ReET—2I—F A
Olmesartan Formulation - ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2.1 2020/10/10 717984-00011 #EERLH: 2016/06/01

1. E#RRUEHIER

tERDBTR : Olmesartan Formulation

HiaE OB, EFJ?&U%‘ESH

HBEBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor

Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
HREAREUERLOHIR
HEERE D EER

2. EIRAEEOEN

2R D GHS 42¥8
HETEEE DR 1A

GHS SR EFK

BRRXIED VR : %

R . BR
BIRAE LR . HIE0D MR~ DEHEOBEN.
ARES REHE:

P201 {EAAETICEURRBAZEZAFT S &,

P202 £ THREFEEHAHEMRT HETMYHEbHRENI &,
P280 IREF R REKR RERE RE@EERTH L,
HEREE

P308 + P13 (XK BEXRIFIEK BEDBEAHDBHE : EEIDE
SEHRTERITHIE,

RrRE:

PA05 fEfE L TRET H Z &,

RE:
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REF—5v— b

Olmesartan Formulation

RE= WETH:
2.1 2020/10/10

BEBES:
717984-00011

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EERLH: 2016/06/01

PS01 REY . BHREARBSNNEBRICERT S5 &,

GHS FEIZZE LB LMD BB S

EEGHERVEESNDIE
EERREOHE

BLANIRIZAS &, EHBHARIBAREE S ENH S,
BLALDEMICEIY ., REOYMEMGRIBEIEZENEE
DEREMEN H B,

MI. N FR) T L ZRIEFEAIDLEDORIC, IBRHEED
BLAZRZERT H2ETALHY FT,

3. MERUHSER

t==E - BaYn XAl BEY
5%,
t=4 CAS &5 8= (% w/w) BIRAREE
55
Z)LA—X 9004-34-6 >=1-<10
Olmesartan 144689-63-4 >=1-<10
4, [ERHEE

—REET FNA R

RALF-BE

RIBIZHELI5E

RBICA-=5B&

RARAATIZBE

AMERRCERMEERDOK

LERGTHIRER

SREEZY 2EDRE

EEICR T HHFFRTTERE ¢

ERDHZEL. [IADVT BV EERFELICEEDZEE
2T,
FERMARSICIBE, FRERMIHIEET. EOETRE
215,

WUVAATZIGE. IR EROGE~BET 5,
EBRELNEEXZ(T 5,

EML-5E. BEBICREBERITALZEDKTEVNET,
BRLEKRE X UVHER <,

EELEEZI(T5,

BEADRICKRERXS.

HEFBFERT HENERITES

BIZA-2=BEIZIE,. KTEKLFTT L,

REAH Y T IESICIIEEMETREEZ (5,
RAIAATEIEE ., EEB(ZHMELY,

ERNEEXZ(T 5,

AKTcOELLTT,

BRERADEEZEDE TN,
MLALEDEMIZKY ., REOYBMLRIBEXEZENS
Z5TREMLH D,
MLADNRIZCAS E. BEBHERIENEZEZLELH D,
HAMAEEIBELNDREITTEEZIL., HESATLSRE
EXREFERTHE, BEOWRMENHZHEE. EE 8D
B EAREEEXSBOE (HB S8 %#S]W)
IEBEEBIUMEREERZTH L,
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REF—5v— b

Olmesartan Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
2.1 2020/10/10 717984-00011 #EER B: 2016/06/01
5. KUEFOFEE

W Y75 K H IKIEFE

o TIEAR DR LVHAKHE
BHHORIKRAEM

BERBERIEY

it 7 )L 3 —ILiaE KA

ZEMbmR (C02)

IR H XA

HEREL,

BMLADEMZRITS, ZEXFIC+ILEOHME CANS
BLTHBYBKREAFET DENLABRRDERLH S,
RIEERM~NDBRRIIREICEERETEENH D,

REREIEY

HHEDHEAAE RGO & FDIRE S C TEDAGENFREZRANS,
REHOBREAINT H-OICKEEET 5,
RETHNIERBE D THENKEEHI BT,
XEMhLRESHEHZ L,

HREITSEDRE NKBFIZIE, BRRAMTRREZERT 5,
REEEXFERT 5.

6. BEBOHEE
AMEICx3 5:3EEE, RE @ REEZFERIT S,

BERXRVRIHEE

RIEICHT HEEEE

HLADRTRHEDAZERY

2

RELBMYZLNDT KA R (BB T %38) ., AARE
Bn#fRERICEYN (BEE 8 E3H) .

RE~ADOBHZERITSH &,

REEHALTHL, BAPIENZELEDH D,
BRINERRFKEREL. BHT 5,

mHEAE L CERTELZMEEE, MABBRKISERT 5.

ZENFBDE, BELEDINEBRBETRIOERY .
IZHBL. BET S,
MLADZESHADREZEITE (THhhE, HLADETEL
REODEEERICKSER
MLANESHICTHLLBEETHREIND LEREDERES
EWMRTADT, RAIHLCAZERBSETIZELAL,
AMREHRE. BEITDHEICIF. SHMFEEEREIVEDOR
B> TMETZ &, TORBICERAIAEYEIZDON
THRENTHD., EQORUNBEREINEHNEZHERT IHEN
H%.

AKSDSDIER 13 ELV15IZHT,
ERFIOREEDHY .

B R R AR

A BREE L VCED

1. BEEVWERUVRELOIEE

ks
BT »t 2R

BESNEBEEL, BBEARXMIGIKLEREESIZREII L
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ReF—2U—F A

Olmesartan Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
21 2020/10/10 717984-00011 DEAERE: 2016/06/01
R,
BRM G ER, B, F-EREERRK T EOEYL TN
BEXET 5,
RS, SHBRS L A ARBEATEANSAE. BRHSEEEREALTIE
S0,
REILIEEE  REORRIZA L,
BLAZRALBN &,
BRAAERN,

REDEMERT S,
BISBRBERATORRICEDE, EXFMHOFES L UREHD
EITHREICHEVERYES &

BHREFHALTEC DL,
BMLADEMEEREZBART S,
FERALGWNGSICEIERZHADTEL.
BOENFENCEET D,
HESMBICH L TPHHREFREZ LS &,
RNPREEMZEHLL. RE~NOBRHZERDIRIZTSHELSE

9%,
Ffih [B] ¢ D ERIEH|
WAEXER D BEOERAPICIEEVEADE S EOTMREMENHHEEIE.

EEGFDELIZTA ISV VI VRTLELIUREY Y
J—%#FZBELTLEEL,
FRABIHRERUVEEEZZILT S,
FBRINERKRITBERT SEIKET S &,
T7o)TADOMBEMLEARL—LavIZF, Too=F73
vhO—)L, BUGEANBESRE. BULGKRLESKLUVF
ZBREFIE. EXFAER. EXERLEERFOFERDL
Ea—%8CENAHYET,

&RE

RELRESEH D BEYERSRILODVERBICANRTEL,
L TRET S &,
BELoMYEDH S,
ZEDHEICH->THRET S,

BRI C OROBSBIEHE VO L KITREE LA
SEERE &

RERRBAEMH D EEIRUOHEMRAL,

8. I EHILRUVREIEE

EEREICETIRABRERR/HFRRE

D% CAS &S BiE (RER | EERE/HRE | HA
%) &

Olmesartan 144689-63-4 | TWA 30 pg/m3 (OEB 3) | A&
HERYHIBR | 300 pg/100 cm’ A

+)0—X 9004-34-6 TWA 10 mg/m° ACGIH
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REF—5v— b

Olmesartan Formulation

R EE = WETA:

2020/10/10

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
717984-00011

#EERLH: 2016/06/01

RER
M FARER

TANE—34T
FOREER
ME

5%
RRORER

RERVEADRER

HE. REESSUVREBEZRET LD, 210027
TEBIRMRETICKYERESIN, GIP BEZICHWVERESA
ELELAHYET,
BECTOIHEBLUVEETELRVLWIYZ7ADEEYDOBEF
<S5 AT, BAYOBERICEYZMFIEMALEL LY E
T W, A—T T A RHEITINA R)
F—ToNnvRYo5E58MELET,

BYRBAHSEENAFATERWNGS, FXEEFE
THEHA FS A DOHEBENDE K BARENIZHZEIL,
RREFREEZERALEL LS,

WHRFRAE2A T

M Mt F R

FRECETERTHIEEZRFLEL LS,

YA RO—IL R EREREL LTIV ILEERT S,
EEBREL LIXEERICTROZVKEE, S X b, T70OY
W ENRET BHIHR(F, BRIV ILEBERT S,
MLA., SXAF, 3LLEI7RVILICENEESLOEINS
AR HDBEEE. TJ2—RA—ILEE LLIEZFDIELID
L7z —RBOTOTFIavEFBRLELLS,
A=-T74—LH LIFEBRERHI—FEFALELL S,
MEREABEHLEWVWESIZ, EEINDIFIRVICEDIE, K
FBESH— A2 rHEEBMLULTHERALELELS B, RY—T
Lyy, T70Y2, RFR, FIMETR—YRE) ,
BEINCAEEOHIKRELE CEEIEXEY L AETIT-
TLEELY,

9. MEMETLFEHER

YIRIREE

&

R
RioLE0EDIE

AR R E R

BRXITNE R KR VR

ARE (BR. =KD

AR GRK)

MI. N RT3 LLIEFZFDOEIONIEDORIZ, 1BRKE
DMLAZEZERT I IEETALHY £7,




REF—5v— b

Olmesartan Formulation

R EE =

2.1

;ETH:
2020/10/10

Apuhlic

-5 ORGANON

BEBES:
717984-00011

BIEIZET H: 2020/03/23
#EERLH: 2016/06/01

BRETRARVERELRR FAIARR

IBRREHED LR / AR LRIE T—REL
BREEHERD TR / AIATRIE T—R%L
CIP S JEZY
DRRE T—R%L
pH T—R%L
ERRE T—R%L
BRFENRE T—R%L
HhE
BLE (BpRTER) T—8%L
BRRE
KidtE T—8%L
n-#F49 B8 7 — IV KHERFRE T—R%L
(log {B)
RRE T—R%L
BERV/ RITHEAZE
tkE T—57%L
mE T—57%L
MR ATRABE T—57%L
BRI FEEHEMN
2| Sk AHBIEBIEENE L LTERESIALL,
PFE T—R7%GL
FLF 44
HFHA X T—H2%L
10. REURVREGH
RISt RIGHEERE LTERESI LGN,
fEEMRES BEOKETIRE.

fElRAE RIS REME

M, "> FY2F3H LLIFXZFDIEADUNEDRMIZ
DMLAZEZERT I IEETALHY £7,
BNVBIERIERIET B EDLH S,
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ReF—2U—F A

Olmesartan Formulation - ORGANON

R EE = HWETH: RERS: BIEIZET H: 2020/03/23
2.1 2020/10/10 717984-00011 #EERLH: 2016/06/01
BT HNEEY DB R KTE
MLADREEZTEITS,
EMERME D ERER
ERAE LD BRERY D EREEGOBERMITH oA TG,
1. FEEHER
AREOHLEZERBOER © KA
R B A
£330

RBICA-EB&

SEEH

FATRESERICE DR YNETELL,

85

2EN @O D RMEMHETEE > 2,000 mg/ke
ik SHEIZKDBAZE

%

)O0—X:

SMEEE #0) : LD50 (3w k): > 5,000 mg/ke

SMEE (BA) © LC50 (T k):> 5.8 mg/l
MEERER: 4 h
HEBRERE MLA/S X+

AuEE (BR) : LD50 (*9HF):> 2,000 mg/kg

Olmesartan:

AEE #@&0O) © LD50 (T v F):> 2,000 mg/kg
LD50 (¥ R): > 2,000 mg/kg
LD50 (X): > 1,500 mg/kg

2HEE (]RA) D @E T —42%5L

AEE (BR) D @E T —42%5L

REREHE. iz

FIFAARE R IEHRICE DK R Y DETELELY,

%

Olmesartan:

7115



REF—HL— A
Olmesartan Formulation i ORGANON
RES ETH: BERES: BIE%ETA; 2020/03/23
2.1 2020/10/10 717984-00011 FEERA: 2016/06/01
= D T—AkL
RICx 3 5 EFLREMBR#E
FIFAATRE A ERMICE DR Y DETEAL,
B%:
Olmesartan:
iz S
HR D hEEORRE
Hix D R4 XEER
PRI, 28 B VR S I3 B2 1 R4t
RIEREY
FIATRESIERICE DR Y NETEALY,
0% 2R R VR 1
FIATRESIERICE DR Y NETEALY,
B4
Olmesartan:
REOTER D RIS
= D T—AkL
HEMRZE R R M
FATRESBERICE DR YNETEHLY,
B%:
Z)O0—X:
in vitro TOEEEME D REBRAYA T MEMERAWDEREARATERL (AMES)
R e
HERA A T in vitro BEBYMREGTFEESR
R fE
in vivo TOEGEM D B2 A T MIALEMMRMER/NMRELER (in vivo MERREER
E%)
B YR
BERE: A AALTEIGE
R fE
Olmesartan:
in vitro TOEEEM D R A T MEMERWDEREAZTERAE (AMES)
R fE

HERY A T ERRM (in vitro HWELEMEEERZHHER)
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REF—5v— b

Olmesartan Formulation

RE= WETH:
2.1 2020/10/10

BEBES:
717984-00011

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EERLH: 2016/06/01

in vivo COEEEEMN

ATEMIRRERRYE - TR A

vk

SN AE

R B

HE& A A 7 in vitro LBEEERAER
FARRTFL: FroA4 Z—ANLRE —[fifHRE
R Bt

RERAA T TR VINE
R fE

HERR A T MK ER
B v9X

HRRE: B8
BE5#% &0

R et

REAE CETEMREEBRERRE L THET S LETER
LY,

FIRARIRELERICEDCRY DETELL,

%

)O0—X:
&

BE5R

A 25 B
HR

Olmesartan:

2

R EREH
iR 55 e ]
R

i
bR )
R & B
HmR

HESY
BBRADEZEDE TN,
5%

Z)0—X:
HIRICX 9 558

vk
RARAATIGE
12 8

P14

vk
#0o
2 &
(=43

<R
#0
6~ A
P

HERA2 4 T — R AETES M ER
B oy bk
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ReET—2I—F A
Olmesartan Formulation - ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2.1 2020/10/10 717984-00011 #EERLH: 2016/06/01

REEE: RAFAAEZIEE
R 2%

BROEBE~DZE . HERA 4 T 2R / VHRERLE
Sy bk
BERE: hAHAATEEE
R e

Olmesartan:
RIC 3 B8 © HRERAY 4 T AERED
B oy bk
BREZK &0
5B F3: NOAEL: 1,000 mg/kg AZE
R SREICEEEL,

BROEE~DEZE D REBYq T HEE
B oy bk
BERE #0
BEE:1000 S YSSL /1 X055 LHB1-Y
R EHFEEILL,

HE 44 T B

B oy x

REREK #0O

‘BEE1IUTSL /1 X055 L8B1Y
R EFEEEEL,

HERa A T RE

oy hk

BREZK &0

FAEZEM: LOAEL: >= 1. 6 mg/kg AE
R FEMBOH N, , KERED
R AEBROBERADEE,

AEEME-TEAAUE D ABDEZFHREBEICEDEE~NDEZEDHHBEREHNH

27,

HEENEREYE (EEECE)
FIRATRETIERICEDCRBRY R ETEALY,
HEENEREE (REECE)
FIRATTRETIERIZCEDCRBR Y RETEALY,
REREEN

5%

Z)0—X:
& R S
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REF—5v— b

Olmesartan Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BERES: BiIEI&ET A 2020/03/23
2.1 2020/10/10 717984-00011 #IEERLR: 2016/06/01

NOAEL >=9,000 mg/kg

BRERZR® MAHIAATEEE

i 55 B 90 Days

Olmesartan:

& AN

NOAEL 2,000 mg/kg

BEZK 0O

PR EE B 24 »~ R

e BELEEERAEIBRESINLEN ST

MRAAEEN

FATRESERICE DR YNETELLY,

AKITH T 5 REBEER

%

Olmesartan:

RIZA- =184 SEAK: R~ DRI

RARAATZIBE

FEIK: K I £
5% RRICHE G TRek,
E FOFEHZE DL

12.

RECERR

AREEM
5

)O0—X:
BEMN

REH - oEYE
5%
£)I0—X:

E RN

R B
F—RHL

LC50 (Oryzias latipes (F1A 4 #)):> 100 mg/|
BREERFRA: 48 h
H%E EUlTsmEsro/onzT—2I2& DL

HR: ZofEE.

11/15



ReF—2U—F A

Olmesartan Formulation - ORGANON

R EE = WETA: BEES: BIEIZET H: 2020/03/23

2.1

2020/10/10 717984-00011 #EERLH: 2016/06/01

TP OBEE
T—A7L
TIVEB~DFEE
JEEZ
fhDHEZE
T—A%L

13.

BEELOIE

BEAE
ERREEY D WA BBRERORFICEVNLST S,

FRBEHRRUVEE D EOBRHFIE VYA ILFELRRFREDCOIC, BRI

BEEYUEXREICRRT S
FICHEENMEWNMES, RERAGRELTEET 5.

14.

X EDEE

[ A5 1

[E_L #is% (UNRTDG)
el e L THREISh TR

R Zegdx (IATA-DGR)
el e L THREISh TULELL

3 8% (IMDG—Code)
el e L THREISh TULELL

MARPOL 73/78 MiRE I RU IBC O— FIC& B IEoRMAMESAIBEME (B
Hissh - IKEBOHMIZIETIEZS,

&l PR il

EoREDERGIX. ]|HE 15258 I 5.

- JERE)

15.

HRER

BEEER
HPEE
fElRY. EEMBRMICZE LA,

E&&
BELEVE. BERECFVE. BEFMIEEMEICKI LA,

HBRE/EE
WEENBELESIIFAED
EH

12 /15



REF—5v— b

Olmesartan Formulation

Apuhlic

-5 ORGANON

wES  BETE: BEES. AIEIEET B: 2020/03/23
2.1 2020/10/10 717984-00011 #EERLH: 2016/06/01
WEOHT LR B EHEM
e
IR S AR E
e

FEREOBHON-LEME (RELEDHE)
JEERY

ZEREOBRH oML FEME (FREHEENE)
JEELY
ENELEHNITREERVRVEED
JEELY
EMEERTIREBEYRUVEEY
JEELY

RELCEMEREFHRA

JERRY

SRRE TR

JERRY

ZILEIILSRhET R

JEERY

ARBRIPESFHRR

JERL Y

HEBREMEEETR - NRE— (EBKRY)
JERL Y

SR URIMEFE

JERL Y

LEMHEBEHIBEEEREE

JEERY

BEHRARRE

JEELY

K EEFRE

JEELY

iR £iE

fElEYE L TREISh TLVEL

fZex

fElEYE L TREISh TLVEL
BETRERVELKEORHILICET 5%

EQY RN peS D AEREMEICEFZRE LAV
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ReF—2U—F A

Olmesartan Formulation " ORGANON
RES WETH: BEEXE: BIEIZRET A 2020/03/23
2.1 2020/10/10 717984-00011 #EERL B 2016/06/01
& FEiE DOBEEEMEICIEEZS LAL
FER URFE IR
MRERBAHERE EdH - @A)
JESZY
BEMERBHERY @MW - @ASAD
JEZY
BREEVOLER VERICEAT 5%
EEREY
COHBORSICDODVWTEEAS VRV ) —~DERHIFR :
AICS L R E
DSL N
IECSC L R E
16. DD 1R
3
5| B 3@k D BHEfTT—42 . EMESDS [TE I F—4 . 0ECD eChem
R—2ILEIVERMILEYMER http://echa. europa. eu/ D&
RiER
B74+—<v b+ . #/RA/H
ZDHDBEEED £
ACGIH k@, ACGIHRFREIE (TLV)
ACGIH / TWA © B EEMS. EERIMETL

AlIC - A—R FSUTOIELEERA ARV LY WNT - TS OILEREEME], ASTM - X
EMEAEGS, bw - AE, OMR - RHUH. TERME. £EEHELHDI LN DHE. DIN -
KA VR aEeE, DSL - ERMEY AL (BhF4); ECx - FED XWORIGERIFT EER
HNDEE: ELx - FED XiOREERIFTEEZONDIAREE, EnS - BEABORT P
—JL; ENCS - {t B ZDEETFILEME Y R +; ErCx - FED XWOREBZEZRIZT EEZEZONDE
R#, ERG - BEXEOFEIE; GHS - tHRAMI X 7L GLP - HKEREMEFRE, [ARC - EHE
NATHEHES: TATA - EEMEEEHES; IBC - BRIELZEZDESEEZED-ODMMDIEE
RUREICET 2EFEHEA; 1650 - 50%fEEFRE, ICA0 - EEERMZEREE, IECSC - HEIR
Al ELE; NG - EEELAEKRYIRIE, IN0 - EREEMAEE, ISHL - $EhTeEE %
(BX); 1S0 - EFEZ{eHE; KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (FHEEE) ; MARPOL - MAAICK BB LEDIFIED=HDEMESEF: n.o.s. - i
MBDBTRENTWLDEDZERRC: Nech - FUEE] NOAEC - BMEEMFEEE. NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - A X aKRA NTP - kEE
KEMETOT 5L NloC - —a—C—5 2 F{EEmE SR, OECD - #2:%1% HEas#4iE, OPPTS
- tEMEBELEM - AFHILR, PBT - oMM - £AEREME - A5 (WE)  PICCS - 7
A VEVIEEMEAS RN M) —; (QSAR - (EEM) #:E&EEMEHE: REACH - {L¥HEDE
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ReET—2I—F A
Olmesartan Formulation - ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2.1 2020/10/10 717984-00011 #EERLH: 2016/06/01

$%. M@, 52 WAL UEER (REACH) B9 S3REI (EC) No 1907/2006; SADT - B2 MNiER%5fi#E
BE, SDS - BRET—2— b, TCSI - BEILEMEA R M) —; TG - EIRYE@E;
TSCA - BEEWMEREE GKE) ; UN - E&E; UNRTDG - EESERYEEE%E, PvB - FEEIC
HOMRUVIEEICESEREME, WHNIS - EFESEREEEYERERV AT L

CHDRET—EI—MMUT TSDS) &LVS) TRET HEM AT TRIEHR &0 5) X, FEHE
BERICENT., BEOKEDOHH. FHR. RPEIDLETEETHHEHHLEZEDTY,
AEHRIT. BROTEGEEL. FH, LB, RE. @f. BEERVFRRICETSIHIF R E
LTOHERSNTE Y. WG RARIIHRERIEZELTHLDOTEDHY TEA. KIFHRIL.
SDS DEREFIZREINTLAIRESNHAICETIELDOTHY . ARAHUGAMORA EBAT
HET, XETO0ARTHEASNBIBE. AXFRITERAGVRY .. BRICEE GO ETEEMS
BAHYFES, AERGBOEREFEMICEV TR, AERRVHERZEZERY S5/, TRES
MORRERICETHAEMOBEY LT ZEZEH T, FRAESLOERT 5HETORENRKR
[CHTEHARHBOEMZL., FH. LB, RUOREIZONT, EEEVEY,

JP /7 JA
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