D,
MI. N FY YT LLBZEDEADNEDREIC, BEFEED
MLAZERHT HEENLHYET,

3. HRR U ER

LEYE - ESYORR =LY
5%y
=22 CAS &5 Z2HE (b w/w) BHRAREE
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RET—2V—F

Alvimopan Formulation

€3 MSD /) e

&S WETB: BEES HIERET H: 2024/09/28
8.1 2025/04/14 643698-00022 #EYERH: 2016/05/02
Alvimopan 170098-38-1 >=1-<10

4. HRHEE

— BT K/NA4 R

W®AL=EE
REIZHELSE
RICA-=5H&

RAAATZGE

AMERRCEREERDR

HEELGHIRER

BREEET S2EDRE

EEI Y D HEAEREIE ¢

EHDEEL. KON TCNEVWEEZETELICEEDLE %
25,

ERMNRSICIBE, FHEARMLADHIIEEX. EEMDIERE
25,

WWAATZIEE., FIEZEROBIABET 5,
IERABENDISEICIIEREETEREZIT5,
KERITATHELTLLEELY,
IERABENDISEICIIEREETEREZIT5,
BIZA-=B&IZIX,. KTELTT,

RSN HY BT I2BAICIIEREETEREZIT5,
RAAATIIEE .. BEBIZHMAELLN,
IERABENDISEICIIEREETEREZIT5,
AKTeOxLLTT

MLALDEMIZEY. REOYEBMARIEE-IIEZENS
EHTHREMELH D,

MLCADRICADE., BEBHNERBNEZSZE0H 5,
HEMGLICHT 2ENLERELOFEFIVELHY FHA,
IEHBEEBLUREEREZRZITHI L,

5. KRKFDIHE

B 75 K

82> TIXR 5 A LVEH KA

HEORBIRAEEN

HERGRIED
HHEDHERGE

HRKETS>BDRE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A F

HMERZEL,

BLADERERT S, BEXHIC+HLEEDMME CALS
BLTHBYBNENEFET HERLABRRDBIRAH S,
RBEERD~DREIREICEZRETEENHD.

N 3|y

BIZOKRR & BHAREIZE C THEYGEXRFRZRA NS,
REAHDBHRZAENT H5=DICKEEFET 5.
RETHNIEREBIZEI T HERKEEN BT,
RN BESED &,

HAEFBRFICIBEICS LT BIEXTREEZEET 5.
RERZHEAT D,

2/16



Re27—8o—t EIMSD /A

Alvimopan Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
8.1 2025/04/14 643698-00022 #EYERH: 2016/05/02

6. IRHFDIEE

AMKIZHT HERFEER. RE | TEGRYKRLOT7 FNAR JEE T %238) ©. BEARE

BRUVRIRHE BoHERFEICEN FR8E3H) .
REBICHT HIEEE D RBEADOBHEERTS L

TEEHRELTHE, dNPIEFENELDS,
BRINEEFKEREL. 82T 5,
MHAE L CEIRTERZVMERIE, A BERBKIZEET 5,

HLADRWRHEDFERY @ ZEAFIOE, BEEDHINMEREETHROERY ., BULRSF

27 CBL. BEIT D,
MLADERPADOREZEITS (THHE, BMLADETEL
EREOEEZERICK DFR)
BLANERFITHAGRETHRESIN S EBERIEDES
ZHTHDT, REICHLAZEESETIILE LA,
AEMZERE. BETDIRICIE, A BEEBRSLIUVEDOR
B> TRET S &, TORBICHERSAEYMEICON
THLRHETHD. EORUNERSINLENZHEET SLEDN
H5b
ASDSDIEB 13ELV152ENT, ABBRELUVED
ERHOREEHDY .

1. BEVWRURELDEE

ks

Bt et s D BBESNBHEL. BEFRMIBINLEREESIZRIT L
n"Hd.
BRMNGE, EE. FLEREFESELRE E0OEN LT
WEXHET D,

BFFEER, £FRK D EYGBRREBOT TOAMERT 5,

REMIEEEIE D BMLAZERALLZWNI &,
BISBEAETORERICEDE, EEHOEERLUREMD
ETHEEICRVERYES &
MLADEREERBEZIBAOEITS,
FARALLEWMESICIIRSRZRADTEL .
HORENENDES TS,
HEINEBICH L TPHUEFEREZLES L,
FNOCREMZEHIEL. BE~AOBRHEZR/NRIZTHELSE
B35,

¥ firh [ 562 D ERIEA

BEXE D BEOFERDICEEDEADIEL BEOTREELAH DB,
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Re27—8o—t EIMSD /A

Alvimopan Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
8.1 2025/04/14 643698-00022 #EYERH: 2016/05/02

EEBROELIZTA ISV VI VATLAELURE VY
D—%HZEBE LTS,
FERABIIRBRUEEEZZILT 5,
FERINF-KRIEBERT HNICEHET S &

RE

REGRESH COEUEIANILDDONEERITANTE <,
FZEDHEIZH > TRET 5,

EMZEYE D ROBRBEEEVOLLITRELAL
SRERE I

REGRBAEMH DOESTUOME FMRGL,

8. I EMILRUREIEE

ERREICETIRDHNRBRR/HFERRE

5%,y CAS B BE (REN | EEERE/ RER | H#
) BE | HREE

Alvimopan 170098-38-1 | TWA 10 pg/m RER
HEERYHIRR | 100 ug/100 cm’ NER

B bt 5 DT, BT RS ORENDE,
EBICBTIEEREEARERICINZ B L,
BLABRKREHCHBEET S,
BLABMYRWLSRTLAMHRAY b, MLAREEE. ¥
CLABE. BLUBLARBEBL L) TIX. BLAIESE
BARNESHN(THEHOLEBALDRAALL) &5 74%
HERRIZITS,

RiEgR
IR FARER D BULBFRHREBAFRATEAMES., FHIEETE
THEHA FS4 Vo OEERENDIESBARSINE-BEE,
MREREEFFERALEL LS,
T4NE—847T D MEFRE2A T
FORER
#E D TELEFSR
&E D REMOHSWVIRBRYRLERNADIEEX. RERFREE
B35, REATOKRERICIEFERES,
IRDRER . ROBEAGREEEZERT S
TEI—JI
EERVBADRER DMk, REE%RET D,
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REF—5y— b

Alvimopan Formulation

hR&E=

8.1

;ETA:
2025/04/14

BERE:
643698-00022

€3 MSD /) e

BiIEIZRETH: 2024/09/28
#EYERH: 2016/05/02

9. MEMETLENER

YR IR R

&

R

RLoLEEDE

b e R A B
HRRXITME SR VR
ATt Bk, SK)

=R

F—anL

9

~
~

3
2L
3

Tl

1

F—a%L

F—a%L

MI. N FYUTHLLBZEDENDNEDORIC, BFEM
DR LAZEEHRRT 2EETNLHYFT,

ARt GRIA) F—AHL
BETEARWER LER . AIARR
IRREFEDOER/AIRERE @ T—42%4L
&
IBREGHEDOTR/AIRTRE : T—42%4L
&
5l K= el
NERE F—AHL
pH F—AHL
RERE FT—RHL
BARAFENEE FT—RHEHL
FhE
FHEE (RETEER) FT—RHL
ENFLE (BhRLTEER) T—ARIL
BRE
KB F—RHL
n-A49 4%/ — )L/ KNERIZRH T—ARIL
(log &)
ERT T—A27%L




RET—2V—F

Alvimopan Formulation

€3 MSD /) e

WES  %ETA: BIEES: HIEIRETA: 2024/09/28
8.1 2025/04/14 643698-00022 #E{ER R 2016/05/02
BER Y, RIS BEE
W F—a1L
Aant H REE F—a1L
IR B JREEMEL L
B LA AE G FRRIEEME L LTIERES AL,
NTE F—a1L
T
HFHA X F—a1L

10. REMRVREHE
Rt %

LR E M
el B ERICATREHE

BT HNE&MH

RiStEERE LTESEES G,
BEORETIRE,

MI. N FY2THLLEFZEDEIDLEDRMIC
DR LAZEEHRET 2EETNAHYFET,
BUOBLEHIERIET S ENH D,

B oK. KTE

. BN

MLADRLEEEITS,
EMERYE FRAE I
ERAEL S RRERY BIRBEECTBERMIMON TGN,
1. HEMHHER

AIREME D & 5 REZBOFER

alsk

A

RIS

£
RICA-=5B&

FATRELAERICEDCRYDFETELL,

WM
aMEE #&n)

S2MESMHTE > 2,000 mg/ke
Ak HEIZLBAE
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Re27—8o—t EIMSD /A

Alvimopan Formulation

&S METH: BERE: AIEIZRET A 2024/09/28
8.1 2025/04/14 643698-00022 #EERLE: 2016/05/02
B4
Alvimopan:
AMsEE @ &n) : LD50 (5 k): > 500 mg/kg

LD50 (=™ R): > 4,000 mg/ke

s BR) : LD50 (¥9X):> 2,000 mg/kg
SUSE (Z0MORZE) : D50 (5 v k): > 20 mg/kg

REZE: 53RN
EE: HECHESERIBEShGEN o1

REEEM. flEtE

FIRATRERIERRICEDCBR Y DETELHL,

B

Alvimopan:

2 L YR

#HR D BEOEERE

BRIZxd 5 ERGIREGE BRI
FARELERICEDCRYDETELL,

B4

Alvimopan:

i oYX

HER D BEEORRE
FOR 35 BRVE 1 313 B 8 IRt

B A

FIFARE R IERICE DK R Y NETELLY,
PR 2% B AE 1

FIFARE R IERICE DR Y DEETELLY,
B5:

Alvimopan:

HEgA AT D RXIUVAE—L 3 VR
BEDIRE DR

HwR Do e

7116



RET—2V—F

Alvimopan Formulation

€3 MSD /) e

&S METH: BERE: AIEIZRET A 2024/09/28
8.1 2025/04/14 643698-00022 #EERLE: 2016/05/02
AEHARRE R IR
FATRERIBRICEDCRYDFETERELY,
B4
Alvimopan:

invitro TOEEEME

in vivo TOEGEMN

BN A

HERY A T MAEME RS EREBAZERSER (AES)

R 2t

HER2 A T in vitro 2BHREERER
BR e

HEEZ A T in vitro BELEYHRECTFERAR

TAMRT LT IR vNEHERE
R =M

RERA 4 7 EERM (in vivo IHELEBHMEEFR

E&. FBADH)
BwoX
BE&K #0
R e

FARELERICEDCRYDETELL,

5% 8

Alvimopan:

1
bR
PR 25 s ]
NOAEL
R

1
REH2E
R 25 e el
LOAEL
R
Lol
T

v bk

#0O

24

500 mg/kg AZE
£k

4P

#0

2 4

4,000 mg/kg AE

&

' KE

BHERUVEKLES
HRFEEIZOARE I NI

ChbDHERRMNE MIBERLTWSZ EZRIIHLMIFEL

Izl
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RET-H¥—F €3 MSD /) e

Alvimopan Formulation

&S ;ETA: BERE: AIEIZRET A 2024/09/28
8.1 2025/04/14 643698-00022 #EERLE: 2016/05/02

4EEN

FATRERIBRICEDCRYDFETERELY,

B4

Alvimopan:

FIRICH S HFE C HERa 4T e / VHIRERE

E oy b

BERK: B0k ST
H5EH: NOAEL: 5 mg/kg {AE
R ZREICEEEL,

HERA2 A T ZHEEESN / NEHFERAE
B ovhk

BREZK 0

S5l A: NOAEL: 200 mg/kg {AE

R ZREICEEREL,

HER2 A T ZHEEESN / NHFERE
& oy x

5 BEARM

5B H3: NOAEL: 15 mg/kg AE

R ZREICEEEL,

RBRORE~DFE D HRERAA T ZRMELUVRRREE
Bovbk
BEZ® &0
A1 NOAEL: 100 mg/kg AE

R4 T 2RI L UBREEE
Bovbk

BEZK &0

F =1 LOAEL: 200 mg/kg AE
R IE - BRIREM,

HERA A T ZRME I UVBRHEE
Bovbk

RS RER: B8RS

FA & NOAEL: 10 mg/kg AE

HR BEECASERIIRES LG, -1

HER24A T RS L UHRERE

& oUx

B E R B EST

FAEFEM: NOAEL: 15 mg/kg AE

HR BECAEERERESA G,
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RET—2V—F

Alvimopan Formulation

&S WETB:
8.1 2025/04/14

BERE:
643698-00022

€3 MSD /) e

BiIEIZRETH: 2024/09/28
#EYERH: 2016/05/02

RERMESFEE (HEER)

FIATFREGBERICE DK RYNETERL,

FERNESRENE (REFICR)

FIATTRERBERICE DK RYNETERL,

REREEM
0%, 8

Alvimopan:

i

NOAEL
bR
Bk 5% v
]

i

NOAEL
bR
Bk 2% v )
]

i

NOAEL
bR
PR 25 ]
)

1

NOAEL
bR
R 25 e el
]

RAAVEEN

<R

1000 mg/kg

#0

13 &
BREGCHEEERERE I GN o=

X

1000 mg/kg

#0o

39 &
BREGCAEERERE SN GN o

Zvk

500 mg/kg

#0o

1 &

HELGAEEEREIHRES G, -1

X

2 mg/kg

FRARA

1 %A
BECAESERIRESIAG, o1

FIAREAERICEDCRYDETELL,

AEICHY HRBEER

H5:

Alvimopan:

RAAATZIGE

fER: BDb=h, BETE HEX,

B, fE%E
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REF—5y— b

Alvimopan Formulation

€3 MSD /) e

IR&ES WETA: BBES: BIEIZRETA: 2024/09/28
8.1 2025/04/14 643698-00022 #EER B 2016/05/02
12. RIEFEER
EREEl
B4
Alvimopan:
aEn LC50 (Pimephales promelas (77 kAwy KX/ )):> 17

TOVAFOKEERTHDY

=3t BH

BEKEEYIZT B

MEHITHT B

BRI - S
5%

Alvimopan:
EnfEE

st

s -

mg/ |

RREERFRE: 96 h

7#i%: OECD FHERH A K51 > 203
% BRERFEICK T EMHEL

EC50 (Daphnia magna (74 =< >2)):> 17 mg/l
MRERRERT: 48 h

7% OECD REEAHA K54 > 202

&% BARERFEICK T EMHEL

EC50 (Scenedesmus subspicatus): > 17 mg/|
IREERFE: 72 h

7Ai%: OECD FHERH A K54 > 201

B5 AEERREICEITo5MEL

RAREZEEE (Scenedesmus subspicatus): 17 mg/|
BREERFRT: 72 h

A% OECD FHERH A K54 > 201

% BARERFEICK T EMHEL

EC50: > 920 mg/|

BRERF: 3 h

HERS A T IR

7% OECD BHERAA K54 > 209

RAESEREE: 920 mg/|
MEEERFME: 3 h

HER R A T REOR N

75i%: OECD RER A A K54 > 209

HBER: ZOMETERL,
ERFE 4%
BREERFE: 28 d
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RET—2V—F

Alvimopan Formulation

€3 MSD /) e

&S ETH: BEES BIEIRETH: 2024/09/28
8.1 2025/04/14 643698-00022 #E{ER R 2016/05/02
EHRERN
B4
Alvimopan:
n-A%49 %/ —IL/KIEFEE ©  log Pow: 0.52
(log fE)
TEb OB
T—21L
FIVB~OEEH
LS
thoEEXE
T—A21L
13. BELDIE
BREAE
TRRBEEY A BBRADRFIZRLLRT B,
BREME T KAHEE LTI A SAEL,
FREARBRRUVAE ZOREBE. VHAIIILFERIREOROIZ. BA[ %21
BREYNEBEEZEIZETET S,
BFICHEENEWMEES., RERAMELTEET S,
14, BixLEDIE
EfRRH
fE L #i25 (UNRTDG)
EEES %Y
[EE#i1x4 (Proper shipping JEZH
name)
EE 548 (Class) JEFY
Bl fEk&tE (Subsidiary risk) JE%E
BEZER (Packing group) %Y
S AL (Labels) el
REEEMH JEEZH
22X (IATA-DGR)
UN/ID &% (UN/ID number) El 7
E&E#i1£4% (Proper shipping JEEZH
name)
[EE 5 %8 (Class) JEZY
B RfERRME (Subsidiary risk) FEEZE
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RET—2V—F

Alvimopan Formulation

€3 MSD /) e

&S ®ETA: BBES: AIEIZRETH: 2024/09/28
8.1 2025/04/14 643698-00022 #EER B 2016/05/02
B2BZ R (Packing group) o ey
S AR)L (Labels) © JEERE
BatEr (BWH) (Pack- @ 3FE&H
ing instruction (cargo air-
craft))

WafE R (RkREH) (Pack- : JEEH
ing instruction (passenger

aircraft))

#5_E#i% (INDG-Code)

EEEHS LY
EE#% 42 (Proper shipping : JEE%Y
name)

E& 548 (Class) © eIy
B RfERRE D OJEERY
BERER o JEsZy
NI DR
EnS a—F L

BEBEME Y - EZY) ¢ EEY

MARPOL 73/78 Mt/@& [1 R U IBC A— FICX A X oMAMZE S HBEME (&Y - EFZNY)

i S - REBORMIZITIEZS,
E R
EnREDEEF L. HE 15 23R T 5,

FHDREXE
JEEZH

15.

ERES

BEER

HBFE

fERY. RERBRMICERE LG,
le:3-5

BFELFEME. BEREFNE. BRFMIEEMEICZILEL,
FEREEER
BESFIFELEIIFEY
[
BEDHAIZRITHREREY
[
RIS L ast ARME
JEERY
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RET—ARAV—F
€I MSD [ rune
Alvimopan Formulation
&S METH: BERE: miERET B 2024/09/28
8.1 2025/04/14 643698-00022 WEERE: 2016/05/02

EERMYOBHONA-LEYYE BIFEEYHE)
JEzY

EERMEOBHONA-LEYYE (HFREBEHIEEDHE)
JEzY

AMELEENITREEEMEVESY

JEzY

AMEERTIRNEEEMEVESY

JEZY

BEREEE/LEME (GEBRS/ERBE M4 ED2)
JEZY

RARMEYME (HFEBRLSBERBELSTTED2)
JEZY

BELEMEREE T HRAI

JEZY

snh = FHhRAI

JEZY

M7 LI E T IHRAI

JEZY

FHBEAFD=TRRA

JEZY

FEREMEZEITS - IRE— (BRWY)
JEZY

SR VBRIV ESSE

JEZY

LM E R T B R A E

JEZY

BEHARRE

JEZY

V&3 2):0 80 S

JEZY

R 2%

BRYME L TR S TULALL

2%

fElEy & L THRHl S TULVAL
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Re27—8o—t EIMSD /A

Alvimopan Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

8.1

2025/04/14 643698-00022 #EYERH: 2016/05/02

BESRERVBLEEOMILICET 5ikE

(£ 5 A EIE : ERAME IR LA

ERTE B DOEEELEYEICEBRE LA

R U RE S EEE

FRERBEHEERN (@ - 8BAK)

JEE% Y

HEREMBAERE @H - @A)

JEE% Y

BEEVONEBRVERICEAT 5%1E

EXREY

COEBORAIZODNTEEA IRV M) —~DEEEIHFR -

AICS DAE

DSL N

IECSC N

16. ZOHho1EHHR

5| R 3Tk D BHEMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2IILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

Bt 74+—<v b . #/B/H

FTOHDBEEDE X

ALIC - A—R FSUTDIERFERA A FY NIT - TS OIVEREEHES; ASTM - K
EMHERGES, b - (KE; OR - BH M, TRFRME. £EESENHLSESNLHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDRE, Elx - FED XWDORIEZRIFT EEZONDERFEE, InS - BRAKOR 722
—JL; ENCS - LB EDEAFLEEME )R b ErCx - FED X0DORIEERIZFTEEZZ ONDK
f&E ERG - BRSO FEIE; GHS - HFRFAMI AT L GLP - HEREkHESE. [ARC - EF
NATZEE. [ATA - EEMZEERHS, IBC - BRIEFROESBEEEXZD-HOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELR MG - ERELEKRMAE, IN0 - ERESEHE, ISHL - SBRE/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLEYMERE: LC50 - 50%HILRE LD50 -
50%EtE (FHEILE)  MARPOL - MfIC & B FEDMLEDI=HDERRERI: n.o.s. - I
MBNBATEN TS LD ZERS: Neh - FUREI NOAEC - |EEZTMFZERE, NOWEL -
BASTMHZE LA, NOER - BEEHSZERMES, NN - A2 a0xX5[A NTP - KEE
REMETOT S L, NZloC - Za—D—5 > FEEYERMR, O0ECD - FFHHFFKEE, OPPTS
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Re27—8o—t EIMSD /A

Alvimopan Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

8.1

2025/04/14 643698-00022 #EYERH: 2016/05/02

- LEHMEREN - AFWHLLE; PBT - BTN - £HRERENE - HEE WEHE) © PICCS - 7
1 VELEMEA AR )= (SRR - (EEH) HEEMEE, REACH - LFEMEDH
. &TMfi. R WHIUEEHE (REACH) [ZB¥ H#RAI (EC) No 1907/2006: SADT - B ChNZE5 A2
mE; SDS - Re&T—4L— bk TECI - 2 A IZEEFEDILEMED A VRV M TCSI - &iEfE
FMEA R M) —; TDG - EIRYEE, TSCA - HEMERASE CKE); UN - E&: UNRTDG
- BFESERYEEES. WPB - FEREICHISRERVIERICESERNE. WIS - EXEEKRE
EUEVERHRAT L

CDRRET—HI—FQEUT TSDS) &£V D) TRIT H1FEHR(LUT TXRERI &LV I)I1F, mEHE
BERIZEVNT, BHOREDHH. FH. RMMETDLETEETHLLHHLEZIDTT,
AERIT. HEOZTLGEED., FH, LB, KRE. @X. BEERVRRICETSIHAIF R E
LTOHAMERENTEY . WHELRERSRERBEZLT LOTRESHY FEA, KF®IL.
SDS DEEEICTR SN TVAIRESNHGICETSLDOTHY .. LA/ MORL EBAE
HET, XETOERPTHEASNSEE. AXRITERNGVRY . ARICEI LS A VERES
AHYET, AREOFERBEHMICEV T, REBRRVHREZHEEZERT H5RC. FRES
MDERBREMIZEITEAREROBEYLGFMEEHT, FRESMLUOERT 5HETOREDNIRNGR
[CETHARHADEKL. FA, LE, RUREICDONT, #BEEVET,

JP /7 JA
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