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EEPEEES P 58-93-5 >=1-<10

4. [ERIBE

— R T K/NA R

RALF-BE

REIZFELIGE

BICA-B&

RARAATIZBE

AMERRVERMEERDOK

HEELGRIRENR

EHOBEL., RO T ChEBNWEEFELICEEDLSE S
25,

ERMARSICIHGE., THEIREANHZI5E1F. EEFDIETE
25,

WUVAATZIGE. IR EROE~BET 5,
ERENEEXZ(T 5,

EMLI-IGE,. BEBICREEZRITALZEDKTEVET,
BRLEZKRE X UVHER <,

ERNEEXZ(T 5,

BEADRICKREXS,

HEBFERT HRICTERITES.

EMLI-GE. BEBIZZENKTLHAELCES 15 DB Z%
LR
EICTEAESICIE. a4 FLUXERY ST,
ELICEMOFLTERZITS,

RAIAATEIEE ., EEB(ZHM LY,

ERLEEZI(T5,

AKTcOELLTT,
FULXF—MHERERGEREIT LN,

EELIRDERS.

BRERADEBEZED TN,

BIAPOFICEEZRITTEZN,

REIIhz5. RIIREIFLKBIZKDEROEZTDE T,
MLALDEMIZCKY . REOYMEBMLERIEEIIFEZENS

3/22




fé%‘_ 9 :/_ F Apuhlin
TJLIRy MEREAEE -5 ORGANON
WES e BEES: BIEKET A: 2023/09/26
8.0 2024/04/06 17072-00022 #EER B 2014/09/30
ZHAEEMELH D,
BREEET 2EORHE HHHAZEFELORLITIEELL, HESATLSE

EERICx T SHEFRTEEERE

EREERTSHE, BEORRMNHIBEIE.
BYGEAREEZSREOCE (BB ESR) .
XHBREBSURMEREZER TS &,

IEH8 M

5 KKFFDIEE

Y 75 KA

> TIEA DR LVHKH]
BREORIKRESTE

HERGEEIEY

JKIE$E

fit 7 )L 3 — L3 s h

bk (C02)

2R H A E

MREGTL,

MLCADEREEITS, ZRPICHALLBEDOHMH CALS
BLTBYBKENFEETHEMLABROBRAH S,
BRIRERM~NDBRBIIBEICEEZRIITEENH D,

RERERILY)
BRIEEY
EREREY (NOxX)
BRIEEY
REERIEY

BEDHXAE BIGORN & BHQIREICIE C CAYGHKFREZRL S,
RAHDBRHZERENT =DIZKEEET S,
RETHNEREBEI VT FERKBEEN BT
RghoRESEDZ &,

HRZEITSEBDRE KKBRIZIE, BIRXMRFEERT 5,
REEZFERAT 5.

6. RHFDIEE
AR 5 EEEHE. RE © REEZEZEAT D,

BERUVRIFHEE

RIEICHT HEEEE

HLRAHRVRHEDFERD

2

REGIMYRVDT KA( X (EE T £38) . EARE
EQHEEHEICEN (BB 8 £3H) .

RIE~ADOBHZRITS &,

ZEZEHELTHL, IAPIERZLEDH D,
BRINERRFKEREL. 89T 5.

mHEAE L CERTELZIMERIE, MABRRKIERT 5.

CENFBDE, BELEIMERETRVERY . B GRS
CBL. BEY 5,

BLADZEIHADREZEITD (TahL, HLADEBREL
EREODEEZERICK DFR
BLANZERHICHRRRETHREEND LERIEDEEY

422



REF—5y— b
LIy MEEER

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON

BEES: AIERET H: 2023/09/26
17072-00022 #MEERLA: 2014/09/30

ERHET HNT., REICHLAZERSETEILRLAL,
AERZEHE. BETDHRICIE, EHFBRAREIVCEDOR
B> TRET S &, TORBICERASAEYEICON
TLRAZRTH D, EORUNBEREINLENEHRT DLEN
Hd.

ASDSDIEB 13EIV15(2ENT, AHBBRELVED
ERHFDEHDHY o

1. BREVWVERUVRELOIE

&L
5300

BFrEER, £FBRK

ZERIEEIR

ffih ] 8
BAEXE

HESHASHEL., FBEFRMIBIKLEEESIERIT &
n"Hd,

B, EE, FREAFEESERKL EOBEY LT
HBEZET D,

THHEBENTERNGEIE. BRIREEZFRAL T
=Ly,

FIRP R OB AR (T EMERT D &,

REOKRIZH T,

MLAZRALENI &,

BRAAFELY,

REDEfERITS,

WMFWVERIIREELCES L,
BISBREREDHKRICEDE, EXEHOHERLUREHED
ETREIHORYIES Z &

BREFRALTECIE,
MLADEREEEEZBHEITS,
FARALEWNMEAICIZBRZHAOTE .,
BOENEMNSESITS,

HESHMEICH LTFHUREFERE LS L,
COEMFEFERATHEEFIC. REXITEEZ LGN &,
FNOEREMEHLEL. BRE~ANOBHBEER/IMEICTEL5FE
B35,

[
BEOERADPICIEEZME~DIEL EOFAEEENH HIGE(E.
EEBFROELIZTAISYI VI VRTLAE L URE2 Y v
J—%#R/EBLTLLESL,
FRABIHRERUVEEZZILT S,
BRINFEEKRTEEEMOHIBNI &,
BERINF-KRIIBERT HRIICERET S &,
T7)TAOMBEMEARL—LaVIZE, To9=F7a
vho—)L, EULGEARERE. BUGKROLES L UE
LREFIE. EXHLEER. ERERLEERHNOERDOL
Ea—%¢80CELAHYET,

5/22



ReF—H8— Are
L3R FEAR i ORGANON
RES HETH: BBES BiIEIZRET A 2023/09/26
8.0 2024/04/06 17072-00022 #EERLB: 2014/09/30
RE
TELRESEH BEESRILODWVEREIZANKTEL .,
BELTRET S &,
BZEL-oAMYEAD S,
BFEOREIZH->TRET 5,
AR E ROMZFEFEE V-S> L LIZTRE LAY :
TRELE H
RELGBRRDEMH WESHRWWME: sS1RG L,
8. < EBHLRUVRERE
ERBICETIHEANREBR/HBRE
5% CAS &= BE (RER | EEHRE/EEER | HA
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Rt RIGHERE L TRESEEINGL,

LR EN BEORETEIRE,

R B ERG AT RE MI. NV RY VT3 LLEZEDEADMEDMIC, EHRMH
DY LAZZHRT 2EENLHY FET,
BUOBRIERIERIST 52 ENH D,
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AREEDHLREREOER
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A
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£23:)1
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FIRARRELERICEDCRY DETELRL,
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)IO0—X:
“%’I‘i%’l‘i #&no)
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RREEEER: 4 h
HEBERE MLA/IX b+

auEE (BR) © LD50 ("5 ): > 2,000 mg/kg
Losartan:
AEE (#&o) © LD50 (%2 R): 1,257 - 1,590 mg/kg

LDLo (T v F): 200 mg/ke

LDLo (¥ R): 400 mg/kg

RAE—F:
SMEM #E0) : LD50 (5 k):> 5,000 mg/kg
SMEET (BR) : LD50 (4 F): > 2,000 mg/ke

EFRYBRFF7OER:
atEt (B0) © D50 (5 k): > 2,750 mg/kg

LD50 (w2 R): > 2,830 mg/kg

2EENE (Z0OMOREE) D50 (Z v k): 990 mg/ke
REER: 3IRMA

LD50 (= R): 590 mg/kg
REZER: FRARA

REBERYE/RHtE
FIFATATRE R IEHRICE DK R Y DETELLY,
5%
Losartan:

| i L
fER D BEORERIH
ErFR O0RF7PE:

"E L =S
fER D REBRIEGZ L
RICx 9 5 EELGIREM/IBRI#E
EELIRDERS.
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Losartan:

| i RS

fER 58 E DR

RARA—F:

| i PR

fER IE~DFIEZ L

ErFOsoOF7oR:

| iE PR ES

fER B EDIRR|H

PRI 28 R VR SIS B2 8 Rt

RIER{ENY

FULX—MRERGEREZTEEN,

AV E A o

FIATRE T ERICE DR YNFETERLY,

5

Losartan:

HER R A T IFIovA4E—2a VAR

EAOES 230 R IS i

b EILEY

TEAAV R EFADEEREEDIKMEE-IZEMLH Y,

fER [k

R —=F:

RERA AT IFvA4tE—2 3 VR

REDITEHK R RS HEfi

[ EILEY +

fER (=3

HTEMRRZEREM

FIATARE R IEHRICE DK R Y DETELLY,

5

Z)0—X:

WnWUOFGﬁﬁﬁﬁ

HER S A 7 BN E R B ERR AL REER (MES)

R fE
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in vivo TOEES4

Losartan:
in vitro TOEEEMN

in vivo TOEEEMN

REI—F:
in vitro TOEBEEM

ErFR O0RF7PE:
in vitro TOEEEMN

HER4 4 7 in vitro BABMEIEG T ERAER
SR I

HEBRY 4 7 WAL ARMBR/MEEER (in vivo fElEEMER
B%)

& TR
BERE: RAHRAATEBE
R fE

HERR A T in vitro 7y EA
R e

HEEA A T in vitro HEEMHIBREGCTFERESR
TANVRTL: Fr4 ——XNLREZ—IREMAE
R fE

RBRAA T TILAYBET vEA
BRI

HEBRY AT RERKEER
R =%

HEBRAA T REREE
R 2

HER S A T HEWE R B ERRALERHR WIES)
R Bt

HBRS A T MENE AL B ERRALREER WES)
R bt

R4 T REREE
TRAMRT L Fy4 Z—ANLRZ—IREHE
R e

HERA A T kB A R ER
FRAMRTL: FroA4 Z—XNLRS—INEHRE
R 5

HRERA A T invitro7vtA
TRAMVRTL: ROR) /N EHRR
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BR B

HEgA 4 7 LBEKEE
B FvA=——XN\LRE—

in vivo TOEES4

HpaRy: BaE
R 2
REESZ A T in vivo 7w EA
B.YvOR
AR Ba8
R fE

HIEMREERRE - TR A BRAEC EBMEEATERE L THET S EIEITER

vk LY,

RHEAE

FATRERERICE DR YNETELL,

%

)0—X:

& AN

BEZ® D BRBRAATEEE

IRERRE 7238

fER DoEM

Losartan:

[ DOYYR

BEZ® D0

| e © 9258

B’E= : 200 mg/kg tAE

fER DoEH

[ DSy k

B 5% - u

IFRErRE : 10558

®’E= 270 mg/kg AE

s R

ErFOoooF7PFE:

2
bR )
R FE AR
faR

TIOR, AR
#0O
2 5
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2 TYOR, AR

BEZR #0o

A = B R 2 &

fER N

2 Sy b ARBLUAR

BEZK #0o

iR 25 e 2 &

R (=45

HEEY

BREADEZEDOEEN,
RIATDOFIZEZRIEFTEEN,

A%

£)0—X:

PEIRICK S D&

B

mﬂ

Losartan:
HRICx 9 558

RS A T — MRS RS

B oy bk

BERE A AALTEEE
R

HERA 4 T 2HEEe / MERERE
B oy bk

BERE: thAHAALEIEE

R et

HERA A T EHEA

oy bk AR

BE#ZK: 0

BB F7: LOAEL: 200 mg/kg 1AZE
R A RDETERE~NDEE
& R In-BHAEN

REa 4 7. RE

A

RERK #0

BARO—i85=1E: NOAEL: 10 mg/kg AE
FAFE M NOAEL F1: 20 mg/kg AE

R EEHELFRADEELEEEIBNRK
DHFIBALT-, , EFEZEILLGL,

HER2 A T B
B Svk
BER®K &0

BEHENTMEAIC
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FHE M LOAEL: 10 mg/kg A E
R BREEN,  BEFEZEIELL,

HEEEE-TFTEAAD R D EYIRRICKDERBTADEZENBEICH S,

PRTIIRAEHOARICHT 2AEEZEZTRY

EFR BBRFF7OLR:

ERIC 9 B8 © HRERAY 4 T AERED
.Sy hNARELUAR
BERE £0 (86)
4 5EF1: NOAEL: 4 mg/kg AE
R READEE,

HERAA T EfER
BYIR FTABEUAR
HEER #0O (85)

4 5E S NOAEL: 100 mg/kg AZE
R ZREADEE,

FREDRBE~DEE D BB T RE
B vHR
BERK #0
FEEM: NOAEL: 3,000 mg/kg AE
R EIEEITEL,

HEA4 7 %F

oy hk

BERE #0

FAZ M NOAEL: 1,000 mg/kg {AE
R EIEEILLL,

FERMRBSTE (HEIT<E)
FIATREAERICEDCRY AFETELL,
FERMRBSTE (REETICE)

RHllch=5. REREF LB CLVYESR (Bl BIFRR) OETEOEEH,
RHIIH=5. RIREEFCE (BO) ITLBHENETOES TN (K, DELER 8§ B
fig)

5

Losartan:

EXAOES 233 D BRAIAATEEE

Z i 2S iR, DMENER B BiE

TERAAD D REIICh=34. RIIREIELKBICLZEBROEZFTDS T,
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ERRYOAFF7ZR

"&mmﬁ B B

TERAA R D REICH-5. RIIFRERFCEIZEIEHRDES,
RELREEN
B4
£)0—X:
[ Sy kb
NOAEL : >= 9,000 mg/kg
BEZK D BFAIAATEEE
i 5= B R : 90 Days
Losartan:
[ oy kb
LOAEL © 15 mg/kg
BREZR C#0a
IR EERE : 309 d
BREEK © daily
IZR R DMk, B OOEOER B
(i N
NOAEL : 5 mg/ke
BREZR ©o#0a
IR E SR 1 4 A
JiE K DORALYE, MERt
(i SN
LOAEL . 25 mg/kg
B 5% - u
IR EER . 53 A
3 E by © daily
JiE K DORALYE, MERt
AR —F:
(i -
NOAEL : >= 2,000 mg/kg
BE5ZR D RIS
IR ERRE . 28 Days
Ak . OECD HERHA K54 > 410

EFO/DoOF7oF:
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2 SN ARBEUAR

LOAEL ;10 mg/kg

BRERZR ©#0

R 25 e D2 F

(R A Bl BIRIKIR

[ DN IDRFRBEUAR

NOAEL . 300 - 550 mg/kg

BEZK 80O

iR 25 e D2 F

e D BELAEEARERESIN G,

2 PN

. 50 - 200 mg/kg

BEZK 80O

IRERRE 9 4A8

(YA D BIRRAR

BRAAEEN

FATRESBERICE DR YNETELL,

B%:

Losartan:

|| BBt R s EEEICIESEEA T

EFR BAFF7OER:
| BE RSB EERICIEAEEIATUAEL

AKIZHT DRBEHER

%,

Losartan:

FRIZA S =154 ER IR ORI
RARAATZHE COEREMmE, S8R

ErFOoooF7PFE:

[RIzA - =154 D EIR: BADRIE
A IAATZIHE COER: OFEL, BERE, EH, HER BEE ROLE, QO& &

PRETHE, RAE

16/ 22



RET—HFV—F
PAVER AN

Apuhlic

-5 ORGANON

RS WETH: BEES. BTEETA: 2023/09/26
8.0 2024/04/06 17072-00022 #EERB: 2014/09/30
12. RIEREER
eSS
B4
£)IA—XR:
asn LC50 (Oryzias latipes (F1A % #)):> 100 mg/|
BREERFA: 48 h
BE BT 2MENSBOAT—RITEDL
Losartan:
As LC50 (Oncorhynchus mykiss (=< R)):> 929 mg/|

(s e aY=—3 3

BEMN (BHESM)

X9 BEME (BEEMN)

ErFOSO0RFFIE:
s

SUVIAFEOKEETHEY ¢

L KEEYICHT HEN

SOVIAFEQKEERHSY ¢

SOVOAEDOKEESHEY

BREaRFRA: 96 h
735 FDA 4. 11

EC50 (Daphnia magna (F7# X< >3)): 331 mg/|
RREERER: 48 h
Hi%: OECD REEHA K54 > 202

RAEZERE Microcystis aeruginosa (774 1)): 949
mg/ |

BREERFRE: 10 d

7% FDA 4.01

AEZERE (Selenastrum capricornutum (%%:%)): 143
mg/ |

BRI 10 d

7% FDA 4.01

RKEZLERRE (Pimephales promelas (77w Ay KI/
7)): 10 mg/|

IREERFRE: 32 d

7#i%: OECD IHE&H A K54 > 210

RABEZERE (Daphnia magna (A2 10)): 100 mg/l
BREERFR: 21 d
ik OECD FRE&A A K54 > 211

LC50 (Pimephales promelas (77w kAw KX/ )):> 500
mg/ |
BREERFE: 96 h

EC50 (Daphnia magna (#4322 3)):> 500 mg/|
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"tﬁ?é%ﬁ

BB - SR
%
Z)0—2x:
£

Losartan:
K THREM

ErROYOAF7OR:
KbhTHOREM

EURERNE
0%

Losartan:

"mtaax—»/mﬁm%ﬂ:

(log &)
TiIRPOFHEE Y
T—R%L
FTIUB~DOHEH
JEZS
toEEXE
T—R%L

BREERFME: 48 h

HR: ZofEE.

KSR < 10 %5 d)

MK 5 HR: 46.2 %(96 h)

log Pow: 1.2

13. BELOEE

BEEAHE

BRREEY 77 BB ARDRFIHKEWVLST S,
BEME TKABH L TEGE 5L,

FRERRUVEE EORHFE. VYA ILVFELFREDEDHIC, BRIZZITT=
REVLEXREICRRT S,
BICHEENEWMES, REAGRELTEET 5.

14, EELDEE
[ oA
e _L &% (UNRTDG)
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B2 F R (Packing group) el
S AR)L (Labels) JEFZ S
RIEAEH ElE
fn2Ze&E (IATA-DGR)
UN/ID &% (UN/ID number) e S
EE#i% 4 (Proper shipping ElE
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name)
EEn 5 IS
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BHERER R
SR R
EmS a—F ElE
BETEYE &Y - D) El

MARPOL 73/78 MR E 11 RUF IBC a— FIC& 2 oWMAMEShHEEME &Y - F&H)
s n - KEOHMIZIEIEZS.

& PR il

EoREDERFIE. ]|HE 15258 I 5.

A DR EHE
JEER
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fErEY. IEEARMICEZE LA,

LEE

BELFEYE. BRLEEYE. BAFMIEEMEICKE LA,

FERLBEE

HESENBIEShIEED

JEELY

HEDHAZRITIREEED

JERRY

EEREE LA ARNE

JERRY

ZERREOBRHohT-ILFENE (RELFEHE)

JERRY

ZEREOBRHoL-LFEME (FREHEEHE)

JERL Y

AMELTEHNTRESERYRUVEEY

JERL Y

BREERTIRELRVRVEED

JERL Y

BREERTIRELRVRVEED

JEERY

NARMEYE (FBREMERRESTT &0 2)
|EEE

RELFEMEEREEFRA

JEELL

SRt EFRAIRAI

JEELY

ZIILFILSRPEFHAR

JEELY

ARBERIPSFHAR

JEELY

HERLEMEEETR - NRE— (BERY)

JEELL

SR VR EFE

JEELY
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5| A3k B T—4 . EME SDSIZE S F—4. O0ECD eChem
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RIER

URIN—=2a UL ERSNEBEBRFANETE 2 AR THRARTIATLES,
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ReF—2U—F A

TJLIRy MEREAEE -5 ORGANON
WES e BEES: BIEKET A: 2023/09/26
8.0 2024/04/06 17072-00022 #EER B 2014/09/30

ACGIH © KE, ACGIHESREAE (TLV)

ACGIH / TWA . 8 EHFME. BFRIMEENH

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS DILEREEME, ASTM - K
EMHHRGS bw - KE; R - EH M, TERRME. EEEULH D ESNHME; DIN -
FAUBRBHEELE DSL - ERYMEY RN (BF4%); Eix - FED XWORIEEREFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BRRKOR TP
—JU; ENCS - L BEDBEFILEME )R b ErCx - FED XWORIEZERIFTEEZONDAL
RHE; ERG - RERWOFEE; GHS - HRBM AT L GLP - HEREEHRE: [ARC - EFF
NATZTEE . IATA - EEMZEEERS, IBC - BREFHOESKREXD-HDOMAMDIEE
RURMGICET SEFRHRA 1050 - S0WMAERE: 1CA0 - EFRREMERME. [ECSC - hER
FEEYEREE: MG - EffBLERMAIE. IN0 - EfFBSEHE. ISHL - FBREEEE
(BAF): IS0 - ERRECHE. KECI - REBRFLFEMERE: LC50 - 50%HIERE LDSO -
50%EEE (FHEILE) | MARPOL - MfAIC L S 5R DD -HDERSE, no.s. - I
MBAMNARSNTNEELEDZERRC Neh - FURAL NOWEC - BEEZMHRERE, NOAEL -
BAESMRZEL AL NER - BEEEZEEFES NOM - A5 23EA NTP - XEE
REMTOT S L, NZIoC - —a—2—5 > FMEZWME AR, OECD - 23X HEASMME, OPPTS
- LEWEZREMN - 8FHIER, PBT - MMM - ARERNE - AFHEWE)  PICCS - 2
1 VELEYMEA RV )= (QSAR - (EEH) HEFMHEE, REACH - LEMEDE
$k. sTffi. 3B WHKIUEE (REACH) IZBS¥ H#RAI (EC) No 1907/2006; SADT - B CimE5fZ
BE; SIS - RET—H2Y— b TECl - 2 A [CEAFEDILEMED A RV M TCSI - &E1{
EMEA R M) — TDG - EEYE@E, TSCA - BEWMERFIECRE) ; UN - E&; UNRTDG
- BfRESERYEESE. PB - EEICHIMEVFEICEERME WIS - ERSEKRE
EEMERBRI AT A

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V D) K. FEH
BEFRICENT., BHOKEOMNH. BFHR. RPERDLETERTHLHEHIHLEZLDTY,
AIFHIEL, HEOREGEREKL., FHA. LE, RE, #E. EERVCRRICETLIHI IR E
LTOAMERSNTEY . WARSRIERIIAERIEEZLTHLOTEHY A KNERIL.
SDS DEEEZICRESN TV AIRESNHAICHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETOERAPTHERASNDEE. AXFRITERAGVRY .. BRICEESEVETREMS
BAHYFET ., ARBOERAEFEMICEVTIE, FFRRVHERFZEZERY SEHRIC. TRAES
MORBRERBICETHEAEMOBEULFHEZEH T, FRESMUOERT 2HETORENKR
LHITHAHBOEMZL, FA. LB, RUOREIZOWT, #EEEVEY,

JP/JA
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