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Alvimopan Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02

1. E2RRUSHER

{EZERDETR : Alvimopan Formulation

HieEOSH4T. 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. ERAEEOEH

{250 GHS 7248

GHS S 3EEHE(TEZ L LA,

GHS SRIEHR

NY—RZERTEY M S L, FERBODEE, W\H—FRXT—rAV b+, FEEZEITE

GHS SMEICH Y L LM D fElg 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)
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R&T-—%—t CIMSD /A
Alvimopan Formulation

IRES WETH: BEBES: AIEIRET H: 2023/04/04
6.0 2023/09/30 643698-00019 #EYERL B : 2016/05/02
| Alvimopan | 170098-38-1 | >=1-<10
4 HRWEE
—RREIT RN R D BHOBAEY. KON T GV EERELICEENREE
21t5,
FERMNRSICIHEE. FREARKMIHLERIE. EMDIERE
2F5,
RA LS RVRAATEGE, HBTEROEABET 5,
ERNBRNSIGEICITERMETEEZZIT 5,
KEI-ft& L1-1B4& D KERIFATHRELTESL,
ERNBRNHIGEICITERMETEEZZT 5,
BRICA-T=5& D BIZASEBAICEK. KTELCTT .
FlEAHYRGET 2HEICIEIEREETEREZITS,
BHAATIHE D BAHRALEE, BECHAEARL,
ERNBRNHIGEICITERMETEEZZIT5,
KTRZLLTT,
AMHERRVERMEROEK @ HLALOEMIZEY., KEOYENLERIEEITEENS
LEELGRIRER EHAREMENDH D,
BLANRICAD &, BHEHLRIENEEZ DL ENH D,
WREEZY 2EDRE D ARG T ARG RELDIEFILELHY FHA,

EMC T HRAGERFE ¢ XFRESIUMERZERTH &,

5. KKBDIEE

Y75 H A o JKIESE
fit 7 )L a— L Al
“Egibz® (C02)

YR A H
2> TIXR R LVE KA ARG,
BREORKRASE D BMLADERZRITS, ZEXPRICHILTEOHME CANS

BLTEYBKRENFETSEMLABRRDBIRAH D,
RRERP~NDBREBEIRRICEERETEENH D,

HERERIEY D RERBRIEY
BHEDHKAE D RGO EFDREICE C CEYHERKFRZRANS,

RAHDBRENENT 2=DICKEEET 5.
ZETHNERBIEI D THE AL EEA BT,

R o RBESE D &,
HRETSEDORE DOHREDBRICELEIE LT BIREXMREEZEET 5.
REEZERT 5.

6. IRHFDEE
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Alvimopan Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02

AMEIZHT HERFER. RE | TEGRYKLO7 FA(R (HBTZ22R) ©. BARE
BRURERRE BR#fRERICEN (RE 8 Z23H) .

REICHY 2FEFER RBEAOBRHZEEITS &
REZHERLTHDL, tAPIERZILED D,
BRINERRBKEREL. BT D,
MHAZE L CERTEZWMERIE, A BBKICERT 5

HLAHRVHEDAERY @ ZENEIOER. BEEHINERETRVERY , BYLER

2 L. BET S
BLADERHADRBZETD (THhhE, HLADEREL
EREDEEZERIZL DER
BLANZERHICHALRRETHRESND EBEREDEEY
EMRT HNT., REICHLAZERSE TG LA,
ABMZERE. BETDIRICIE, FMABRBRESIVEDOR
At TREBY S &, TDOHMBICERSAEYEIZON
THLRKTH D, EORUNBEREINLENZHET 2LEDN
Hdo
ASDS DIER 13 B LV 15 ITENT, MABRAKRELVED
ERHOREREDY .

1. BBEVWRURELDER

:E 4 A

ST OPUE- D BESHABHEL. FEFARXMIBIMLIERESISRITIE
"&H5,
ERGER, EE, FREFREEFTER G EDEY LT
BEZHET D,

BrrHER, 2FBRK D BYILGBEEEOTTOAMERT 5,

ZEMKFESIE D MLAZRALLEWNI &,
BISBRERAEOHKRICE DS, EEHOFESLUREHD
EITHREICHEVERYES &
MLADEREEEZIBAEITS,
FARALGZWMVEAICIIRRZZEHAHTEL,
BOFEMNENSESTS,
HESHEICHLTPHLEFERELD L,
FNOREMEZHLEL. REAOBEE&H/NIRIZCTSIELI:F
295,

i o] 5% D EBRER

BIEXE D BEOERPICIEEMEADE EOTARESENH DHIEEF.

EEBFRDELICTAISIIV VIV RTLAELIURED Y
J—%BREBLTLIEELY,
FEAFIEIRERUBREEZZIET S,
FBERINF-KRITBERT DAICEKET S L,
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Alvimopan Formulation

€ MSD [} e

&= WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 MEER B: 2016/05/02
123
RELGREERY BYHETRILODWNEERICANTE S,
EEDOHREIZR>TRET 5.
EMEZIEYME ROBBBEEEVSO>LLITRELLGL
sRERALH
REGRBAEMH BSRVWHME MRGL,

8. [F<EMILRURBIEE

ERRBICE T IR REBRR/FERE

5 CAS &= EBE (REY EEERE/REER | HH
AE) B HBRE
Alvimopan 170098-38-1 | TWA 10 ug/m RER
HEEYHIBR | 100 pg/100 cm’ RER
BAESE ¥IZ, AT+ GBRSOBERABE,
EEBICEITAREBREEZRERICHNZ S L,
MLABRREHSCHEEZHET 5,
MLCARYBEWSRTLFEHSAY b, MLABEEE. ¥
CARR. BLUMLARBEELE) TIX., HLANEE
BARNESGW G EhEEENLDRNLLL) &K 5 4E
FHEREEICITS,
RER
IR FRRER WYL BFAHFKEENFIATEREMES. FRIEEFTE
THREAA FSA4 VOERANDIX BN TREIN-HEE, FFE
REREFZFEALELL S,
TJANE—"A4T WM FRE2A T
FOREER
mE M mEFR
3 REREHLIVIRYRLIEMAH DIEEIL. RERFREZE
v 5, RERTORERICIEIFZERS.
IRDFRER ROBEANREEZERT S :
Zed—T)IL
RERVEADRER ik, REZRFT 5

9. PEMARTLENEE

IR R
&
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Alvimopan Formulation

€ MSD [} e

&= HETH: BHEES: ATEZRET H: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLB: 2016/05/02
R T—RIL
RUOoLEWVEDIE T2
R R E R T—a7%L
RN I(THE SRV E T—R4L

AE (B, =KD

AIATE GRIK)

I, AN RYUTHELLIEZFDEIADNIEDORIZ, 1BFM%
DM LAEZEERRT 2T HYET,

F—a#L

BRETRARTEFELRF AIRER

BRAEEEO LR/ AIALR

®

BREEFROTR / AIATR

&

BARRENRE

¥hE
FaRE (RETESR)

BAE (BhMhtER)

AR
Kt

n-A%4 %/ —)L/  KHERIZREK
(log &)

T—827%GL
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Alvimopan Formulation

wES  BETE: BEES: AIEEET E: 2023/04/04
6.0 2023/09/30 643698-00019 MEER B: 2016/05/02
RS L SHRSEME
BAL S L ABREEMIEENE S LTEHESABEL,
$FE L F—auL
M
HFHA X L F—anL

10. REHRURIGHE

Rt D REHRERE L TEIESINAGL,
LR EN . BEOKETERE
fEbRA E RIS T RENE DOMIL NV RYDTLLLEEREFIOMEDMIC, @EFEME

DHLAZEZHRT 2EENLHYET,
BUOBRIERIERIST DS ENDH D,

BITHRNEEN OB R NTE,
MLADREERITS,
RAREIRYE © BERIEH
BRAES LD HEERY D RBRESLOSBERMIEIEM SN TULVEL,
11. FEMHIR®R
AREM D H L REBZROER © WA
RS A
EHY
RBICA-=&H&
SMEt
FIATTEESIERICE DR Y DETEAELL,
8
SEEE E0) D SMEMHTEE > 2,000 mg/ke
Hi& SEICKBAEE
%
Alvimopan:
2EEE @&0O) : LD50 (v k):> 500 mg/kg

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

RS WETA: BEES: AIEZRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02
2MET BR) . LD50 (w2 R):> 2,000 mg/kg
2MHET (Z0th0RER) D50 (T v k):> 20 mg/ke

REER: FRIRM
5 BEGHEEEREHRESWGEN o=

REBRYE.REHE
FIATRERIERICE DR Y DETEREL,
B4
Alvimopan:
"E L =2
fER . BEORERE

RBIZx9 5 ERGIREGEIRRIBE
FIRATRE L RERICESCRY DETER,

%

Alvimopan:

"E S

fER D BEEORERE

PR 25 R 1 213 2 i T4 1

BRI

FIATTRETIERICE DR Y RFETERELY,

POk 25 R E 1

FIATTRETIERICE DR Y RFETERELY,

%

Alvimopan:

e AT D IFIIAE— 3 VB

EEODIRE L BR

fER D e

AEMRERRY

FATRELIERICEDCRYSETERLY,

B5:

Alvimopan:

"mWUoﬁwﬁﬁﬁﬁ D BB T MEMERA NS EIRERE EHER (AVES)
R 2
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R&T-—%—t CIMSD /A
Alvimopan Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02

SRERA A4 7 in vitro ZBEEERER
R fE

AMERA A T in vitro HELEBMMBIEEF EERER
TRAMRT LR IRY U ER

R =

in vivo TOEEEM D B T EERRM(in vivo IBELE B HHAMEEZME
ER. ZBKIH)
= Ay d
BE#K &0
MR 2

Eh A

FATRELIERICEDOCKRYSETERLY,

B4

Alvimopan:

& AV

BE5Z% 0O

iR & B L 2F

NOAEL : 500 mg/kg AE

fER D e

2 IONIR

52K N0

IR EEEERE 2%

JLOAEL : 4,000 mg/kg {AE

HER - 1k

gl e . B, KB

iE% . BHERUVEMES
HHRITLHIZOABEEINT-
NLDHEENE FZBERLTWAZ EERTIHLUIFEEL
fd:L\O

B

FIATTRESIERICE DR Y RETEHLY,

D%

Alvimopan:

HIRICHR 9 S E . HERA 4T 2R / VHRERLE
B oy hk
BRERR: 5RAREST
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Alvimopan Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02

H5E 1 NOAEL: 5 mg/kg {AE
R TREICEEEL,

REEA 4 T AR / IR E
oy bk

RERK &0O

A 5B 7: NOAEL: 200 mg/kg AE

R ZREICEEEL,

HERA 4 T 2HEEeSN / MHERE
B ooy x

BEZE: BIRA

4 FEH: NOAEL: 15 mg/kg AE

R FREICEEEL,

BRDEBE~DZE D HEBAA T RIS LUVRRERE
B Sy bk
BE£K #0
F =1 NOAEL: 100 mg/kg AE

HER4A4 T ZRWELUVBRERE
oy bk

BERK 0

FeHFE M LOAEL: 200 mg/kg AE
R IE - BRIREM,

HER4A T ZRWELUBRERE
oy b

B 5 RE.: ERAREST

FAE S NOAEL: 10 mg/kg AE

R BEELCEEFEREIRESIAGEN O

HEA 4 T ZRNE L UBREE

f&: oYX

BERW: #5805

F =1 NOAEL: 15 mg/kg AE

FE BEELEEERIIRESIAGEL 1=

WERMBEREE (EEER)
FIARTRELERICEDCRY DTSR,

FERMBERELE (REXCR)
FIATRELERICEDCRY DFETELL,
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Alvimopan Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #EERLB: 2016/05/02

RELEEMN

5%

Alvimopan:

T2 WY R

NOAEL : 1000 mg/kg

BEZK ©#0

A% 55 o 13 @&

IEES D BELDAEEREBEINGIA O

L N

NOAEL ;1000 mg/kg

BE5ZK% 0O

YA © 39 @

e . BELGEEFERAESRESIAGL O

2 AV

NOAEL ;500 mg/kg

BE5Z2% |

YA N -

w& D BELEEEREIBESINALGENA-T-

2 PN

NOAEL . 2 mg/kg

BE5Z% D Bk

A 1 #A8

e D BELEEERIEIBESING,AOT-

RAABEN

FIATTRESIERICE DR Y RFETERELY,

AEIZH T B REBRER

By

Alvimopan:

"ﬁkﬁﬁ/uffi:z-é D EK Bobh, BBEFL, nER OEM, B

12. BIEEERR

Alvimopan:
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vimopan Formulation

&= WETA:

6.0

2023/09/30

€ MSD [} e

BEES: AIEZRET B: 2023/04/04
643698-00019 #MEERLA: 2016/05/02

it

=4

X9 &M%

WEWIHT BB

BB - SRk
H5:

Alvimopan:
EoEH

Alvimopan:

"miba/—»/mﬁﬁﬁﬁ:

SOVAFOKEBESHEDY ¢

R KEEMICHT HEN

LC50 (Pimephales promelas (Z7 v hAY K2/ D)) > 11
mg/ |

RRERRER: 96 h

7#i%: OECD HE&EH A K54 > 203

% BRERREICSIT5EMHEL

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

7% OECD ERE& A A K54 > 202

&% AMERREICETLIEHEL

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

7#i%: OECD HEEH A K54 > 201

% BARERFEICS T5EMHEL

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

7% OECD ERERA A K54 > 201

&% AMERREICETLIEFHEL

EC50: > 920 mg/|

BREERFR: 3 h

HE& S A T FEIRANH

A% OECD BRE&RH A K54 > 209

RREZERE: 920 mg/|
BREERR: 3 h

HERS A T FEIRANA

ik OECD HER A K54 > 209

R ZoMETIEGL,
E0fE 4%
RRERRER: 28 d

log Pow: 0. 52
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RET—H—F EIMSD A

Alvimopan Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02

Il Cog 1®)
TEPOBEIE
T—R%&L
TV UB~DEEN
JEZY
thoFEEE
T—R%GL

13. BELDIE

BESE
ERBEEY DA BREDORHEICHVNLST S,
BEMZE TKABEH L TEE5EL,
FBRBHRVER D ZEZOBRHRIE. VIS ILFLRERZED-HIC, BAER(T1-

REWVEREICRRT S,
BICHEENMEWNMES. REAGRELTEEYT S,

14, WELOEE

ERRFR

Rz L& (UNRTDG)

EEES o EERS
E&E#i%4 (Proper shipping : JEEZY
name)

E&E 5 %8 (Class) . JEERY
BRfEMRME (Subsidiary risk)  :  JEER
B85k (Packing group) . ey
Z AL (Labels) o JEERY

finZeEi= (IATA-DGR)
UN/ID &S (UN/ID number) : 3EZ%HY
EE#% 4 (Proper shipping : JE3%Y

name)

EE 54 (Class) D FERRE
BB (Subsidiary risk)  :  3EEZH
B4R (Packing group) . ey
Z AL (Labels) o JEERY
WanEr (EYH) (Pack- @ FEZH
ing instruction (cargo air-

craft))

WanEr (REH) (Pack- @ FEZH
ing instruction (passenger

aircraft))
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RET—HRI—F

Alvimopan Formulation

RES WETH: BEBES:
2023/09/30 643698-00019

6.0

€ MSD [} e

AIEIRET B: 2023/04/04
#MEERLA: 2016/05/02

8 _E#iX (IMDG-Code)
EERS

EE#EA

EES%E

BIREMRE

BHRFR

IR

EmS o—F
BEEEYE &L - D)

LA
LA
JEERH
JEER Y
JEER Y
JEERY
LA
LA

MARPOL 73/78 MiRE I1 XU IBC A— FICK A X SHMAMEShHBAEME (B - EZY)
g nIREBORMICIFTIEZS,

E AR

EORHEDERG L. HE 15258 5,

A DREHE
JEERY

15.

BRAER

BEER
HREE

fElRY. EERBYICERES LG,

L&&

HELCFHE. BERILEYE. BAFMEEMEICKAE LG,

HEREMEE
WEENRLESIIFEY
JEZY
WEDHFAIZZITEIREREY
JERZY
REEEN LA ARME
JEEZY

ZREREDOEH o =L FYE (BIFLFHE)

JEEZY

ZRREOBH O EFEYE FHREHEFHE)

JEERY

AMFEZEHNIRERRVRVEEY

JEEZ Y
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RET—HRI—F

Alvimopan Formulation

BBEERE:
643698-00019

RES WETH:
6.0 2023/09/30

€ MSD [} e

AIEIRET B: 2023/04/04
#MEERLA: 2016/05/02

EMEERTIREERMEVEED
EZY

BELENEREFHHRA

EZY

sechEFFRA

ElE

M7 ILEILEashE T RHRAI

IR

BWBERPE PR

EH

FEBELLWEEBETR - NRE— (BERWY)
IR

SR URIMEFE

JEELY

LENEHHINEERREE

|EE=E

BEHRARRE

JEERY

KRR HE

JEERH

o e

e E L TRElSh TULGW

22k

el E LTREISh TGN
BESRERUVBLLEOLICEY 5k
(F 5 R A%

(EELE P

iE YNGR E 3803
MEFBHREY (@ - @AFFAD
JEE%H

FEMERBHERM (@H - @MAFFAD
JEER Y

EREMEICFTEZE LG
BEFEMEICFEZE LG
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RET—H—F EIMSD A

Alvimopan Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04

6.0

2023/09/30 643698-00019 #MEERLA: 2016/05/02

BEVOLEE CERICET %R

EEXEREY
COEFDOHEAIZONWTEEAS IRV M) —~DEEEIFR :
AICS N
DSL CORE
IECSC N
16. ZDhD1EHR
5| sk D BHE#MT—42. EME DS [H I F—4 . O0ECD eChem
R—FILE X UEIMNIEEWER http://echa. europa. eu/ D&

UERIN—C a3 U ERSNEHRBRIANE T 2 AR THRARTINATLES,

B Z7+—<v b . #/B/H
ZFDHDIREEND £

AlIC - A—RFSYTOIEIELERA AR, WNT - IS O)LEREHE#E, ASTM - XK
EMFRERGS, bw - AE; OMR - HFHUH, ZERME. £ESUELHLI LN DIME . DIN -
R URKRIBEEE, DSL - ERME IR L (hF4): ECx - FED XWORIGERIZT EEZ
LbNZEE: ELx - FED XYDORIEGERIFTEEZONDIATEE, EnS - BEFORT P2
—JL; ENCS - I\t EEZDEFILEME YR b ErCx - 2D XWOREZEZRIZT EEZZODNDE
K&, ERG - BEXIGDF5|E; GHS - HRFF L X T L GLP - HERENERE, IARC - EF
MATFZEHEES; TIATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDOMMDIEE
RUHKIEICET 2EMAEE; 1650 - 50%EERE; ICA0 - ERERMIMZEMES; [ECSC - hEIE
Hilb2HmE L%, INDG - ERELEKRYETE, IN - EREEMEE. ISHL - F@BReE4E %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBFILEME AR, LC50 - 50%EFERE,; LD50
50%E5tE (FEEBBEE) . MARPOL - MMAIC K BB DHIED=HDEKRER: n.o.s. - #hIZ
MANETREINTNSEDEKRL; Neh - FURA] NOAEC - |MESHEZEERE, NOWEL -
BEEMHFELAN)L, NOELR - EEEUHZEESREIE, NOM - A X anKRAI NTP - KXEE
REM IO S L NZloC - Z2—S—F 2 FEEWE AR, O0ECD - #&FFip HEARMME. OPPTS
- tEMELREME - AEMILR, PBT - #o@Ht - £HERE M - A5 WE)  PICCS - 7
1 VE IEEYMEA RV ) —; Q)SAR - (FEH) #E:&FMEAEE . REACH - P EDE
$%. FTME. 2 B L UEER (REACH) IZBE9 53#RAI (EC) No 1907/2006; SADT - B 2 hNEH7 fi#
BE; SDS - REeT—RS— b TECl - A IZBEFOIEEMEDA R MY, TCSI - &k
EEA RV M) —; TDG - fEEMEE; TSCA - ASWERHE CKE); UN - E5&E; UNRTDG
- EREEEEYEEES, B - ERICHSERUERICEEREM, WHNIS - EXGRERE
EUMERBRRAT L
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RET—H—F EIMSD A

Alvimopan Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 643698-00019 #MEERLA: 2016/05/02

CORET—HI— QLT TSDS) £V D) TRET HIEMLUT TRER &0 5) I, KEH®
BERICENT., BEOKREOMH. 1FHh. RPEIDLETERTHLSEHHLEZELDTY,
AIERT. RAEOREGHREL., FA. LE, RE, #@X. BERVRRICETIIAI TR E
LTOAMERESNTEY. WHELRIERERERBEZLTLOTESHY FEA. KEBIL.
SDS DEEIZRENTVAIRESN-HRAICEHTSELDOTHY .. ABRAELN/RORMKEBAE
HET, XETOERPTERASNLSEGEE. AXPITERNGVRY . ARICITH A VETEES
AHYFET . ARGOFERABFEMICENTIE, FERERVHREEZERT 5812, FRES
MDORBREBITETEIARHAOBYLGFHMEEH T, FRESLUOERT 5HETORENIRR
CHEITHAHRBDEK, A, VB, ROREICOVT, HERBLET,

JP/ JA
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