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Mianserin Formulation i ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
6.0 2024/04/06 1601089-00014 #E{ERL A 2017/05/01
1. E2RE USSR

EERDBTR : Mianserin Formulation

HE{FOLSHLTH,. EARUVERES

HisEDEtEaMm : Organon & Co.

eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

BEES © +1-551-430-6000

BEFA—ILTKLR : EHSSTEWARD@or ganon. com

RREREHEES © +1-215-631-6999

HREAZERUEREOHIR

HEAZ Rk D EEH

FHLDOHIE COIEERE
2. BEREEHEOEYH

12RO GHS 247

HIEEMN D RH2

BEEZNERENE (EEEC 0 BH 1 (FRARR)

=)

GHS SRILESH

BREXIEVRIL : %

EEMAIEEE . 3

fEREEHER o H361fd £FEREANDEZED S TNDEL, BE~NDEZED

BENDEEL,

H370 figds (FPIRFHIER) DEE.

BEXE:
P201 (= AATICERERBAEZAFT H 2 &,
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Mianserin Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 1601089-00014 #E VR B: 2017/05/01

P202 £ THREFIEFHAHEMT HZ2FETTMYHEbLRENI &,
P260 #p CAE HR /" IAM/"ZRKR/ ATL—ZRALL
Lo &,

P264 ERik WMEISEEH K CHES 2 &,

P270 COB R EFERAT AL T2, HREXITEEEZ LGN

&
P280 {REFR MREKR RERE FEREERAIT I L,

CaEE:

P308 + P31 (EK EXIFKIXLK EDB A HHIHE  EEMIZER
52 &,

®rE:

P405 EfE L TRET H 2 &

BE3E:

P501 NEBY.  BRERDIN-VNEHERICEET L&,

GHS FEIZEZE L E WML DERB ST
HEREL,

3. MERUHSER

EEME - BEEYMDORX A . BAY

5%

[4=oE4 CAS &S A= (% w/w BRATRER

&5
RBA—F 9005-25-8 >=10-<20 8-98
| Mianserin HCI 21535-47-1 >=10-<20
4, [GREE

—fREIT K84 R D BHOBEN. RN T KRBV EZEEELICEEDEE S
Zt5,
ERARSICIBE. THIEIRENHZI5E1F. EEFDIETE
ZIT5,

WA LI5E D RVWRAATRESE. FGEROBABHT 5,
ERLEEZI(T5,

BEICHE LI5S D BEfMLIZEE. BEBICEEZRITALZEDKTHLTRT .

BERLERBE S UVHZR <.
ERLEZRITS,
BERADHIICKERZRE S
HEFERT HEIICTERICHES,
BRIZA-T=1BE D PHEEELT. KTRZRFT 5.
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Mianserin Formulation

RE= WETH:
6.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
1601089-00014 FEYERAR: 2017/05/01

RARAATIZBE

AMEREVERMEERDOR

HEELTRHIRER
WREEZY 2EDRE

EEICH Y SFFRTTERE ¢

RN H Y BGET SERICIERMETEREZT 5,
RARAATEZIGE . BEICHENME LN,

E#ﬁ@ﬁ%%lféo

KTAZELLCTT L,

BHEAGWNMES, AL ERRNI &,
ETBRANDEBLZEDOETIOREL, BE~NDEBELEOLETH
DEEL,

BERDEE,

HaMAEAFBELDREITEREZHLL. HESATL SRR
EREZEATLHICE. BROFRENHLHBZEIL. HESD
BYGEAREEZSREOCE (BB E5H)
XFREB S UMEREERZITHC &,

5 KKFEFDIEE
Y 75 H K F

JKIESE
it 7 )L a—ILiasE kKl
bk (C02)

23R H A E

FoTIEAE S ULEAFH MRZL,

BEORREEN BRIRERM~DBREIBEICEEZRIZITHEENH D,

BEERGERIEY REEE Y
EREERILY
) o DEEIE
A FREEIEY

BEDENSE BIBEOWKR & BDBREIZE C CEYEHNFREZRNS,
REAHDBRBEANT H-DICKEEET S,
RETHNIERBED VT KBNS EET,
iMoo RBESHEDH &,

HAETSBEDRE NEEFICIE, BIRXMERREZERT 5,
REBEZFERT 5,

6. WEREOEE
MEICHT ZEEFEIE, RiE REEZFERT 5,

BERUVRAREE

REICHYHEEEHE

HLADRTRHEDAERY

ZEGMYFZLDT FNA R (HBE T E25]R) O, BARE
Bo#RERICEYN (BEE 8 E3H) .

REANOBHZER[TDSZ &,

REEHALTHD, BAPIENZLEDH D,
BRINERRFKEREL. 89T 5.

MHAE LK ERTERMERE, A BBERICERT 5.

CENF-HLDERIRFITEA. BMTELT. ERAFIC
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RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 1601089-00014 #E VR B: 2017/05/01

KA MEAE T DOER/MRICIMZET,

RIAESHITEML T, MHNBRICADESICLELE
50

FEERRIM TRIREE 5,

REYE T EYGRINEITRET 5 &,

ABGBEME. BEITDIEICE, FMFRARESIVEDOR
Alcft-TUEY S &, TDOHRBITERSAEYEIZON
THLRA%ETHS. EORUNBEREINLNEHET SLEDN
&éo

ASDSDIER 13HBLV L ITENT, ABRBRELVED
EHHEDOEEDY .

7. REVWERUVRELOIE
i 67
5 30:0bS S

BFrEER, £FHBRK
ZERIEEIR

Ffih [B] ¢
BAEXE

EMEIEME

REUBRLEMY

FLEBLERUVREREDEDRFENRESHE,
BULGBESEBENOTTOAMEAT S,

MLA., B, AR, SR+, ZRBLLLFERTL—Z2RAL
HNC &,

BRARAFELZLY,

REDEfERITS,
EE~ODRPDF-IIREEMERTS,
WMFWVERIIREELCES L,
BISBREREDHKRICEDE, EXEHOHERLUREHED
ETREIHORYIES Z &

CHNEREFATIEEIC, MBERITREEZLAWNI &,
RNOEEMEHLEL. RE~NOBEEZR/NMRIZCTEL5:F
B35,

ER LA
BEOERADPICIEEZME~ADIEL EOFAEENH HIHE(E.
EEBFROELIZTAISY I UIVRTLAE L URE2 Y v
J—%#REBLTLESL,
FAFIEIRERUBREEZZILT 5,
BEREINE-KRISBERT 2FTICERET DL,

BHESRILODW=BB/IZANTH <,
BiELTRETDHI L,
ZEDHEIZ->THRET S,
ROBIFEHE V- L LITRELEL
SEERE &

BESREVHE: MRGL,
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Mianserin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04/06 1601089-00014 FE{ER H: 2017/05/01
8. X BHIERVREHLE

EEBEBICB T RS HIRERA/HRERE

5 CAS &&= B (RER | EHEE/EER | H#A

E) EIHEEEE
Mianserin HCI 21535-47-7 | THA 20 pg/m3 (OEB 3) | A&

7
MR KIS

HEEY HIBR | 200 pg/100 cm’ RER

AE—F 9005-25-8 TWA 10 mg/m’ ACGIH

RS B2, AR TR+ GBI OERNLE,
EXGICETOBREREZRERICNNZASC &,

RER

MR FRRER B R BAHFREEAFRATERWES, XL EFR

24NV E3—247F
FNRER

HE
s%

ROFER

RERVEHEDORER

THENA FS 4 D OBERANDIE S BAREINGE K,
RREFEEZERALEL LS,
WHFRAYA T

M Mt FR

EERMEDRECEICLY., FXRBICEoILFEMEDNETF
REFESNTE, CORMNFREZBRY SRME DN T
WL, FREERICRYEBEZD. BHREXICERTSL
RDFROMEFMEEZFROMVETICHVELESZ &
THET D, KRERTORERICEIFERLS,
ROENREEZERT S :

REEMRER

EFEMMIET —2 B L URAICE T HBRE AR O ST ICE
DSWTHEYGRERERIRT S5 &,
FEBEORER (FR. BT, R#GE) ZERATH
ETRE~NDEMERT D,

9. MEHREMMEFEMEE
YR IK RE
&
R
R LEVEDE

AR BE R

h e I EMA

RIA oA TRTA b
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RES WETA: BIERE BIEIRETA: 2023/09/30
6.0 2024/04,/06 1601089-00014 #E VR B: 2017/05/01
HEARIIVMBARUHESEE @ T—42%L
aTEAE (BER. |K) D BlADEREE LTHEIATLVGELN
TR GRIR) . FT—AL
BETERARUVIERLER AIRER
BREFEDOLRE /AR ER : F—4274L
&
BREFOTRE/BIATE : T—42%4L
[}
CIPS D JEERY
NERRE T—R2EL
pH T—REL
R F—8tL
B RS ARE  FsnL
FE
IE (EhFh1EER) D T—A%L
AfRE
KB D T—ARIL
n-49%/)—IL/ KNEBERE @ T—2%EL
(log {iE)
AR D T—ARIL
BERV,/ XITHEANEE
HE L F—mHL
BE T—37%L
HEH A R B L F—anL
IR o JEEEE
R 4% DOAREGRITEBIEEYMEE L TIEREINGL,
NF¥F=E JEEZY
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RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 1601089-00014 #E VR B: 2017/05/01
FLF4EE
HFHA X . FT—AkL

10. REMRUFREHE

R D R E LTIERESI AL,
LR EM D BEORETERE,
BERAERICATHEN DBOBERIERIETEIELR DS,
BETBAREEN DORRAL,
RffEIRYE D ERERH
BIRAEELDRERY D BRAELSBERMIEAM SN T,
1. FEHER
AR D H IS RERBOER © KIS
B
RICA--1B&
SNSH
FATTRELIBRICE DR YDETELLY,
B}
ansEdE #@0) D BRMEMHEEM: > 2,000 mg/keg
Hik HEICKDBAE
5
AR —=F:
aMEE (&0) © D50 (5w k):> 5,000 mg/kg
SMEE BR) © LD50 (2HF): > 2,000 mg/ke

Mianserin HCI:
AErE #@&O) : LD50 (T k): 780 mg/kg

LD50 (=™ R): 224 mg/ke

SMEN (Z0hoFE) D50 (v 2 R): 32 mg/kg
BE&ZIR: #HIRM

REREL /Rt
FIATTRE G BRICE DR Y NFETELLY,

7116
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&S ;ETH: BEES: BIEIZRET A 2023/09/30
6.0 2024/04/06 1601089-00014 #E{ERL A 2017/05/01
%
Mianserin HCI:
&= L F—ARTRLTLWADTHEIATLEL,
RIcx T 2 ERGTHEEEBRIBE
FIFRETREAIERMICE DR Y DETEAHL,
B5:
RE—=F:
| i L E S
fER . EB~NOFIEAL
Mianserin HCI:
|lis= L F—AAFELTLAOTHEEINTIVAL,
PR 88 R 4 14 3 (3 B2 I IR VR 1
BB
FIFEETREAEMICE DR Y DFETEAHLY,
AV E A o
FIFETREAERMICE DR Y DETEAHLY,
5
AR —=F:
HERA A T D RExIUTAtE— 3 VR
EAOES 232 D B
& . EILEY R
fER DM
Mianserin HCI:
||E= L F—ARTRELTVBDTHEEINTLEL,
ATEMRE R R
FIRTTREERICE DR Y DETEAHL,
5%
R —=F:
“in vitro TOEIEEME D HREBRAYA T MEMERWDEREAZTEAE (AMES)
R EH
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Mianserin Formulation

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
6.0 2024/04/06 1601089-00014 #MEERA: 2017/05/01

Mianserin HCI:
in vitro TOEEEM D BB q T BEFRATESER
R 5

HEBRY 1 T WAEME RN S EIFREALESER (AMES)
R
HE BT PEMTONT—RIZEDL

HEBRY A T R B MR TIBRAER
R =
#E: BUTSPEILTON-T—2IZEDL

HERS A T in vitro BHELBYMRECTFERAR
R
#E BLUT MELLFEONT—2IZEDIL

HERY 1 T FEH DNA S REER
R e
HE BT IMENTONT—RIZEDL

in vivo TOEESHMN D RERA A TR ER
B ov bk
ARl 5a8
BREZK &0
R 2k
BE: BT spamroFont=-7—42C&ED3<
RHEAME
FIFAATRERIEHRICE DK R Y DETELELY,
B
Mianserin HCI:
|lE= L F—AATRELTLWADOTHEEIN TV,
HESY
HBEADEZEDBETNDEL, BRADEZEDBEZTNDEEL,
5%
Mianserin HCI:
IRICX 3 B8 D HERAA T ENEA
B oyhk AR

4 5E F3: NOAEL: 100 mg/kg AE
R ZIHEEICREEL, , BTH~DZEITT L

-5 ORGANON
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6.0 2024/04/06 1601089-00014 #E VR B: 2017/05/01

HERR A T EER

By hk AR

4E5E A: LOAEL: 30 mg/kg AE

WER: BKRAIFEXE, , NEKERE, RERAH~DEE

RERODFEE~DEE D HEBAq T ERF
B oy bk
BRERK KT

FHEHM: LOAEL: 10 mg/kg AE
HE EROAER~NDTE,

HEgA A T B
B Sv bk
FHEEM: LOAEL: 3mg/kg AE

HBR EE~DE, | EFZEELL,

HER2 A T RE
E: Oy x
BRELLEREOKE, , EFFZELLL,

HERA A T RE

B vOX

FAEEM: NOAEL: 30 mg/keg (AE
HBR BRORBE~DEZTGL,

AEEME-TEAAUE D HTERENDEREOBE TN, BEANDEZEOETH
DEELY,

FERMRBSTE (HEEIT<ER)
figss (hHEMHER) DOES,

B%:

Mianserin HGI:

TZRfiE R D hIREEER
TEAAD R D BEROEE,

FERMEREE (RETCR)
FIRARRELERICEDCRY DETELRL,

RiEREEH

B%:

AR —=F:

2 DSy k

NOAEL ;. >= 2,000 mg/kg
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&S ETA: BERE BTEIZETH: 2023/09/30
6.0 2024/04/06 1601089-00014 #E{ERL A 2017/05/01

bR S D RISEM

3| . 28 Days

Hik : OECD HERHA K54 > 410

Mianserin HCI:

& S RN S

NOAEL : 30 mg/kg

BE5R% C &0

IR SR D 6 ~8

k3 D BELAECRIEIBEIALGL =

[ N

LOAEL : 3 - 30 mg/kg

B E5RH% > n!

IR SR D 6 ~8

fiE IR D KERD

BIABEN

FATTRELIBRICE DR YDETERLY,

AEITx T B RBAER

5

Mianserin HCI:

[ A . BEBATREEEOE TN,

MHIRREIZFBERETENDH S,
R & & D EEREMSRINENDEZENDH S,
REZRBT D ENH D,
IFRICA -84 D HE RERBTSIENADH D,
MAAATBE D ER: AR RADEE, 08, ([FiK, FERE, RE

12. RELEER

Rl
F—AHL
BEH - SR
F—AHL
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Mianserin Formulation i ORGANON
RES HETH: BEES BTEIZETH: 2023/09/30
6.0 2024/04/06 1601089-00014 #EERLB: 2017/05/01
HEHRERL
0%
Mianserin HCI:
||n—7J'7 2 —ILS KBRS ©  log Pow: 3. 36
(log fE)
TiEFOBEIE
T—AIL
FIVVB~DEEH
JEEL S
thosELE
T—AL
13. EELDIE
BREHE
FRRBEEY A EAEDOREIZH LS T S,
BEME TARABEE L TIEGE 5L,
FRBRRUVBE EOBRFE. VA ILFLIZEREDOIZ, BuZz2(T+T:
BREMNEEEICRTT 5.
BICHEENEWNES., REAKRELTEET S,
14, X EDIE
ERRARH
R L #53% (UNRTDG)
EEES JEEZ L
E&E#ix % (Proper shipping JEEZ S
name)
E&E 5 #8 (Class) JEEZ Y
BIXRfEM (Subsidiary risk) EH
B E MR (Packing group) JES% Y
S AR)L (Labels) JEEZ S
RIEAEM LS
fn2e#E (IATA-DGR)
UN/ID &S (UN/ID number) JERZE
E&E#ix & (Proper shipping JEEZ S
name)
ELES 8 (Class) JEEZ Y
B X EMEME (Subsidiary risk) JEEZY
BREEH (Packing group) JEELY
S AL (Labels) e
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Mianserin Formulation i ORGANON
&S HETH: BEES: ATERET H: 2023/09/30
6.0 2024/04/06 1601089-00014 #E{ERA: 2017/05/01

WaiEr (EYH) (Pack- : 3FE&H

ing instruction (cargo air-

craft))

MatEr (REH) (Pack- : JEEKS

ing instruction (passenger

aircraft))

5 L #:% (IMDG-Code)

EEES D EERE

E&E#1% 4 (Proper shipping @ 3JEE%Y

name)

E&E 558 © R

Bl fElR ©OFERRH

BEER o JEERY

IR |

EmS a—F D JEERY

BEBEYE RS - ERD) ¢ FEREH

MARPOL 73/78 MiRE 11 U IBC 23— FIZ & X oRAMESh S HEME (B - L)

s S n - IKEOHMICIEIEZS,
PR
EoREDERGIE. ]|HE 15258 I 5.

A DR ERE
JEEZ Y

15.

HRER

BEER

HRhE

ek, FEEMBRMICERIE LG,

E&&

BELEVE. BERECFVE. BEFMIEEMEICKI LA,
FEREMEE

WEENBELESIIFAED

EH

WEDHRAIZRITEIREREY

EH

BEEENLLEHARME

EH

ERREORH oL EYE (BFELEFEYE)
JEER
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Mianserin Formulation

RE= WETH: BEERS:
6.0 2024/04/06 1601089-00014

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/05/01

ZRREDORBH oh-LEME (HFHREHEFHE)
E

BARFZENTRERRVRUVEEY

EH

AHEERTIRELRVRVEEY

EE

AHNEERTIRELRVRVEEY

JEEZE

NABRKEDE (HBRSGERAESTTIED2)
EEE

HELEMERE TR
S

sarhE TR A

IR
ZIILFILERPETFIHHA
IR

BHRBEHFIPEFEHRAI

IR

FEREMEERTS - WRE— (EERY)
S

=R U RIMEFE

S
LENEHHITEERRER
JEEL Y

BEHRABRRE

S

X300 b S

S

finfaR &%

fEERME LTREISh TG
fnZek

fElEYE L TREISh TLVEL
BEFRERVBLELEOLICET 541

EQSY N peS D AEREMEICEFERE LA
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Mianserin Formulation i ORGANON
&S ;ETH: BEES: BIEIZRET A 2023/09/30
6.0 2024/04/06 1601089-00014 MEERK B 2017/05/01
EETLEpeS DOBEEEMEICIFERY LAL
FREE R U mFE 3R A%
FRERFBHERE EdE - @A
JEEZY
BEMERBHERE @ - AR
JEEZY
BEEVONERVERICET 5%
EEXREY
COHBORSICDODVWTEEAS VRV ) —~DERHIFR :
AICS CORE
DSL N
IECSC P N
16. ZDDIER
DS
3| FC#k D BHEMIT—4. EME SIS H DL F—4 ., 0ECD eChem
R—2IILEIVERMILEYMER http://echa. europa. eu/ D&
RIER

URIN—2a U o EBESNERBREAXETEH 2 AR THRARTIATLET,

BftZ7+—<v b+ . #/RA/H
ZTDDEEEED £

ACGIH © XE, ACGIHEFRRAME (TLV)
ACGIH / TWA o 8 EEfE. BEREMNET

AlIC - A—RX FSUTOIELEERA ARV LY WNT - IS OIILEREEME], ASTM - X
E#MEREGS, bw - (AE; OMR - BH UM, TERME. £EEUELAHDIESNDWE. DIN -
A VRKIGEEE, DSL - ERMEYR L (BhF4); ECx - FED XWORIGFERIFT EEX
HNDEE: ELx - BED XiOREERIFTEEZONDZAREE, EnS - BEABORT D
—JL; ENCS - {t B ZDEETFILEME Y X +; ErCx - FED XhOREBZEZRIZT EEZZONDE
&, ERG - B2XIEDFEIE; GHS - HRFAF X T L GLP - HEREMEFRE, IARC - EE
NATFEHES: TATA - EEMEEEHES; IBC - BRILZEZDESEEZD-ODMMDIEE
RUREICET 2EFHEA; 1650 - 50%fEEFRE, ICA0 - EEEMMZEREE, IECSC - hEIR
HitEHWE4L%; INDG - ERELERYIRIE, IN0 - EEBEME; ISHL - $BRLEEE
(BX); 1S0 - EFEZE{eHE, KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (FHEEE) ; MARPOL - MAAIC K BB LDHIED=HDEMREF: n.o.s. - i
MEBNHATRINTWSEDZERS; Noch - FUFEA]; NOAWEC - EEEHZERE, NOEL -
EEEMRELANJ,; NOER - EFEMZEAREISE, NOM - A F 2 aKRA NP - XEE
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Mianserin Formulation -z ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
6.0 2024/04/06 1601089-00014 #MEERA: 2017/05/01

REMTOT 5L, NloC - Za—2—F > KEEWE S, 0ECD - &F R HBFMME, OPPTS
- LEMELRLM - AFHLR; PBT - o4 M - £RERM - A WE) ; PICCS - 7
1 VEEEYMEAS R L)—; QSAR - (EEM) #HEFMMEE, REACH - EEMEBEDOE
$%. M@, 52 WA KUEER (REACH) B9 S3#REI (EC) No 1907/2006; SADT - B2 MNR%5fiE
BE; SDS - RET—42S— b TECl - B AIZBEFEOIEEHMED A R 1Y, TCSI - &1k
MBS R ) —; TDG - fEf&Ee%; TSCA - BEEWMERFE CKE); UN - EE; UNRTDG
- EESERYEEEIS, WPB - EEICHMRRUERICEERM, WHMIS - EXBEKREA
EUYMEFRBRRAT LA

CORET—RI—FUUAT TSDS) &0V3) TRIT HFMUT TRFEH &0V D) K FEH
BERICENT., BHOKEOHH. FHR. RMESDLETERTHASEHIHLEZLDTY,
AERIT, BROZTEGEEV., FH, LB, RE. Bif. BEERVFERICETISHIF R E
LTOAERSNTEY . WA RBSRIERIIAEREEZLTHLOTEHY A KRIEHRIL.
SDS DEREFIZRENTLAIRESNHAICETIELDOTHY . ARAHUGAMORA EBAT
HET, XETO0APTHERASNBIBE. AXHRITERNGZVRY .. BRICEE GO ETREMS
AHYES, ABEBOFERAFSMICEV TR, FERRVHEZEZTEZERY 55812, FRES
MORRERICEITHIAEGOBEYZTMZEZEHT, FRESLDERT 52HETORENRKER
[CHTEHARHBOEMZL., FH. LB, RUOREIZOWNT, EEEWVEY,

JP/JA
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