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Progesterone Formulation i ORGANON
RES ETH: BERES: BTEIZRETA: 2020/10/10
2.2 2021/04/09 5173800-00004 EERA: 2019/10/17
1. EERRUEHITER

tERDBTR : Progesterone Formulation

HHBFOESHLH. EMRUVERES

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

HRARREUERLOHIR

H#ESZE & D EER
2. ERAEHEOEN

{25 D GHS 448

ENAHE D RH2

EhEEM R4 1A

BT HRIFEBIEENL

-2

GHS SRIILEFE

BRRXIEZD VR : %

EEMAEEEE . falg

EREEHER © H351 #ANADEFNDEEL,

H360 £FEREXR (FFRIR~DEBEZEDE T,

H362 IRELPDFICEZRIFT TN,

REWE:

P201 ERRTICEIRERBAZEZAFT H 2 &,

P202 2 THREFIEFZHAHEREIT Z2FETMYHEbHLENI &,
P260 #3 CAZ|A LGNNI &,

P263 iEIRP R NZFLAD (XM ERITEH &,
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R EE = HWETH: RERS: AT[EHETH: 2020/10/10
2.2 2021/04/09 5173800-00004 #MEER A 2019/10/17

P264 ERik WMEISEEH K CHES 2 &,

P270 COB R EFERAT AL ZIC, HREXITEEEZ LGN
L.

P280 {REFR MREKR RERE FREREERIT I L,
HEEE:

P308 + P13 [EK BRIIIEIK BN B ELHSHE | EEIDZLE
SEFEETERZITDH L,

®rE:

P405 EfE L TRET B &

BE3E:

P501 NEBY.  BRERDIN-VNEHERICEET L&,

EMS A
BEYHDORDEEDHES &, KEBBICE > TREAESUNRMNTHS : 27.777 %
GHS ﬁ%ﬁl:ﬁi% LMt oEiRaSHE
BEBREVEESINSE | BLANRICASE. BEBHARENARESZ D5,

%% EDBE BMLALDEMICEIY . REOYMEMNLGRIMEIEZENESE
DAL H D,
SHBLEEE. BREEDER - ZROREMERHR TS L
nH5.

3. MERUHSER

LEME - EEYMORXA . IREWYM

5%

t=4 CAS &= 8= % w/w BIRATREE

&S
JosFxFay 57-83-0 27.777
ZEIEFR 13463-67-7 0. 4475 1-558, 5-5225
4, HERBE

— BT KN R D BHOBEY. AT BN ZFEFELICEEDRES:
Z2t5,
ERNRSICIBE., FHIEIERAHDIEEL. EDIETE
2t5,

RAL-5E D RULGAATESS. FROEROBIABHT 5,
ERNEZZIT5,

REIZHE LGS D BEMLI-5E. BEBICKHEBEZERITAELZEDKTEVLERT,

FBRELEREBS I UHZR <,
ERLEZRITS,
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RE= WETH:
2.2 2021/04/09

BEBES:
5173800-00004

BIEIZXET H: 2020/10/10
#MEER A 2019/10/17

RBIZCA-=15&

RARAATZBE

BMERRVEREERDOR

HEELTRHIRER

WREEZY 2EDRE

EEICH Y HFFRTTERE ¢

BERAORICKREEXS.

HEBERT BRICTERICTES.

BIZA2=BE1CIE, KTKLFTT L,

REAH Y T HIESICIIEEMETRSEREZ 5,
RAAATIEE. BEBITHEMAELL,

ERELEEZ(T5,

AKTeOELLTT,

ELADEZENDEEL,
EBREXIIRBE~ADELZEDE TN,
BRIAPOFICEZRIZTTE L,
MLALDEMIZCKY ., REOYEBMLERIEEIXEZENS
ZHTEEMLH D,
MLCADNRIZCAS E. BBHMERIENEZEZLELH D,
HHBARERIELDREITEEFILL., HEINTULSR
EREFERTHE, BEOWENENHZHEIE. BB 8D
WYL EANREEEZSEBOZ L (IEH 8 238MH) .
IEHBEEBLIUEREERTH L,

5 KKEFDHEE

B 75 H K F

> TIXGE DR LVH KA
BHEORKRAEM

BERBERIEY

BRAEDHKAE

HRETSEBEDRE

JKIESE

it 7L a—)LasHE K Fl

ZBitxZFk (C02)

3 2K 5H K E

REEK DK

MLADERZERITS, ZRPICHREEDHHMH CANS
BLTBYBNRLFEETHIEMLABRDOERAH S,
BIRAKICKBBENIE, KEABLL G2 YRV KL=V T
BDT, ToTIEHELELY,
RIEERD~DRBIIBEICEZRIZTIEELH D,

RFREIEY
EHREAH (NOx)

BGORR & FDRKRICIE C CGEYGERKFERZAVNS,
RAHDBRZE AT D=DITKEEZET %,
TETHNIERBEI VT TFERKEEL ST,
KMo RESEDH &,
KKBFIZIE, B RBZEERT 5,
REEZHERAT 5.

6. RHUFFOHEE
AEIZH T DIFEER., REE

BERUVRAREE

REICHT HEEER

REEZFERT B,
ZEBMYFZLNDT FNA R (HBE TSR O, BARE
BO#EERICEN (IRE 8231 .

RIEADBHZERITS &,
REEHALTHD, BAPIENZLEDH S,
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R EE = HWETH: RERS: AT[EHETH: 2020/10/10
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BRINERRFKEREL. 89T 5.
A E LK ERTERWMERE, A BBERICERT 5.

HLRAORUVRIEDOAERY @ ZENFELDE, FEEINEBRETRIVERY ., B LA

BeAt IZBL. BET D,
MLADESHFADOREERITS (THEHE, HLADEEL
FREOEEZERICKSER .
MLARESHRIZTHLEEETHHEIND LBEEDEESED
MR TAHDT, RAITHMLAZERBIETIELE S,
AESEZHE., BEITDHECE. SHMAFEAARSLIVEDR
BlIc>THIBT S &, TORBICFERSINHMEIZDOWN
THLRBETHD, EORANBRINEINEHERT ILEN
Hbd,
ASDSNEE 13EHKLVI5I2HNT., ABABRKREEIUVE®D
ERHOREHY

1. BEVWRUVRELDOEE

;67 4R

H TRt =R D BESINBEL. BEARMISIMLEREZSIERITE
n"Hd,
ERGER, EE, FREFREESER G EOEY G TR
HBEXET 5,

BrEER, 2@fBK D TR EHBEATELREVESIE. BREEKREEEFERALTCE
LY,

REMIKFEEIE ORGP R OREEARISEMERTS L,
REBOXRRIZA AL,
MLAZRALLGWI &,
RAIAELELY,
RE DFEfZERIT S,
Bk RIIREZLCHES 2 &,
BSBREREORRICEDE, EXEHOBERLUREMED
ETREICHEVORYES Z &
BREFALTHECZ L,
MLADERKEEREZB AR S,
FRALAWMGEICIEIBREFRHRANTE S,
BORENENGESITS,
COEGRFEFRTHEEIC. SRBEXRITEEZ LB &
RNOEEMEHILEL. BE~AOBREZH/IMRIZCTSEL5F
B9 5,

Y fih [ 8% o ERAEH

BEXE D BEOFERADICEEMEADEXL EDOAREENHDHEIL.
EEBROELICTA IV IV RTLELIURED Y
T—%#HEBEL T,
FRAPIISRBERVREEZILT 5,
FBERINERKRITBERT SEIKET S &,
T7)TA4OMBEMEARL—LaVIZE, To9=7O
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&S ETA: BEHES BIEETH: 2020/10/10
2.2 2021/04/09 5173800-00004 #E4ER R 2019/10/17
vha—)L, EUGEASERE. BULGKROLES K UE
EREFIE. EXFARER. EXERELEERFIOFEADL
Exa—%280RELHYET,
RE
RELGRESH BHLESRILODNVERBIZANKTHE L,
ML TRETSHZ &,
BELoNYEAD S,
BEDOHREICR->THRET S,
RN IE B ROMGEHEEONOLLIZRE LAY
SRR 1L F
RRLGRHFDEMH WIHEVWME: IRGL,
8. XK EBHLEUVREHEE
EEBRRICET RS HIRERR/HERE
m5 CAS HE I (RER | SBEE/HRE | Hi#t
) E
JaszxFay 57-83-0 TWA 6 ug/m3 (OEB RIER
4)
S5 $R: DSEN
HERYHIERE | 60 1g/100 cm2 A &R
ZBtFaY 13463-67-7 OEL-M (" A 1 mg/m* HAREERE
“# CA) (F42 ) = FBER
)
IR 5F 2 FEE
OEL-M (&% 4 mg/m’ BAEERE
L) (F5Y) F2 (FER
)
B 5F 2 FEME
TWA 10 mg/m° ACGIH
(ZBIEF 42 V)
ChoPEEFIHGSATL M EBEELTWSEH, BERSIOBKREORRAIZE G DAL,
ZEieEFA2 Y
B3 Bk BETONHBSLIVEEBTELEVWIY 7ADEEYOREF

<O AT, BAYVOERICHEUGMFHRTALELGY E
3 Bl. yA—XLRTLNSORE], #HEaCTFEYE
BEFTLEDTEDV—IAGEE =AY b, MR TESHH
Wiz &),

B, KRXEKFIVRREZREST DD, 2120027
TEBEIRFREICLYERES N, GIPBRICHVERS
SRENHYFET,

[RAl. BABCKETIHERY FEHBENTLESL,

2/ B—XTA+ER R T LMIGIEMEERLET,
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&S ETA: BEBERS: HIEZETH: 2020/10/10
2.2 2021/04/09 5173800-00004 #WEER B 2019/10/17
RER
MR FARER WYL EFEREENFRATETLNEES, i#@@<g&1
THEHA FSA4 o OHEENDIELEBAREIN-HEIE,
WRERELZFRALEL LS,
TJ4INE—24T M FRAEEHEATADESSM4 T
FORER
e MEREFR
wE REZECERT A EEZRELELL S,
BRDRER ﬂ4h/—»hﬁ%ﬁ ZREEL L IZTd—YILEEBT 5,
FEEED L FEERIZROZVVKE, S X+, T70Y
W ENRET BIHR(F. BRIV ILEEBERT 5,
MLA. SR+, L LLLIEZT7OYVILICE EEE LSS
AEEABIESIE. FJ—XV—ILFEHELLIEFDIELD
JIL7z—RBEOTOFoavEBERALELELE S,
EERUVEARDRER AZT74—LH LLIFEBRERa—FEFALEFL LS,

MEREMABEHLAEWVESIC, EEINDIFIRVICEDIE, &K
FEOH— A brZEEBMLTERALELLS B, RYU—T
Lyy, T7AY, RFR, FIMETR—YRHLE) ,
FBRIN-AEEMDHHKBRER CIEEIEEU L AETIT
TLEEEL,

9. MEMETLEHEE

MRS ERMEE

& RIA oA THRTA b
R R

RhoLEsWEDIE T—R%L

bR R E 126 ° C

BRAXITNE R RV HEEEE T2

AIAE (BlfR. =KD T2

BETRARVERLRFR /AIARS

BAEEHE O LR / AT LIRIE T2
BEEEO TR / A TRIE T—EEL
EIP e

DR T—R%GL
pH T—R%GL
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wES  HETAE: BEES: #EERET B2 2020/10/10
2.2 2021/04/09 5173800-00004 #EER B: 2019/10/17
HIEE e
RS NRE F—51L
Rl
BB (BAHER) e
AR

KiztE

EEMIZKIZARE

n-#A49 %/ —)L/ KSERFRE JEZY
(log &)
RRE Y
FERV/XITHEAZE
tbE F—A1L
iy F—Aa71zL
HRHRFE JEZY
IRFEENE JEEHM
[ ABDIIERIEEME E LTEREINEL,
NF=E T—27%L
pieat =i
FFHA4 X F—AL
10. REMRURIGHE
R RiHREE LTlEaEEI NGy,
LR EHE BEDOIRETIIRE,

fElRAE RIS AT RElE

BMLAIK, ZERHTEEEDESYERAT SAIREMENH
60
BUOBERIERIST 5 E0H 5.

BT HNEEKH BMLADREZEITS,

EMERME ERAEF

fERAE D RRERY BRAELGIBERMIEH SN TR,
1. HEEFEER

AREMEDHLRERROER

mA

R &AL

23501
RIZCA--1B&

7115
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Foli-3a

FIFRETREIERMICE DR Y DETEAL,

%

A= &l = DS

2MEE #&nO) © D50 (v k):> 5,000 mg/kg

“EBiEFE2

A2aMEE #&nO) © D50 (Z v k):> 5,000 mg/kg

asEE (|RA) : LC50 (S5 k):> 6.82 mg/l
MREERER: 4 h
HEIREE: MLCA/S R+
TERAV M COMEFELIXEEADIAEDORASHEILE
Ly,

RBEEYE. /Rt

FIFETREAIERMICE DR Y DETEAHLY,

5

“EBiEFE2

(] Lo

R D O REBRIEAL

RIZHY 5 ERTREGE/RRIHE
FIRARREGERICEDCRY DETELRL,

B4

ZBiEFE

iz S

R ;. IB~NOFIEAL
PRI 28 B E 1 SIS B2 18 Rt

REREH

FIATTREERRICE DR Y DETEAHL,
PRI 25 AT

FIRATTRETIERIZCEDCRBR Y RETEALY,

5%

ZBiEFE

R AT BT v EEEEEE (LLNA)
EEOIRE D RIS EM
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in vivo COEEEEMN

“BiEFa
in vitro TOEEEM

in vivo TOEEEMN

RES ;ETH: BERES: BiIEIRETA: 2020/10/10
2.2 2021/04/09 5173800-00004 #EERL B 2019/10/17
& TIR
HR =4
a2 R
FIFAARE S IEHRICE DK R Y DETELLY,
B%:
AL &l = DA
in vitro TOEEEMN HER2 4 7. DNA 815 L1515, WEMMBEOTELR DNA &K
(in vitro)
Hi%: OECD REEHA K541 > 482
R 2k

HERA 4 7 I B FRMIBR/MEERER (in vivo filaEMR
E%)

B YL

BRERE KT

R fE

HEBRY 1 T WAEMER VS EIFRALEHER (AVES)
R

HERZ A 7 in vivo IMEERER

B TYR
R e
BHRAM
ENADEZETNDEEL,
5%
JosFRTFOv:
& E4UFS
AR ) BT
A 55 B R 19 &
R 5%

ENAE-TERAD

BYERRICEVWTRAAVEDREM RN H S

ZBEF A

i v bk

bR ) WA LA/ R MIE

A 2 B 2 F

ik OECD HE&H A K5+« > 453
R 5
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&S WETA: BIEEE BIEIZETA: 2020/10/10
22 2021/04/09 5173800-00004 DEERB: 2019/10/17
e  EREERE FTREEATVEER SN,
BRI - FERA D - L EMERIC B TRAILE B RAAMORE A S5
HEEN
HHEREXIIBE~DEZEDHLE TN,
BIBOFICEZRIETEEFN,
5
JosFRFOy:
YR 3 B . HERAA( T ATER
oy bk
PR R
R B
BEORBE~DEE L HEBRAA T BEEEURERE
oy bk
WERK: RIEEA
R B
HHEEE-7EAAD R D EFOERMAEICKDMEMEE. £hERE. BLU/FIERBE
c3d ZEHEOE TN, FETIRIBILEhOILE
T 2HEEEZTRT

FERMERESE (EEE R
FIRATREGERICEDCRY DETELRL,
HERMEREE (RESCR)
FIRARIRELERICEICRY DETEAL,

RERSEH

B%:

“BiEtFa

& Sy kb

NOAEL . 24,000 mg/kg
BE5ZR D BRAIAATEEE
IR ERRE : 28 Days

& D 2w b

NOAEL : 10 mg/m®

AR ) D RAE LA/ R KE)
3| D2 F
BRAABEN

FIATTREGBERICEDCRY DFETEALY,
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RE= WETH:
2.2 2021/04/09

BEBES:
5173800-00004

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEER A 2019/10/17

12. RELE

S REEY
5
PAL &l s DA

BRESET7ERAVH
KEBRBEEEM B8 (&
%)
KEBRBEEEN RY (12
%)

“BiEFa

st

SOVOAEQOKEESHEY

X9 BEF M

BEKEEYIHT HFN

WMEMIZT HEMN

HEH - SR
T—a%L
ERERKE
B%:

JoFRFOoy:

n~-#44 %/ —IL/ KSERFRE

(log fE)

TP DOBEIE

T—A4L

TV VB~ADBREN

JEEL Y

thnEECE
T—RGL

BUHFEIHRTELGN

EREITBRTEGL

LC50 (Oncorhynchus mykiss (=
RREERER: 96 h
7#i%: OECD HE&H A K54 > 203

T R)):> 100 mg/l

EC50 (Daphnia magna (743X >3)):> 100 mg/|

BREaRFMA: 48 h

EC50 (Skeletonema costatum (E¥E
BREERFMEI: 72 h

EC50: > 1,000 mg/|

RREERERE: 3 h
#i%: OECD HE&RAHA FS 4 > 209

Pow: 3. 65

£3%) ): > 10,000 mg/|
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RES WETA: BIEEE BIEIZETA: 2020/10/10
22 2021,/04/09 517380000004 SEERE: 2019/10/17
13. BELOIE
BRESE
BREEY L EAKOBEIHLMLS T B,
ERRER Uk L EOBRBE. UHA I LEREEQE D=, BRAES -

REEVULEXREICRTRT 5,
RICEENEMES. REARELTEET .

14, WX LDERE

ERRRH

e _E &% (UNRTDG)
falRmE LTRElEh TOVEWN

fin 22 g% (IATA-DGR)
fElRmE LTRElEh TOVEN

# L #5% (IMDG-Code)
fElRmE LTRElEh TOVEWN

MARPOL 73/78 MiRE Il RV IBC a— FIZ& 2 oWAMBESh I HEME (Y - F&H)
s S n = IKEOHMIZIEIEZS,

PR il

EnREDERF L, HEB 15 2838 I 5,

15. BRZES

BEER

HRBAE

ek, FEEMBRMICEHIELEL,

L&EX

BELEME. BERECFME. BEFMIEEMEICKILEL,
FEREMEE

BEFNRLSILIAED

JEER

WEDHRAIZRITEIRERED

JEER

BEEENLEHARYME

EH

ERFEDEH oN-LEWR (BRFLEYR)
EH
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R EE = HWETH: RERS: AT[EHETH: 2020/10/10
2.2 2021/04/09 5173800-00004 #MEER A 2019/10/17

ZERREORBHoN-LFYE FHREHEFHE)
JEER

ANETENITRELRVRUVEEY
EE ST &N 2 FEITFAHRE 9

LEH 5 E2EHE (%)

BiEF2 > (1V) 191 >=0.1-<1

ENEERTTREERVDRUVEEY
R

HELEMERE TR

S

sarhE TR A

IR

M7 ILEILSRhETIHRA

EHE

AWEFIPEFEHRAI

EHE

FEREMEERTS - WRE— (EERY)
S

=R U RIMEFE

S

LENEHHITEERRER

S

BEHRBRRE

IR

DX 30 E S

IR

fnfR &%

fElERME LTREIS TG
fnzeik

fElEYE L TREISh TLVEL
BEFLERUBLELEOHLICET 541

EQY iR peS D BAERAMEN )

18 f i DOBERRYHEICEZRS LGN
(iE PANLELEUE 3385

FRE R RN (B - |ASFAD

JEER
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WES  %ETHE: BIMES- STEETA: 2020/10/10
22 2021,/04/09 517380000004 SEERE: 2019/10/17
HEMRERMBEERY (@Y - #AZR)
e
BEEYOLBRUVERICET 5%1E
EEREY
COHRGOBAICODVWTEEAS VRV M) —~DERHIFER :
IECSC e
AICS LR
DSL S
16. ZDHOER
e g
3| Ak . B T—4 . EA SDS [CES < F—4&. OECD eChem
R—R2ILE I VERMILEYMER http://echa. europa. eu/ D&
RRER
BZ74+—<v b . #/A/H
ZDHDBEEED £
ACGIH . RE. ACGIHRRERE (TLV)
HAEXGLEZE (BB . HAEEXFAESS HBREEZFOHEHE -1 EEZYVEHOHBTEE
)
ACGIH / TWA . g SR, BSRIMETLY
AAEZEHLERE (FRE D HBRERE
FE) /OEL-M

AlIC - A—R FSUTDIELRFERASA AV RY; ANTT - TS5 DILEREEME, ASTM - K
EMHHRGS bw - KE; R - EH UM, TERRME. EEEULH DI ESNHME; DIN -
FaURBIHEELE DSL - ERYMEY R~ (3F4); Eix - FED XWORIEERIEFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRBRKOR TP
—JL; ENCS - L BZEDEEFLEME) X b ErCx - FED XUORIGERIFTEEZONDK
R&R RG - REMICOFEIE; GHS - HFRAMI AT L GLP - HEREkHE, [ARC - EHR
NATRZTHEE: IATA - EEMZEEERS, IBC - BRIEFHOESBEELXZD-HOMMOEE
RUHRRICET 2ERMRA: 1650 - 50%EEFRE: ICA0 - ERREMZEME. [ECSC - HEER
FLEWELSE: M6 - EffBLERYMAIE. IN0 - EfFESEHE: ISHL - FSBREEEE
(BA): IS0 - EFZELHE. KECI - REBRFLFEYMERE: LC50 - 50%HERE LDSO0 -
50%EEE (FHEILE) | MARPOL - MAIC L 5 DD -HDERSE no.s. - il
RMBNATRSIA TS L DZERRC: Neh - F YRR NOWEC - EEZMHZEIRE, NOAEL -
BESMRZEL AL NER - BEEUZEEFES: NOM - A £ a2KRA NTP - XEE
REMTOT S L; NloC - Za—C—F v MeEYEARR: 0ECD - #EFH HFHFEME, OPPTS
- LEWEZ LN - 8FHIER, PBT - MO - AHREBRENE - AFHEWE)  PICCS - 2
A VEVLEMEA ARV FY— (OSAR - (EEH)) HBEEMER. REACH - LEYMEDE
$x. sTMfi. 3B WIH KL UEE (REACH) ICB8¥ H#RAI (EC) No 1907/2006; SADT - B ChmEs#Z

14 /15



ReF—2U—F A

Progesterone Formulation " ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
22 2021,/04/09 517380000004 SEERE: 2019/10/17

BE, SIS - RE&T—42L— bk, TCSI - BZILEMES R M) —; 106 - BEIRYEH %,
TSCA - HEWERSIE CKE); UN - EE; UNRTDG - ERSESEIEYEEEIS, vPvB - FEEIC
HOMBUVEEICEZIEMN, WHIIS - LS ERAESEYERBRRO AT LA

CHRET—EI—MMUT TSDS) &LVS) TRET HEM AT TRIEHR &0 5) X, FEHE
BERICENT., BHOKEOMH. FHR. RPETDLETERTHSEHMLEZLDTY,
AEHRIT. BROTEGEEV. FH, LB, RE. Bf. BEERVFRRICETSIHIF R E
LTOHERSNTE Y. WHELIRARIIRERIEZEZLTHDOTEDHY TEA. RIFHRIL.
SDS DEEZICRSN TV AIRESNEHAICEHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETO0APTHEASNBIBE. AXHRITERAGVRY . BRICEE GO ETREMS
BAHYFES, AEGBOEREFSMICEV TR, XERRVHERZEZERY S5HRIC. TRES
MORBRERBICETHAHEMOBEY LT HEZEH T, FRESMOERT 5HETORENKR
[CHTEHARHBOEMZL., FH. LB, RUOREIZOWNT, EEEVEY,

JP /7 JA
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