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FEALOFIRE e Y
2. BERAEEHOEN
{50 GHS £38
BRIcxtd 2 EELBSE R X1
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GHS SRIEHR
BREXITO VR
dap:
EEMEEE yex i
BRAEEHER H318 EELIRDIEE.
IRES REHH:
P280 {REMRE REMEBERT 5 L,
IHREE:

P305 + P351 + P338 + P310 RICA o =156 : KTHAHEEE
FRCHESTE, RITAVE I FLUXEBERLTOWTAESITH
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RS WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 2338012-00017 #MEMERCA: 2017/12/13
[TERT D&,

GHS BT L Z LMD ERE FE
ERGHIRRVEBESNDE @ BMLALOEMICLY. KEOYMBEMNLERBEIHZENEE
BEEEOME BEREMENH D,
MI. N RY T LB ZDEMIDREDMIC, BRED
MLAZEZRHETHEENLHYET,

3. MRRURSEHR

{EEME - BEEYMDORXF . BEY

%)

t=4 CAS B = 8= % w/w BRATRER

&S

+)0—X 9004-34-6 >=50-<60

Ertugliflozin 1210344-83-4 >=5-<10

ZEBiEFa Y 13463-67-7 >=0.1-<1 1-558, 5-5225

4, [CRBE

— BT KN R D BHOBEYL. ARONTCREVWESEELICEEDEZR:
Z2t5,
ERAESICHEE. FLIXEMAHIEEL. EEDIETRZE
2It5,

|ALEE D RWVWRAATRESE. FRGEKOEIABHT 5,
ﬁi{fﬁﬁﬂéiﬁ‘“( IEEMETEREZIT5,

REIZHELIGE D KERIFATESELTLEEL,
FEIRDNBENDIGEICIIEREETREREZIT5,

RICA-T-15& D EfL-EE. EBICZEDKTAOLECED 15 HEB %%

BEHEIZCTEREAICIE. a8 FLUORERYSNT,
ELICEMOFYTEZITS,

RARAATGE D BRFRAATZGE . BEICHENAEGL,
ERNBEN DS ICIERBETEREERIT 5,
KTcOz&E<TT

AMERRVERMEERDOER @ EELGIROES,

LERLGHIRER BMLALDEMICEY . REOYMEBEMLGRIBEIIEZENE
EHMREMENDH D,

BREEZY 2EDRE : W THEERFBELDREITEEZILL., HESN TSR

EKREZFERATH L. BROTFRMENHHBEE. HESD
fﬁ’@]&ﬂil)kﬁ':n%?\éﬁﬂﬁd) & (B8 %8| .
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EEICH T ARANGIREE | XHREBIUMEREERITAHI &,

5. KKBDIEE

Y75 H A o JKIESE
fit 7 )L a—ILiaE Al
b=k (C02)

IR A
22 TIXR 5 ELVH KA DORIRG L
BHAEORKRASE D BMLADERZRITS, ZEXPICHILTREOHME CANS

BMLTHEYBKENEET S2EMRLABRRDBIRADH S,
RRERP~OBREBIRRICEEREZTEENH D,

HERZERIEY D REBRIEY
EREILY
BHRDHENAE D BE0ORR EFDREICE CTEYHAFRER NS,

RABHDBERERANT H=DIZKEEET S,
RETHNIEREBEI VT HERKEEN BT,
RgihoBESEDH &,

HRETSEDRE DOKRKEFICE. BIEXREBEEERYT 5.
RERZERT .

6. RHFFDOIEE

AMRICHT HEEEE. RE © REEZERT D,
BERUVRESREE ZEGRYZLDT kAR (HBE T %228R) . BAKRE
BnREFEICEYN (HE8E3H) .

RIBICHT 5EEEE D REANOBRHEZEEITSH &
REEHERLTHL, ENPIEFELZELED D,
BERINERFKEREL. LHT 5,
RHEAE L (ERTERVERIE, A BERKIZEET 5,

HELRADRVHEDHERY @ ZEAEIDE, FEEINERETRIERY ., BEYLES

B 1L, BET D,
MLADESHADREEZETD (THHE, MLADEREL
REDEEZERICESEFR
MLANESRFICHATEETHREINS LEXREDES
MR TAHDT, REICHLAZFERBIETIEESELY,
ABZERE. BEITDHEICIE. SHAFBAEAELIVCEDOR
Bl > THIET B L, TOMBICERIN-HEIZDOL
THRBRTHD., EQORUNERAINEINEZHERT IHEN
H5
ASDSDIEBE 13XV 15IZHNT, ABBAKRELUVE®D
ERFNOEREHEDHY .
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1. BEEVWRUVRELDOER

i 67

TRt R D BESKHBEL. FEBEFRMIBIMLEBRESISHIT &
"H5,
B ER, B, FRETEESES S EDOEY LT
WBEZHET D,

BERFHR, 2FBRs D BUIGBREED T COAFERT .

TR FESIE D MLAZRALLGWNI &,
BRAAFEZLY,
AREDiEfEE TS,
RE~DRHPDF-IIREEMEET S,
BISBREREOHKRICEDE, EEMHOBESLULREHD
EITHREICHEVVERYIES &
BREFHALTHECIE,
MLADEREEREZBARIT S,
FRLENVEEICEIBEZEHADTE L,
BOFENENSESIT S,
BESMEICHLTPHLEFERELED &,
RNOEREVMZHLEL. RE~NOBREZR/DMRICTSL5F
295,

e fh [ 8% D ERIEH

BEXE . BEOERPIZIEEMEADIEI BEOTREENHDBEIE.
EEBFRDELICTAISIVV VIV RTLELIURED Y
J—%HJREBELTLEEELY,
FERAPEISRERUVEEFZZILT 5,
BEREINF-KRITBERT DAICEKET S L,
27T DMBEHBARL—avZlE, ToP=ZFa
vho—)u, BUGEAGERE. SULKRLESKUVF
EBREFIE. EXFLEER. EXERLLEEANOEROL
Ea—%28ORENHYET,

RELTRESEH D BYIRISRNILDODVERBICAKTEL,
BELoMNYED S,
ZEDHREICH->TRET S,

BMEZIEmE C OROBEFEHE VO L LITEBELAEL
SRER L FI

RELGRBAEMH DOBESBUOME FMRGL,

8. E<EMLRUVREEE

ERBREICE T IRAFRBERR/HFERE

| B | cCAS BE | 1512 (REBW | cEEE 2EE | da
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RS WETH: BEBES:
9.0 2023/09/30 2338012-00017

AIEIRET B: 2023/04/04
#MEMERCA: 2017/12/13

AE) EIERRE
)ILO0—X 9004-34-6 TWA 10 mg/m° ACGIH
Ertugliflozin 1210344-83-4 | TWA 10 pg/m3 (OEB 3) | &R
HEEYHIBR | 100 pg/100 cm’ RER
ZBtFa2 13463-67-7 OEL-M (% A 1.5 mg/m* HAREERE
T EE) (F2Y) ¥R (FBR
)

HMESR: RAAYE, [F28Bl IZHBSINIMERE, FERN
B+ TRVIE, $h0hs, REHREN S OIHLLRER
THY, BYERN DN+ THEL. T, EFHEL
B DI WA, BIYEERA L DFA+ITHS.

OEL-M (4% [ 2 mg/m’ AAELEE
EE) (F2V) ¥R (B
)

HEER: RAAYE, [F 2Bl ITHBSINLIMERE, ERN
HBEH+STRVHIE, 3405, EEHREN S DI RER
THY, BYERNSDIHLN+2THEL. FE, EFHEL
5 DEHLFE LA, BIYERERA L DA+ DTHD.

TWA ("Ei%E | 2.5 mg/m® ACGIH
%) (BT 5 2)
COVEZEYERICFIATTRETEGZN -0, MEZRATHEREFIRELEFEA,
“EBtEFE Y
B2 FSE HE. REEFLIVREZRET 0. 2T00=TF) >
TEBIIREREHILYERES ., WP ESIZHUVVERES L
BHERHYET,
BETOIMHSLUVEETELVIY 7ADEESYOREF
<S5 AT,  BAYOBERICEYZIMNGERHABELLY X
I Bl A—T T4 RMEIT/INA R) .
A—=ToNnV R TERMELET,
RER
MR FARER WYL BRHESKEENFIEATERWNMES. F-XIE L EFTMH
THREAA FSA4 D OHEANDIEL BN TEIN-HEX, I
RGREREXFERALEL £,
JANE—B"A4T MEFREA T
FORER
ME it I F &
w& FREZETERTDHAEEFRELELLS,
IRDFRER YA Fo—IL G EREREL LLFT—YILEFRT 5,

FEEEEL LFEERICROZSIMRE, S X, T70OY
IWHENRET HIHEEX, BYHI—YILEEBERT 5,
MLA. SR, HLLEIT7OVILIZE BEEEILSINS
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AREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFEFLD
L7 z—REOTOTIavEFRALELLS,
RERVEADRER D AZT74—LELCIEERERI—MEFERALEL LS,
MEEANBELLBZWVWELSIC, RESNDFZRVIZEDE, K
FEON— A rZEEMLTERALELLS (Bl. RY—T
Lyy, T70Y, RFR, FHLMETR—YRLE)
BEINF-AREMDOHIKIRER CIEEILEY LG AETIT-

TLESLY,
9. MEHRMLEHER
PIERIR RS S i S
f D T—aL
AR D T—8%L
B LEVEDIE D T—AIL
AR EE R L T—ARL

BRXMBEBRRVHEER @ T—274L

AIAE (BMR. A DI AV RY VT LLEZEDEADREDREIC, BHEM
DY LAZEEMRT 2EENLHYFT,

AIRE GRIK) L T—8AL

BRETRARVERLRRE AIARR
BREGHEOLR /AR ER @ T—-2%4L

1

BEEEDTR/AIATR @ T—27%L

1
EIP= D OFEERY
NRRE F—REL
pH T2
AFRE S
BRFENEE L T—8AL
FhE

BHE (BhtER) © FEERY
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RES HETA: BEES BIEIRETH: 2023/04/04
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BERE
KB T—R%EL
n—-#4%4 %/ —JL/KHERIRE JEZY
(log {E)
AERE JEEZY
FERV/XIIHEAZE
HE T—2%L
BE T—27%L
XA REE JEZH
IR JEIBRFHM
RIS ABGIIERIEEYME E L TIEDFEINALL,
P45
PFHA4 R FT—41L
10. REMRURGHE
RISt RiGHRERE LTIEDEI NG,

EFHMREN
fEREE R RN

BEOIRETIRE,

MI. NORYTHLLEZEDENIDREDORIZ, 1EHEMH
DHLAZZHRT H2EENLHYET,
BUOBRIERIERIST DS ENDH D,

BT HNEEMH B, K. NTE
BMLADREZEITS,
EMERYE FRAEFI
BREECSRERY BRAZGNBRERBIIH SN TV,
1. HEMHEHER

AREMED H S REZBOFER

AR

®A

R & A

£ HY
RBICA-=154&

FIARTRELERICESCRY DTSR,
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2023/09/30

BBEERE:
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2ET &0

2

AMEEHEENE > 2,000 mg/kg

o

)O0—X:
SMsEE @O)

=

anst kA

2ET BR)

Ertugliflozin:
SMsE o)

2EEE (&kA)
2EET BR)

—BiEF A
2MEE #&n)

2EEE (&kA)

REBERKE/REE

ik EEICKEAE

LD50 (T k): > 5,000 mg/kg
LC50 (T k):> 5.8 mg/|
BREERMAE: 4 h

HEBRRE MLA/ZT R+

LD50 (%4 3): > 2,000 mg/kg

LD50 (5« k): 500 mg/ke
g F—akL
g F—akL

LD50 (T k): > 5,000 mg/ke

LC50 (5 v k):> 6.82 mg/|
BRERE:4 h
HEBRRE MLA/SX b

FTERAV M COMEFLITEEVES2EDORASEILE

LY,

FIARTRELERICEDSCRY DETER,

B
FEAAY K
ik
R

H5:

Ertugliflozin:
| (S

REERIEA L
EpiDerm
HE

Bek
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—BEFE

"E L =2
HER D RIERIEGZL
RIZx 3 5 EEGEEN BRI
EELEBEOES.

5%
Ertugliflozin:

|l L BREDORS
“BEFa

"@ L S
fER © BRAORIEAL
FEOR 28 BAEE IR B R 1E
RE RS
FIFERTRE A IEMICE DR Y DETEAL,

FEOR 25 B ETE

FIFARTRE A IEMICE DR Y DETEAL,
By

Ertugliflozin:

"Hﬁ&4ﬁ D BT L/ NETERERER (LLNA)
R D HEREME TIEAEL
—BEFE
HEER A T o BT UNEEREEER (LLNA)
EXAOES 233 D RIS
T2 D OWYR
fER D e
AhEHRERRYE
FIATRERIERICE DR Y RETEHLY,

B

)0—X:

in vitro TOEEEMH D HEA A T MEYMERA NS EIREREEHER (AVES)
R =
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HERR A T in vitro BEBWMRECFEESER
R 2

in vivo TOEEEM D RERA 4 T WELEYARMmMEK/ N LERER (in vivo HifaE R
E%)
B voX
BERER: SRARAATEBE
R e

Ertugliflozin:

in vitro TOEEEHE D REBRAA T MEMERAWDEIREALTERAER (AMES)
R fE
SRERA A4 T in vitro ZEBEEERER
R 2

in vivo TOEEEM D RERA 4 T HELEYARMmMEK/ N ZERER (in vivo HifaE R
E%)
E: Sy bk
R 2

—BEFA

in vitro TOEEEEM D R T MEMERAVWDEREALTESER (AMES)
R 2

in vivo TOEEEMN . BERA A T in vivo IMRERER
E:T9X
R 2

BHAM

FIFARTRE A IEMICE DK R Y ETEAL,

B

)0—2X:

L D Zvhk

BRERR D ERAATES

IREREERE . 1258

fER D et

Ertugliflozin:

2 XA

BE5Z% D20

A 28

fER D e
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IRES ETA: BEES: ATEZET H: 2023/04/04
9.0 2023/09/30 2338012-00017 #EERLB: 2017/12/13
2 Zwv bk
BERZK #n
iR = HF 2 F
tER (=43

RO -TERXAVH

ZBeFA
&

BRER®

B 25 P

ik

fER

e

BNAE-TERAD

EEE

SHLOEZEMA LT HE. ENAMME L LTHEShZL

Zv bk

A # LA/ R MIE)

2 F

OECD HERH A K541 > 453

&4

ER#FIEE FTIEBEEN G EEZ BN D,
COMEBFEYENICHIATEETIE LRV, MEZRAT
LHEREEIRELEFFA.

BYERRICEVTRAIZE DENAEDRERGEIAH S

FIARTRELERICEDCRY DTSR,

HS:

) 0—X:
HIRICHK T 58

Ertugliflozin:
ERIC xR 9 S E

HE4 1 T —HREEEEHR

B Sy bk

BRI RAAALTEEE

R Et

HER4 4 T 2HEeh / VHERE
B Sy bk

BERK: SRAAATZEE

R pEtE

HER4 4 T 2D / VHBERE
B oy k

BE#K &0

4E5E 7: NOAEL: 250 mg/kg {AE

& BRINn-BHAEN
BETAESEREIRE NG, ST

HERE A T RN / DHERE
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&S ETA: BEES: HTEKETH: 2023/04/04
9.0 2023/09/30 2338012-00017 YIEYERLR: 2017/12/13
& oYy x

BREZEK £0
S HEA: NOAEL: 200 mg/kg {AE
BE BELEEFERAIBE S G-

REDHE~DEE D BEBAA T 2RSS LUVRREXRE
oy bk
BB 0
FEA S NOAEL: 50 mg/kg A E
5 REEZEIBRIN:

HE4A4 T ZRWELUVUBRERE

& oYyx

BE&K 0

FHEFE M NOAEL: 250 mg/kg AE

HE BELEEEREIBRESINEN 1

FERMBSBSTE (BEEIXCE)
FIARTRELERICEDSCRY DETER,
FERMBSBESTE (REFICHE)
FIRATRE L RERICESCRY DETER,

%

Ertugliflozin:

REODIRE 0

IZ R i 25 . B B, mnciR
TFEAAD R o REICh-5. XIIREFCBIZE2BHRDOEEDS E1,
RERSEMN

B4

)0—X:

2 AV

NOAEL : >=9,000 mg/kg
BE52% D BRAHIAATEEE
YA 90 Days
Ertugliflozin:

T2 A

LOAEL : 500 mg/kg
BEZ2% |

A% 55 o : 30d
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&S METH: BBEERE: mIESRET B: 2023/04/04
9.0 2023/09/30 2338012-00017 #EERLB: 2017/12/13

2 Zwv bk

LOAEL 250 mg/kg

B E5R #0

A% 55 o 30 d

IZ RO AR Bl

2 Zwv bk

LOAEL 25 mg/kg

B 5 #E #0

YA 180 d

gl e B & B

& Zv bk

LOAEL 25 mg/kg

A% 55 B 90 d

gl Bhg CHILE, BILAR

2 PN

NOAEL 150 mg/kg

52K #0

A% 55 o 270 d

% BEGASEREREINGM S

I TIR

NOAEL 100 mg/kg

B 5 REg #O

YA 90 d

% BEGASEREREINGN =

i TIR

NOAEL 100 mg/kg

B 5 #E #0

YA 28 d

1R R AR B

iE% BETASEREHBRE SN EMN1

ZEEF A

2 Zwv bk

NOAEL 24,000 mg/kg

B 5 #ERg BRIAATEIEE

iR & B 28 Days

2 Zwv bk

NOAEL 10 mg/m®

B E5R A # LA/ R M/IE)

A% 55 o 2 F
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Ertugliflozin Formulation

RES ;ETA: BEES: RIEIZRET B: 2023/04/04
9.0 2023/09/30 2338012-00017 #EERLB: 2017/12/13
RAABEN
FIRATRESIERICE D KRR Y pETEALY,
AEIZHT B REBRER
By
Ertugliflozin:

“ﬁﬂﬁhﬁ%é

fEIR: & —MREIGRIER -, BRfE, ER, TH, HER, IR
R, mAE LEREBRRE

12.

REFERR

Ertugliflozin:

BEMNE (BEST)

[Zxd HEME (BESET)

WMEMIZHT HEMH

EEE O KAEEWIIHT BEME -

SOVAFOKERESTHDY ¢

LC50 (Oryzias latipes (F1A 4 H)):> 100 mg/|
RREERSERE: 48 h
& BT smEIEONT—FIZEDL

EC50 (Pseudokirchneriella subcapitata (%k&)): 77 mg/|
RN 72 h
7% OECD FRERAA K54 > 201

ANESCERE (Pseudokirchneriel la subcapitata (#%3%)):
50 mg/|

BREERME: 72 h

7% OECD ERE&RH A K54 > 201

RREZERE (Pimephales promelas (77 v kAy KX/
2)): 1 mg/l

PEERFME: 32 d

#i%: OECD HE&RH A K54 > 210

HE: AHEERREICETIE5MEL

RAREZEREE Daphnia magna (A4 32>0)):2.14 mg/|
RERM: 21 d

7% OECD ERB&AH A K54 > 211

&% AMERFEICETLIHEHEL

EC50: > 1,000 mg/|
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Ertugliflozin Formulation

AIEIRET B: 2023/04/04
#MEMERCA: 2017/12/13

&=
9.0

BBEERE:
2338012-00017

;ETA:
2023/09/30

—BiEFE
sl

SOVAFOKEBREHRBY ¢

(s e aY=—3 3

BREERFM: 3 h
ERER A A T MEIRNE
Hi%: OECD HE&EH A K54 > 209

RANECERE 1,000 mg/|
BREERFR: 3 h

HE&R S A T FEIRANH

ik OECD RE&R A A K54 > 209

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
BREERFMAE: 96 h
7% OECD iRE& S A K54 > 203

EC50 (Daphnia magna (74 =< >2)):> 100 mg/|
REEERFME: 48 h

R KEEWIZT BEM  EC50 (Skeletonema costatum GE¥IEEE) ):> 10,000 mg/|

BREERFRE: 72 h

WMEMIZH T HEMN EC50: > 1,000 mg/|

BREEEER: 3 h

7% OECD RE&RH A K54 > 209

Bt - oY

%

£)O0—X:

EofEM HER: R,

Ertugliflozin:

R R ZoMmETIEGL,
H£5fE: 40.8 %
PEEERFME: 28 d

EHEEY

D%

Ertugliflozin:

"n—?]’ﬁ 2/ =LK ERE - log Pow: 2. 47
(log 1)
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€ MSD [} e

&= HETH: BHEES: ATEIZRET B: 2023/04/04
9.0 2023/09/30 2338012-00017 #EERB: 2017/12/13
TiRPOFEEY
5%
Ertugliflozin:
"ﬁﬁmwﬁﬁ log Koc: 2. 88
FTIVB~DEEY
EZE
tOEEEE
T—R7%L
13. BELDIEE
BELE
HREEY A BRADEH IR NS T B,
BEEMZ TKAHE L TIEGE 54,
BRARRUVAE ZENBR#=E. VAV NLFELEIEZDLOHIC, BazR(T1=
BEEYVNEEZIZERTET S,
BICHEENEMGES., REAKELTRET S,
14, BELDEE
ERRFR
R _E #6ii% (UNRTDG)
EEES JEEZH
E&E#iX % (Proper shipping JEEZH
name)
E:&E 5 #8 (Class) JEZ Y
Bl fEf& M (Subsidiary risk) JEZY
B2 E M, (Packing group) ey
Z X)L (Labels) JEZ Y
fii22E % (IATA-DGR)
UN/ID ZS (UN/ID number) JEEZH
E&E#iX 4% (Proper shipping | ]
name)
[E#E 548 (Class) FEEZY
B RfERME (Subsidiary risk) ey
B2 (Packing group) JE%Y
Z X)L (Labels) JEZY
HatER (EYH) (Pack- JEZY
ing instruction (cargo air-
craft))
WatER (REH) (Pack- JEZY
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RES WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 2338012-00017 #MEMERCA: 2017/12/13

ing instruction (passenger

aircraft))

7 L #fiz% (IMDG-Code)

EEES D EERE
EE L% o IEExH
E&E 54 D IEExH
BlRfERE |
BaRER D EEZE
NI DR
EmS o—F D OIEERY

BEEREYE RS - FEY) ¢ EFEH

MARPOL 73/78 MiRE I1 XU IBC A— FICK A SHMAMEShHBAEME (B - EZY)
s S REBOHMIZITIEZS,

B P52

E0REDERFIE, HE 15 23HT 5,

A DR ERE
JEERY

15, BRZES

BEER

HRAE

fElRY. EERBMICERS LG,

L&&

BELCEYME. EREFHE. BRFMIEEMEISKILEL,
FHERE/EE

REENRLESIDIEED

JEE& S

BEDHFAIZZITHEREREY

JEERY
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