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Tibolone Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 EER B 2014/09/30

ARES REHE:

P201 EFRTICEIRRBAZEZ#AFT S L,

P202 £ THREFIEL5FHEMT 2T TMYHFEbLENT &
P260 #3 CAZRA LN &,

P280 IREF R REKR RERE RE@mEERTH L,
HREE

P308 + P33 XK BRIFIIK BEDBRENHHEE : EAIDZE
SFHETEZRITHE,

RrReE

P405 EfE L TRET H &

BE3E:

P501 NEY),  BREZARDBIN-VEERICREST S &,

GHS ﬁiﬁl:?&%’l LWk ERAEE
BHIERVEBESNDGE  BLANRICADE. BBHBRIBENEEZLZEANH D,
$ EDME %U&t@?ﬁﬁﬂl F Y. KEOHMEBHLGRIBE-IXEENEE
AIREMEA H B,
7JDI NFIY T3 LLRZDEAIADLEDMIC, BRED
MLAREERTDEEALDHYET,

3. MERUHSER

LEME - EEYMORXA . IREWYM

5%

t=4 CAS &= 8= (% w/w BN TREE

=1
ARRA—F 9005-25-8 >1-<=10 8-98
| Tibolone 5630-53-5 >1-<=2.5
4, CEBE

— BT KN R D BHOBEY. AT BN ZFEFELICEEDRES:
2t5,
ERARSICHEER. FHEEMAHIERIL. EMDIETE
215,

®kALES D RULAATRISES. FRATEROBRABHT 5,
EELEEZI(T5,

REIZHE LGS D BEMLI-5E, EBICKHEEZERTAELEZEDKTEVLERT,

BERLERBRE S VHZR <.
ERLEZRITS,
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Tibolone Formulation

RE= WETH:
9.0 2024/04/06

BBES
16994-00026

Apuhlic

-5 ORGANON

AiIEIRET B: 2023/09/26
#MEERLA: 2014/09/30

RIZCA-1=-15&

RARAATZIHE

AMEREVERMEERDOR

HEELTRHIRER

LREEZY 2EDRE

EER IS T SHEFRGEEEE

BEADRIICKREXS.

HEBFERT HENELRITES,

BIZA- =582, KTELELTT

FEMNH Y BT A EBICIEREETEREZIT5,
MAAATEHE ., BEICHEAELRL,

EBRNEZXZ(T 5,

AKTcOELLTIT,

ENADEZENDEEL,

EBREANDEZEDE TN,

REIIhz5. RIIREIFLKBIZKDEROEZTDE T,
MLALEDEMIZKY ., REOYBMLRIBRE-(XEZENS
Z5AEEELADH D,

MLANRICAD L. BBHMERIENEZLIZELH S,
HMOGBAERIELOREITEEFILL., #HEINTWLRER
EXREZFERTHEL, BEOWERENENHLBHEIE. HE 8D
WYL EANREEEZSEBEOZ L (JEE 8 #38MH) ,
IEHBREBLIUREREEZITH I &,

5 KKFFDIEE

Y 75 KA

0 TIEAR B 7R LVH K
BREORIKRESTE

HEREEIEY

KIEH

fit 7 )L 3 — L 3asE h X

bRz (C02)

3R H A F

MEGTL,

MLCADEREEITS, ZRPICHARLBEDOHMHR CALS
BLTBYBKENFEETHEMLABRDOBRAH S,
BRIRERM~NDBEBIIBEICELZRIITEENH D,

RERERILY)

RAEDHKAE RISORN & BDIRFEICIE C THUGERKFERZRLS,
RAHDBRHZERENT =DIZKEEET 5,
TETHNIERBEI VT TFERKEEL ST,
KMo RBESEDH &,

HRETSEBEDRE KKBFIZIE, B RFEERT 5,
REEZHERAT 5.

6. IRHFFDIEE
AR 5 EEEHE,. RE @ REEZEZEAT D,

BERUVRAREE

REICHT HEEER

ZEGMYFZLDT FNA R (HBE T E25]R) O, BARE
BO#EERICEN (IRE 8231 .

RIEADBHZERITS &,
REEHALTHD, BAPIENZLEDH D,
BERINEZRFKEREL. LHT 5,
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Apuhlic

Tibolone Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 EER B 2014/09/30
FHENELCERTELZWNMESX, ABBKRICERT S,
HERADRGEEDOBERY @ CERELOE. BEL 3N RBRTROERY . EYLAS
HEA IZ#L. BET S,

BLADZERHADREZEETD (TahL. HLADERL
EREDEEZERICK DFER
BLANZERHIC+ARRETHRESIND LBERIEDESY
ERHET HNT., REICHLAZEBRSETEILRLAL,
AEBEME. BEITDIEICE, FMFRABRESIVEDOR
BlIcfE-TRESTH L, ZOREICERSALHEICON
THLRHETHD. EQORANBERSNEINZHRT HLEDN
Hdo

ASDSDIER 13HBLV L TENT, ABRBRELVED
ERHFDEHDHY o

1. BREVWVERUVRELOIE

: 67 A
BT »f 2R

PR, £FfK

ZERIEEIR

ffih ] 8
wmAEXE

HESHASHEL., FBEARMIBIKLEBREESIETRIT &
nHd,

B, &, FREAFEFESEKLT EOBEY LT
BEEHET b,

THHEBENTERNGEIE. BRIREEZFEFAL T
Ly,

BEOKMRIZAT IFALY,

MLCAZRALEZWNI &,

BRARAFELZLN,

REDEfERITS,

BEWVERIEIREZELCEKS 2 &,
BISBREREDHKRICEDE, EEXEHOHERLUREHED
ETREITHORYIES Z &

BREFFALTHELCIE,
MLADEREEEEZBHEITS,
FRLEWGSIZIZIBRZRHADOTE <,
BOEMEMNSESTS,

HESHMEICH LTFHUEFEE LS L,
COEMFEFERATHEEFIC. RBEXITEEZ LGN &
FNOEREMEHILEL, BE~AOKEER/NMRIZCTELS5E
295,

3| o:1]
BEOEADICIEEVE~DESEOTREMENH DEEF.
TEBOELIZTFA ISV VT VAT LAEEIURE D ¥
J—%FBELTLEELY,
FAPIIRBRUBEEZZIET S,
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Tibolone Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 EER B 2014/09/30
ERENRREEERT MBS &,
gE
RELREEHE BULESRNILODWNEBRIZAKTE <,
HEiERLTRET S &,
BEL-AYEDD.,
LEDHREIZH-TRET 5,
ERNE e ROBEFTEHELE VS L LIZEE LA
sREL 1L Al
RELRBROEMH BEIHLWHE: MRAL,

8. IF<EILRUREIEE

EREICETIRIHRERR/HFRRE

5 CAS &FS BE (REF | EHEEE/HAER | HA
£E) EIFREE
AR —F 9005-25-8 TWA 10 mg/m’ ACGIH
Tibolone 5630-53-5 TWA 2 pug/m' N
HE=HYHIER | 20 pg/100 cm’ AE
ER R 2R EXBICET5BREREEZRIERICHNZ S &,
MLARREZHSCHEEZHET 5,
MLARMYBEWI A TLHST Y b, BMLAHEEE. ¥
CARSR. BLIUMLARBEELRE) TIE. MLAMNEE
BARNMEIGWO(THELBEENLDRNLEL) & 555K
HEREEIZTS,
THRHBENTETRENEEIE. BAISREEZFALTE
AN
REA
IR FARER WYL EFEKREENFRATELWNES, X EFTM
THRAA FSA4 D 0HEANDIEL BNTREIN-HEIX, FE
WMREREZFERALEL LS,
TA4NE—84T WMEFRAE2A T
FOREER
ME EMREFR
BE BERMBEDRENLEIZLY . BEBICE-ILEYEHETF
REESIE, COERLAFREZEBAT IHEMEINN LT
WAL, FREBEICMYEBZDS, BHREXICERATSL
EOFROMILEMEMEZFROVUETICHLNEHOESZ &
FHRT S, KRERTOKRERICIEIFZES.
BRDFRER ROBEANREEZERT S :

Z2E2I—45)L

5/16




ReF—2U—F A

Tibolone Formulation i ORGANON

RES WETH: BEXE: BTEIZRET A 2023/09/26

9.0 2024,/04/06 16994-00026 EER B 2014/09/30
RERVEBADREER TS T— 2 B L UBEFRICH T ABRERREEOFEMICE

DSWTHEYGRERERIRT S5 &,
FREMORER (FR, 5@, RHG L) 2EAT S
ETRE~NDEMZERT D,

9. MEMERTLFHEE

BRI BE .

& D T—8GL
AR D T—8L
RioLE0EDIE D T—8GL
Bhm R L T—A%L

BRARXINERARVHEER @ T—24L

AIRATE (B, =UE) DMIL NV RYUTELLEEDENIDOREORIC, BHEME
DM LAZBEMRT HEENDLHY ET,

AR GRIK) T4 L

BRETRARVERLRE AIARR
BEEEOLR /AR ER @ T—%27%L

&

IREGEFEDOTR/AIBRTR @ T—424L

&
5lNE DOJEERY
DRRE D TF—AiL
pH DTl
RERE JEZY
HAREMEE D T—4%kL
FhHE

EFLE (BhFhTEER) DOJEERRY
BEE

KB D T—Aa%L

-9 %8/—IKDERE ¢ FEEY
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ReF—2U—F A

Tibolone Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 HEERL B 2014/09/30
(log 1)
ARE D IEERY
BERV ./ XIZHEXNRE
HE L F—aHL
mE 1 g/cm’
HIHRBFBE © JEERY
et e o JEIEEME
ERib4%E D ARERITEIEEMEE LTIEREIALGLY,
T4
PHFH A X D T—AkL
10. REHRURIGHE
RIS D RIGHERBRE LTIESFEI NG,
{EERIREMSE D BEORETIIRE.
ERAEERICATREE DMIT, N RO LI FDIEIDONIBORIZ, 1BRME

DM LAZBEMRT HEENDLHY ET,
BUOBRILERIERIET S ENDH D

BB = DB . KT
BLADREERTS,
RfEIRYE D BRIEH
BRAET LD REERY D BRETLGSBAERMIEI SN TG,
1. FEHER
AEEENHLRERBOE®HR © RA
RIS Hfi
t2:3:)1
RICA-T=-15&
AtEN
FIFATTHE L IERICE SR Y DETEHL,
B4
R —=F:
llansy @o) : LD50 (3w k): > 5,000 mg/ke
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ReF—2U—F A

Tibolone Formulation " ORGANON
IRES &ETH: BIEEE: HTERET H: 2023/09/26
9.0 2024/04/06 16994-00026 #EYERL A 2014/09/30
anEt (BF) © D50 (4X): > 2,000 mg/ke
Tibolone:
2EEE (#0) : LD50 (5 v k):> 2,000 mg/kg
LD50 (%2 X): > 2,000 mg/kg
LD50 (X): > 2,000 mg/kg
EEEEt /Rt
FIATTRE T IERICEDCRB Y ETEALY,
R 2 EELBEE /R
FIATTRE T IERICEDCRBR Y R ETEALY,
B5:
AR —=F:
(= S
fE R ;. IB~NOFIEAL
PO IR B8 B 3 1 B2 I TR
REBREHE
FIFAETRE A ERICE DR Y DETEAHL,
RO B8 B VETE
FIFATTRE A ERICE DR Y DETEAHL,
B4
R —=F:
RERA A T D RXEFIUTAME— a3 VR
REOIRK D RIS
[ D EILEY R
fER D E
AIEMAERRYE
FIFAARE R IEHRICE DK R Y DETELELY,
5%
R —=F:
“in vitro TOEEEH D REBRAA T MEYMERANSEIREAREZEAE (AMES)
R e
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ReF—2U—F A

Tibolone Formulation " ORGANON
RES ;ETH: BEES: BiIEETA; 2023/09/26
9.0 2024/04/06 16994-00026 WEERE: 2014/09/30
Tibolone:
in vitro TOEEEM D REBRAYA T MEMERWDEREAZTERL (AMES)
R 2
SRERZ A 7 in vitro ZBEREERER
TR RTL: Fr4 Z—IANLREZ—IIEME
R 2
RER A2 A T in vitro ZBEEERER
TFAMRTL: FroA Z—ANLRE —HF A
R 2
in vivo TOEGEMS D HRERA A TR ER
B oy bk
BREZK &0
R 2
RHEAME
ENADEZFNDEEL,
5
Tibolone:
& D Svk
BREZR C 0
IFZErRRE 2%
fER B
IZR 2 o BFEE, BEBt, BT EEK, BERE AR FE (EHEET)
& DRI R
BREZR C 0
IFREREHE . 18 4 A
fER C B
IZRO RS © OBFEE, MRk R, BERE
N -TERAAD K D EBMERICEVDTENAMDORENLGIIN H D
HESY
ETERENDEZED B 1,
5
Tibolone:
HIRICx 9 558 . HEA4 T ENEA
oy bk AR
SEIK: FEEADTE,
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ReF—2U—F A

Tibolone Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A 2023/09/26
9.0 2024,/04/06 16994-00026 EER B 2014/09/30
FREDRE~DFE D REBRAA T 2RSS L UBRRES
FE: oy x
REEK: £0

B - Ba'R&E %, : LOAEL: 0. 07 mg/kg AZE

fEIR: BERATIEIBR R, | BOLEEFREOHK. . &

Hont-,

EHEEE-T7ER AR D MRERICKSEHMNEES K UERBEBHAEZENBREICH
b, , IYMEREBRIZKDERBICEZENDH D EN—ERLET
INTWD,

HEENEBREE (BEEIECE)

FIEAREERICE IR Y PETEAL,

HERNBREE (REFCE

RHIIhH=5. RIIREIFLTEICLVES (B, ADBR) OEEFOEZTNI,
5

Tibolone:

(R A DB, ARBR

TEAAU R D REICh=5. RIIREIFCEICLIEFZDESE,
RERSEH

B%:

R —F:

& AN

NOAEL : >= 2,000 mg/kg

BEZ% D RIEEM

i = B R . 28 Days

ik . OECD HERHA K54 > 410
Tibolone:

[ AN

NOAEL 0.05 mg/kg

LOAEL 0.5 mg/kg

BE5ZR #0

IR EER 52 &

IZRO RS Anib%, HhEzs, LR 2IE &
[ X

NOAEL 0.05 mg/kg

LOAEL 0.5 mg/kg
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ReF—2U—F A

Tibolone Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 HEERL B 2014/09/30

&5 R - u|

IR ER 1 F®

ZRYfiE R D AR, HEHhER BIE OB

BIAAVEEH

FIFAEE SRR S CRY HETEHL,

AR T HRBHER

5%

Tibolone:

thAAAT-EE COfER: O FEL, FERE, RAET, REKE, BE ILEDE

fa BEx, BB ARKEE BAR BHROTRE BHEE
fa, DX

12. RELERER

Tibolone:

BEEE7EXAV

KERBEAENE B (A . F—AiL
%)

KEBRBEAENE B (1B D FT—AKL
%)

BREH - SR

F—HaHL

EHEESE

%0

Tibolone:

"n—?J"J 2/ —IL/KAEERE - log Pow: 3.9
(log {E)

P OB
FoaHL

+ VU RADHEL
I
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REF—E— b A
Tibolone Formulation i ORGANON
IRES WETH: BEERS: AiTEIRET A: 2023/09/26
9.0 2024/04/06 16994-00026 #E{ERA: 2014/09/30
thoEERE
F—H1L
13. BELOZEE
;2 Yoy
RREEY A EBEORG NS T B,
BEEMETKABELELTEGE AL,
BREBRRUVAE ENBHFE. VYAV NLFLEIEEOLOHIC, BaE22(T1:
BEEVNEEEICERTT 5
BICHEENEWNGS., RERAKELTEET S,
14, X LEDEE
B FRER
R _E #613% (UNRTDG)
EEES e
E&E#i% 4 (Proper shipping JEEZ S
name)
EE 5 $8 (Class) JES% Y
BIXRfEM (Subsidiary risk) JEEZ S
B ER (Packing group) ey
S AR)L (Labels) JEEZ S
REAEH e
fii22%6;% (IATA-DGR)
UN/ID ZS (UN/ID number) JEEZ S
E&E#i% 4 (Proper shipping JEEZ S
name)
EE 548 (Class) =
BIXRfEM (Subsidiary risk) JEEZ S
B E MR (Packing group) JES% Y
S AL (Labels) FEFZH
HatET (EYH) (Pack- e
ing instruction (cargo air-
craft))
HEtET (REH) (Pack- e
ing instruction (passenger
aircraft))
7 L #g% (IMDG-Code)
EEES e
E&E#ii% 4 (Proper shipping Y
name)
E&E 558 e
B RERR T |
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ReF—2U—F A

Tibolone Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 EER B 2014/09/30

REER DOIEERY
R DOIEERY
EmS o—FK C O IEEZRY

BESEME Y - FZE) ¢ FEE
MARPOL 73/78 MiRE Il RV IBC a— FIZ& 2 oWAMBESh I HEME (Y - FFxN)
s h - KEBOHMIZIETIEZS,

&l PR il

EoRHEDERFL. BB 15228 I 5.
R DOREXE

L

15. ERZES

B ER

HRhE

fElRY. BEMBRMICZE LA,

L&EX

BELEME. BERECFME. BEFMIEEMEICKILEL,
FBRE/LEE

BEENBUAShIEED

JEER

HWEDHAERITHNEZHED

JEER

BEEENLLEEHARYME

JEER

ERFEDEH oM=L EWE (BRFLEYR)
EH

ZEREORBD oh-LEWE (HFREHEFHE)
EH

ANEZENITRECRVRVEEY

EH

BANEERTIRECRVRVEEY

JEER

BAMEERTIRECRVRVEEY

JEER
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ié;—‘_ a :/_ F Apuhlic

Tibolone Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A 2023/09/26

9.0 2024/04/06 16994-00026 EER B 2014/09/30

RARENE (FEREHERBESTTED2)

B2

HECEVERE FHHRA

JEEL Y

sahE TR

JEELY

ZILFILSRPETHRA

JEELL

AREATRE TR

JEELL

HEBREWMEEEITE - WRE— (BEKRY)

JEELL

EVRUBIMESREE

JEELY

tEYEHHICEEEREE

JEELY

BEHRARRE

JEELY

DE-$E1E S

JEELL

fafaR & ik

iR E L TRl S TULVEL
22k

fElEE L TREISh TULVEL

BESREFRVBLEEFONILICEY &R

(5 FEAHE D AEREYEICEFEZE LGN
18 f i DOBERRYHEICEZRS LGN
iE JAONLELEUE 38053

FRERBHRERS (@ - @A)

JEER

BEMEABHERY @ - @A)

JEER

REVONEBREVERICET %R

EXREY

COHBDFEBIZODVTEEAS YRy M) —~DREHIEH :
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ReF—2U—F A

Tibolone Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A 2023/09/26
9.0 2024/04/06 16994-00026 HEERL B 2014/09/30
AICS N
DSL T
IECSC R
16. ZDHb1ER
FimTER
5| FA 3Tk D BuEfT—4. EMESDS [ZE DL F—4 . O0ECD eChem
R—R2ILEIVERMILEYMER http://echa. europa. eu/ D&
RER

LRIN—Da v o EBSN-EHBFAXETE 2 X R THRARTINATHET,

Bt Z2+—<v bk . #/A/H
ZTDHDREEED £

ACGIH © KE, ACGIHPREFRREME (TLV)
ACGIH / TWA DS EERA. ERAMETLY

AlIC - A—R FSUTOIELEERA ARV LY WNT - IS OILEREEME], ASTM - X
EMEAERGS, bw - (AE, OMR - RHUH. TERME. £EEHELHDI LN DWE. DIN -
A VRKIGEEE, DSL - ERAMEY R L (BhF4); ECx - FED XWORIGFERIFT EEX
HNDEE: Elx - FED XOREERIZTEEZONDZAREE, EnS - BEABORT D
—J)L; ENCS - {tBEZDBFILEME YR+ ErCx - FED XWORGERIZFT EEZONDR
K%, ERG - BERIEDFF|E; GHS - HEFAFMS A 7L GLP - HEREHEFRER, [ARC - EF
NATREHES, IATA - ESMEEEGSY; IBC - BRIEFSDESEEZED-ODMMOIEE
RUHEICBET 2EERA; 1650 - S50%EEEE; ICA0 - EREERMZEMEE. [ECSC - fEIR
HitEHE 4% INDG - ERELERYIRIE, IN0 - EEBEME,; ISHL - $BXRLEEE
(BX); 1S0 - EFEZ{eHE; KECI - BEEIFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (EHEEE) ; MARPOL - MAAICK BB L DIHIED=HDEMEEF: n.o.s. - i
MEBNBHTRINTWEEDZERRC; Noch - FUFEA] NOWEC - EEEHZERE, NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - A x> aKRA NTP - kEE
KEHETOT 5L NloC - —a—S—5 > F{EEmE SR, OECD - #F:F1% HEas#4iE, OPPTS
- tE2MELREM - AFHILR, PBT - 8o MM - £AEREM - A% (WE) . PICCS - 7
A DEVIEEMEAS R M) —; (QSAR - (EEM) #:E&EEMHE: REACH - {LEHEDE
$%. FTMf. 3R W KUEE (REACH) (ZBE9 53#RA| (EC) No 1907/2006; SADT - B2 hNESfig
B, SIS - BeT—4— |, TECI - A IZBREFEOEEMEDA A2 Y ; TCSI - &1
B R M) —; TDG - BEIEYEE; TSCA - BEWMERFIE CRE); UN - E3&E; UNRTDG
- B EEEERYEEES. VPVB - ERICHIBRUVIETICEHEREME, WHNIS - EXBRERE
EUMEFERRAT L

CORET—RI—FUUAT TSDS) &0LV3) TRIET HHFMUT TRFEH &0V I) K. FEH
BERICENT., BHEOKEOHNH. FHR. RMERDLETERTHLEHIHLEZLDTY,
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ReF—2U—F A

Tibolone Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A 2023/09/26
9.0 2024,/04/06 16994-00026 EER B 2014/09/30

AIEHIE. HEOREGIEKV., FH. LE, RE, #E. EERVCRRCETLIHI TR E
LTOAERSNTEY . WA BSRIIRIIAREREEZLTHLOTEHY FHA. KIEHRIE.
SDS DEEEZICRENTVARESNERKICHTIIOTHY . BFHAHELAORT EBAHE
HET, XETOERPTHEASNDBE. AXFRITERMNGVRY .. BERICEAESEOETRENS
AHYET, ABRBOERAFSMICEV TR, FERRVHEEZTEZERY 55HRIC. FRES
MORBRERBICETHAHEMOBEY LG HEZEH T, FRESMUDOERT 5HETOREDKR
[LHITHAHRBOEKL, A, LB, RUOREIZOWT, EEEWVLEY,

JP/JA
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