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Alvimopan Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 643698-00021 #MEERLA: 2016/05/02

1. E2RRUSHER

{EZERDETR : Alvimopan Formulation

HieEOSt LT, ERRUBESES

BB DR AT . WD
FEfR . BER AT N 810 NSD HRaH EBTH
BHEES : 048-588-8411

BFA—LTFLR : EHSDATASTEWARD@msd. com

RREREHEES . +1-908-423-6000

HRFR R CHER OB

RS . EES

L DO HIR L S

2. ERAEEEOEH

{250 GHS 7248

GHS S 3EEHE(TEZ L LA,

GHS SRILEHR

NY—RZERTEY M S L, FERBDEE., \HF—FXT—rAV b+, FEEZETE,

GHS SMEICH Y L L M D fEle A it

BELMBRUERESNEE © MUASRICASE, BENARBIEESZ 855,

HEEOHE WL AEDEIIZE Y, RSO RINE - (X8 18h 5 =
BARMEDH B,
MI. AL RULSH L IREDENDREDRIC, @D
MLAZERRT 2BTnDHYET,

3. MRRURSER

LEYME - EESYDORXR . EEY
B4
4=_2 CAS &= BHE (b ww)

1/16



RET—HRI—F

Alvimopan Formulation

€ MSD [} e

RS WETH: BEES: AIEZRET B: 2024/04/06
8.0 2024/09/28 643698-00021 #MEERLA: 2016/05/02

Alvimopan 170098-38-1 >=1-<10 -
4. HRBE

—fREIT KN4 R

RALE-BE
BEIZEL-EE
IRICA-=84

RAAATZGE

RMERRVCEREERDOR

HERGHIRER

WEHEZY 2BEDRE

EEICX Y SFATIEEE ¢

EHDGEEPL. [NV TCIBVEERELICEEDREE
215,

ERMNRSICIHEE. FREARBIHIERIE. EMDIERE
215,

RULGAATZISE . I EIDIEI~BET 5,
ERDBENDESICIERKE TEEER TS,
KEBITATHRELTIESL,
ERDBENDISEEICEERMETERERT 5,
BIZA2EBEIZE, KTELTT,

FFAH Y BGT HHSICITEREETEREZT5S,
RARAATZGE . BEICHMEZL,
EERDNBENDIESICEIERKE TERER(T 5,
KTcOz&E<TT

BMLALDEMIZEY., REOMEBEMLGRIBEIIEZENE
EHFHEMENDH D
BLANIRIZAD &, EHBHBRIBAEZ L ENH S,
HEH@MTISHT 2FNLERELDIERFILEHY FHA,
XEREBSSIUMEREER TS &,

5. KEBDFEE

B 73 H KA

o TIHAESLGH XA

HEDORIREEN

HERBERIEY)
BEDHXAE

HRZETSBEDRE

JKIE$E

it 7 JL 3 —JLiasE K Hl
ek (C02)
32K KA

HMEGZL,

BLADERZEITS, ZRFICTHILEEOHME LAY
BLTHBYBKRENEFET H2EMLABRRDBIRAH S,
RBEEBRM~DBREIREICEEREITEENH D,

mERERIEY

WZEORR & FDREICIE C TEYGENFRZANS,
KAHOBRERANT H=DICKEEET 5,
RETHNIEREBEI D THERKEEN BT
RighoBESEDH &,

HAEFBRFICEBERICSSLT BIAXMPREEZEET 5.
REEZERT .
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Alvimopan Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 643698-00021 #MEERLA: 2016/05/02

6. IRHFDHEE
AKIZHT HEEEEH, KE | RECRYKLOT FAA(4R TRE T 23HR) ©. BARE

BERUVRIRRE BnfREEICEYN (BB 8E3H) .
REICHT HEEEE D REANOBHEZERITS &,

REZHRELTHD., TNPIENELED D,
BRINERRBKEREL. BRI 5.
RHEAZE L (ERTERZVGHIE, HABEBKIZEET 5,

HELAHRUVEEDAERY @ ZEAEEDOE. BEEINERBETROERY ., BYLER

2 2B L. BET S,
MLADESHADREZEITS (THbhE, HLADEEL
REDEEZERICESEFR
MLCANESRRIZTHRTEETHHIND LEBEREDEEY
MRS ADT, REIZHLAFERBIETIEESELY,
ABS AR, BETDHEICIEK. SBAEEAREIUVEDR
BlIciE>THIETZ &, FORBICERASIAEDEIZON
THLRBTHD, FORUNERAINEIINEHEET HIHLEN
Hbd,
ASDSDIERB 13HELVLI51ZHENT, ABEABAAERSLIUVED
ERFIOEEHY .

1. BEEVWERUVRELDIERE

: 874 A

TR R D BESHAZEL. BEAXMIGIANLERESISRRIT &
nHbd,
B E, B, FRETEESES G EOFET LT
HEZHET D,

BRHER, 28K D BYUIBBRREED T COAFERT 5.

TEIIFEEIE . MLCAZRALLGWNI &,
BISBREREOHKRICEDE, EXEMHOBESLULREHD
EITREICHEVVERYIES &
MLADEREEREZIBARITS,
FRLEWMVESICIEIBRZHADTEL,
BORENENSESIT S,
HESKEICR LTFHUEFEEZLESH L,
RNOEREVZHLEL. RE~ANOBREZR/MRICTSL5F
B9 5%,

i =] ¢ D ERAEH

BEXE D BEOERAFICIEEMEADIXS EDOTESELHLHEEIL.
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Alvimopan Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 643698-00021 #MEERLA: 2016/05/02

FEBROELIZTAISTYI VI VATLAELUREY Y
D—%#FJ/ELTLIEELY,
FRAFIEIRBERUBREEZIET S,
FBERINF-KRITBERTIAICEKET S L,

RE

TREHRESEH DOBEYESRILODWERRIZANTEL .
ZEDREICH->TRET S,

B IEmE D OROBSIEBEE NS L LITREE LA
BB L F

RENRBAEMH DOBIBUOME: FRAEL,

8. F<EMLRUVRHEEE

ERREICE T IRV RBERR/HFERE

5% CAS &5 g (REF | EHEE/RERE | HA
AE) BE | HFRERE

Alvimopan 170098-38-1 | TWA 10 pg/m? RNE
HEEYHIBE | 100 ug/100 cm’ A

B R DRI, AT A GBI OERABE,
ERBICETIBRBREERERICHNZ S &,
MLABRZEHCHREZHET 5.
BLABRYEWSRATLAWERT Y b, BLAHEEE. ¥
CARSR. BFURLANERELGE) TR, BLADNMEER
BARNH S BV (TRHLEEEN LDRNAEL) & 570K
FTEHERICITS,

RER
IR FRRER D BEYILBEFHREENFBETELNMES., FHHIECETEE
THREHA PS4 VD OHEANDIEL BARSINI=HEF, T
RREREFFERALELL S,
T4NWE—84F D WRTFRYA4 T
FOHRER
e D THEMAMEFSE
5 . REM®HIZWVERBRYRLEMASHZ5EIE. RERFREE
A9 %, KREATOCKRERICIEIFEZRS.
IRDFRER . ROBEAGREEZERTS
#&IJ—45)L
EERUVEBARDRER D MR, REERET D,
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;ETA:
2024/09/28

BBEERE:
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€ MSD [} e

AiIERET B: 2024/04/06
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9. PEMRTLENER

TR AR HE

&

AR

R0 LEVEDE

b e R ] i

R XA B R K U & B
ATAtE (BfR. k)

AIATE GRIK)

WxR

T—27%GL
T—271L
T4l
T—87%GL

T—87%GL

I, AN RYUTHELLIEZFDEIDNIEDRIZ, 1BFM%
DM LAZEERRT 2T HYET,

F—5%L

BRETRARVEFE LRFAIRER

BRAEFEED LR /AR LR

®

BREEFROTR / AIATR

&

BARRENRE

¥hE
FaEE (RETESR)

BAE (BhMhtEER)

R
Kt

n-A%4 %/ —)L/  KHERIZREK
(log &)

R

7

AERE

T—87%GL

F—a1L
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MBS HETH: BIBRE: BTEIZRETH: 2024/04/06
8.0 2024/09/28 643698-00021 #EER A 2016/05/02
BERUV/XIZHERNZE
BE T—a7%L
HRHRFE T—R%EL
IRFEE EEMELL
bt ABDFEEEMEE LTIEIDEINLGL,
NFE F—2L
BT
FFHA4 R T—R%EL
10. REMRVURGHE
RIS RGHERE LTIESESI NG,
LR EMS BEORETIEIRE,
fElxAE RIGAIREME MI. N RUDTEHLLIEZFDIEIDNIEBDOMIZ, EHMH
DMLAEZEEZHBRTHETNANHY FT,
BULEIERIERIET D2 ENH D,
BT BN EEH B, K. NTE,
MLADHKEZEITS,
BB E i 2|1
EREE LN HRERY BREELBERMITHMON TV,
1. FFEEH

AREMED H S RBFBOFER

St

A

IS Hfi

23 0)
RIZA-=15&

FIARTRELERICEDOCRY DEETERL,

1.0 H

2MET &0

AMEMHTEE > 2,000 mg/ke
Hik: HEIZELBAE
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Alvimopan Formulation
&S METH: BBEERE: miIESkET B 2024/04/06
8.0 2024/09/28 643698-00021 #EER B 2016/05/02
B
Alvimopan:
auEt (&gn) © D50 (5 k): > 500 mg/kg

LD50 (%9 R): > 4,000 mg/kg

=2MEE BR) : LD50 (%2 R):> 2,000 mg/kg
AET (Z0thoRZI) : LD50 (T k):> 20 mg/ke

RERZR: FHIRM
F5: HECHEEEREIBESEN o1

EREEE /R

FIFAATRE A IERICE DR Y D ETEAL,

5

Alvimopan:
"E S

fER D BEORBERIEK

RIZxY 2 ERTREGERREE
FIATREGERICEDRYDETERL,

B4

Alvimopan:

"@ DoyX

HER D BEORERE
PEOR a5 REE M I 52 8 R 1E T

RE B
FATRELIERICEDOCRYSETERLY,
FFOR 25 R E 1
FIARBEIFRICE DK R Y DETEAHLY,
B5:

Alvimopan:

HERA AT D RFITAE— 3 UiER
EXAOES 233 OBRE

fER D R
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€ MSD [} e

&S METH: BBEERE: AIEIZRETH: 2024/04/06
8.0 2024/09/28 643698-00021 #E4ER R 2016/05/02
4ERaERRYE
FIRAREIBRICE DR Y DETELLLY,
5
Alvimopan:

in vitro TOEEGEM

in vivo TOEEEM

HMANK

HEBRE A T MEDERAVSERERE

R

HEBEA T in vitro ZEKEERE
55 patt

254 BR (AMES)

HEAA T in vitro BADWMIEETERAR

FARRT L RHRY BRI
IR fat

HERSY A T EERM (in vivo IHELE B HHERFMNR

ER. LBRDH)
B YOR
‘5K #0
R e

FIRATRE L RERICESCRY DETERL,

%

Alvimopan:

12
REEH
RgR 25 e ]
NOAEL
UEES

12

R E R
PR 25 s ]
JLOAEL
TR

R AR
ke

Jv bk

#0o

2 &

500 mg/kg AE
(=43

<R

#0

25

4,000 mg/kg AE

&t

g KE

BUHRUVEMRES
TEHRILEICOAEERESINT=-

NoDERMNE MIBERLTWS I EERTINEHEEL

A AN
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Alvimopan Formulation

&S ;ETA: BBEERE: AIEIZRETH: 2024/04/06
8.0 2024/09/28 643698-00021 #E4ER R 2016/05/02
4hEst
FIFAATRE A IERICE DR Y D ETEAL,
%
Alvimopan:
FIRICxT S & . HERA 4T 2REEeh / VERERLE
oy bk

IREZER: BT ST
A 5B H7: NOAEL: 5 mg/kg {AE
R IHEERICEEEL,

HERA2 4 T ZHEEESN / NHERE
B oy bk

BE&K &0

4E5E 57: NOAEL: 200 mg/kg {AE

R ZRERICEEEL,

HER4 1 T 2HEeh / VHERE
& oYy x

BRI F20RA

4 5E 1 NOAEL: 15 mg/kg AE

R ZREICEEEL,

REDHE~DFZE . BEBA4A4 T RIS LUVREXRE
oy bk
BEK: &0
FeHE M NOAEL: 100 mg/kg AE

HER4A4 T ZRWELUBRRERE
B Sy bk

BER®K &0

FAE M LOAEL: 200 mg/kg AE
R E - BRIREH,

HERAA T ZRWELUBRERE

B Sy bk

B 528 SRS

FAEEM: NOAEL: 10 mg/kg A=

HR BEZECEEERIIRESh G, -1

HEBAA T 2RSS UVBERT

& oYX

R 520 5505

F A= NOAEL: 15 mg/kg {AE

R BELCEEEREIRE SN ENS1
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RS WETA: BEES: AiIERET B: 2024/04/06
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FERMBSRSTE (BEEIECR)
FATREGERICEDCRYDETELL,
FERMESRSE (REECR)
FATREGERICEDCRY DETELL,

RERSEMN

B4

Alvimopan:

2 DONTIR

NOAEL ;1000 mg/kg

BE5Z% 0O

IREZE R 13 #

e D BELGEEFERAERESI G,
2 PN

NOAEL ;1000 mg/kg

BE5#2% 0O

A ;39 A

w& D BELEEEREIBEINALGENA-T=
T2 D Iy bk

NOAEL . 500 mg/kg

BE5Z% © 0

IR EEEERE S -

e D BELEEERIEIBESINGE,A O
L N

NOAEL 2 mg/kg

BRERR o BRI

YA 1 58

3 D BELDEEERIEBEINGIA O
RAABEM

FIFARTRE A IEMICE DR Y DETEAL,

AEIZHT D RERER

B

Alvimopan:

"ﬁmsyurft;-ér L ER Bob-h, BBFE HER,

Eet, REsE
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RS WETA: BEES: AiIERET B: 2024/04/06
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12. RERERR

4 REEt
5

Alvimopan:

asEn : LC50 (Pimephales promelas (77w bAw RS/ )):> 17
mg/ |
BREEREAE: 96 h
Fi%: OECD HERA A F5 1 > 203
"E: AMERFEICE TE2EMHEL

SOVOEOKEELSHSY - EC50 (Daphnia magna (A2 >3)):> 17 mg/l
[Ixt9 5F M BREREFE: 48 h

7% OECD ERER A A K54 > 202

&% BREERREICSTL2EMHEL

S KEEMICKIT HEM © ECH0 (Scenedesmus subspicatus): > 17 mg/|
RBEERFE: 72 h
A% OECD RE&H A K54 > 201
% BARERFEICSITHEMHEL

RANESERE (Scenedesmus subspicatus): 17 mg/|
BRERE: 72 h

7i%: OECD FRERA A K54 > 201

HE AEERAEICATLIEMHEL

WMEMICHT S5 : EGC50: > 920 mg/|
BREERR: 3 h
HERS 4 T RIRANA
A% OECD RE&R A A K54 > 209

RAEEZERE: 920 mg/|
RRERRER: 3 h

HER S A T IEIRANH

Hi%: OECD HEEH A K54 > 209

BREH - SR

B4

Alvimopan:

EofRE LR ZoBETIEGL,
HEofE 4%
RREERFRE: 28 d
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Alvimopan Formulation
IRES ETA: BEES: HiI[E2kET B: 2024/04/06
8.0 2024/09/28 643698-00021 #E4ER R 2016/05/02
|
SHERE
B9
Alvimopan:
"n—?]"] 8/ —IL/KAERE - log Pow: 0. 52
(log {B)
TiIRPOFEE
T—R%L
FTIVB~NDOEEY
JEZH
toEEEE
T—H%HL
13. BELOXE
BELE
HREEY A BRADEH IR NS T B,
BEEME TKABEH L TGRS0,
BERERBRUOLE EORBFE. VA VLFELIIERZEDR-HIZ, Ba =T
BEEVLEBZXEERIZERT 5,
HICHEENEMEE., RMEAMRELTHEET S,
14. BELDEE
ERRFR
RE L& (UNRTDG)
EEES JEEE
E&#i% 4 (Proper shipping A
name)
E:&E 5 #8 (Class) JESK Y
BIRfERH (Subsidiary risk) JEEZH
BREEH (Packing group) JEEZ Y
S X)L (Labels) JEEZH
REAEH FEFZH
22 % (IATA-DGR)
UN/ID ZES (UN/ID number) JEEZH
E&E#ix 4% (Proper shipping e
name)
E)&E 5 %8 (Class) FEEZY
BIRfERE M (Subsidiary risk) JEZE
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Alvimopan Formulation

RS WETH: BEBES: AITEIRET B: 2024/04/06
8.0 2024/09/28 643698-00021 #E4ERK R 2016/05/02

BB Z4K (Packing group) . JEER Y

Z AL (Labels) o JEERY

HWatEr (EYH) (Pack- : JEEZH

ing instruction (cargo air-

craft))

HWatEr (REH) (Pack- : JEEZH

ing instruction (passenger

aircraft))

5 L #3:% (IMDG—Code)

EEES |

E&E#%4 (Proper shipping :  JEE%Y

name)

[E#E 548 (Class) o JEERY

BIRfERE |

BaFR D EEZE

IR o IEExH

EmS a—F |

BEEEME RS - FEY) 0 FEH

MARPOL 73/78 MiE®&E I1 XU IBC a— FICL B EXoWAMBE S HBAYE (B - EZY)
Hid s nREBORMICFTIEZS,

& PR il

E0RHEDERF L. EHE 15 2SRRI 5,

FHDREXE
JEEZH

15, BRAZS

BEEER

HRE

fEfRY. EERBRYICERES LG,
L&&

HELCEHE. BERICEVE. BAFMEEMEICKE LG,
FEBRE/LEE
BEENBEILESIIEFEY
JEERY
HREDHTERITEINEZHED
JEER Y

BEEEN EHARYME
JEE%H
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Alvimopan Formulation

RES WETH:
8.0 2024/09/28

BBEERE:
643698-00021

€ MSD [} e

AiIERET B: 2024/04/06
#MEERLA: 2016/05/02

ERRMEDEHoh-LEYE (RIFLEFEHEH)

JEEX Y

ZRFREDOBH oh =L F¥YE (FRBEHEFHE)

JEERY

AREZBENITREBRVEVEEY

JFEZ Y

BREFERTIREB/RVRVAEY

JEE& S

“ RREEFEELFVE TEEHORBRFOERARENE GFBHREMERRE M £ 2)

JEE& S

NARMYNE (HERE/ERAE ST ED2)

JEEL Y

BELEMERE PRI
[

S FRIRRA

[

{7 IILE IV ETRHRAI
[

FRBERIPE TR
el

HBLREWHEERBITE - NRE— (RIRY)

JEERY

BV R USRI AHEE

JEERH
EEYREHEETRREE
JEE& S

BEHARRE

JEE%H

DE 108 5

JEEZY

ek eik

el E L THRHESh TN

ik

el E L TRHESh TN
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Alvimopan Formulation

&= WETA: BEES: AiIERET B: 2024/04/06

8.0

2024/09/28 643698-00021 #MEERLA: 2016/05/02

BEFRERVBLEEOMHILICEAY 5i&E

(£ 5 FE A : ERAMB(ZIFZLE LA
18 S Eank DOEEFEMEICEFZY LN
BRI B U 5 SE AN 5%
FRERFEMERE (E@E - @A)
Y
BEREMBAERE @L - @AE)
e Y
BEEVMONEBER VERICET 55
EXRED
CHOEFORBITDOVTEEAS YRV M) —~DEEEIER :
AICS N
DSL N
IECSC CORE
16. ZDhD1HEHR
5| R cEk D BEHE#IT—4. EMESDS [CETILF—4. O0ECD eChem
R—2ILE L UVEMILEWMER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBEANETE 2 AR THRERTEINATVES,

Bfit72+—<v k . #/A/H
ZTDHDBEEEDND X

ALIC - A—RX FSUTDIEILFERASA AV RY; NTT - TS5 D)ILEREEME, ASTM - K
E# RGBS bw - (KE OR - A, ZERE. £EEUENHDIE SN EIME; DIN -
FAURBHEERE DSL - ERYMEVR L (BF %) Ex - FED XhORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE: EnS - BRERHOR T Vo
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIFTEEZONDRL
& ERG - REWIEDF5IE; GHS - HRF/IM I AT L GLP - HABREMERE, [ARC - EHIR
DATRERHE, [ATA - EEMEEEHS IBC - BRIEEKOESFEEZD-HOMMOEE
RURBICET 2EEMRA; 1650 - 50%AFRE; 1CA0 - EFFREMEKRES: [ECSC - HER
FtEMELE INDG - BB LERYRRE. IN0 - EFESE#E; ISHL - FERe/Ex
(BF): IS0 - EFZECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%EEE (FHEBEE)  MARPOL - MfHIC K S BRDMILED-HDERRER: no.s. - I
MBNATINA TS L DZERRC: Neh - FURR NOWEC - BEZTMHFZEIRE: NOWEL -
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Alvimopan Formulation

&= WETA: BEES: AiIERET B: 2024/04/06

8.0

2024/09/28 643698-00021 #MEERLA: 2016/05/02

BAESMHSZEL AL NOELR - EEEMLEEFES NOM - A28 NP - XEE
REMTOIT S L NZIoC - Za—D—F v MEEWMEARIR: OECD - #EFH NEAFMME, OPPTS
- LEYMEREM - AEBILER: PBT - #OMRMM - ARBHEN - HHME WE) © PICCS - 7
1 VELEMEA AR = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
Bk, &Fffi. B WHKIUEEE (REACH) (ZB¥ H#RAI (EC) No 1907/2006; SADT - B hnEs 7
BE, SIS - RET—82Y— I TECI - 2 A IZBAFEDILENMED A VR R TCSI - BiE1L
EMEA R M) —; TDG - fEEYEE; TSCA - BEMERSE CKE); UN - E:&E: UNRTDG
- BRESRRYEEES. vPB - FEICHIMRUIFEICSEREME WIS - EXRSRIRE
EUMERRV AT L

CORET—EI—F AT TSDS) &0VD) TRRIMT HFEM (LT TREHR VD)X, KxEHR
BERICENT, BEOREOMH. FHR. RPEIDLETERTHHEHHLIZEDTY,
AERE. HEOREGEREV., FA. LE, RE, #@E. BERVRRICETISIHI TR E
LTOAMERESNTEY. WHELIRIERERERBELTLOTESHY FEA, KFEBIL.
SDS DEREIZRESNTVAIRESNHBICEHTILOTHY .. ABRAHELA/MORA EBAT
HET, XETOERPTHERASADEGEE. AXPITERNGVRY . ARICEIE S HVETEES
AHYFET. FARBOFEABFEMICENTIE, AERRVHEEEZERT 581, FRES
MOEKRERKICE THAHKOBYLGFAMEZEO T, FRAESMUOERT 52HETORENDKR
[CHITHAREBOEMEL, A, LB, ROREIZOWT, #EEEWLES.

JP/JA
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