RET—HRI—F

Dexamethasone Formulation

&=
1.0

;ETA:
2023/12/12

BBEERE:
1842868-00014

€ MSD [} e

AiIERETA: 2023/09/30
#MEERCH: 2017/07/20

1. (EZRREVEHHER
{EZERDETR

b D E F B

HicEORLATH. ERRUEREES

HEEDRHLRT
=30
BEES

BEFA—ILFRLR

Dexamethasone Formulation

DEXAFORT AQUEOUS SUSPENSION OF DEXAMETHASONE AS MIXED

ESTERS (37231)

MSD

BER EA™ @ 810 MSD #X=t FEIH

048-588-8411

EHSDATASTEWARD@msd. com

RREREREES +1-908-423-6000
HESZ % B UME A L O iR
HE RS BERM
ERALEOHIR JEEZ Y
2. ERAEEOEN
& D GHS 748
AhEEM X4 1B
KERBEHENE EH (18 X5 3
%)
GHS SRILER
BRERRXIE L AL %
T EMEEEE yeX >3
fERAELER H360D fR R~NDEZEDEE N,
H412 REAMMGERIZEIC K > TKEEYIZEE,
N
/I,.;.\ = % ié*‘j%

1/18



R&T-—%—t CIMSD /A
Dexamethasone Formulation

RS WETA: BEES: AiIERETA: 2023/09/30
1.0 2023/12/12 1842868-00014 #MEERCH: 2017/07/20

P201 EARTICEIRERBAZEZAFTH &,

P202 £ THRETIEZHFAEMIHETMYHEbEN &,
P2I3 IREB~ADHMHE ERITHZ &,

P280 IREFR FHEKX RERE FREEZBERIT S L,
BREE:

P308 + P13 XK BEXRFXIZK BEDBSHAH LI5S : EEIDZE
SEYETEZITHT &,

RrReE

P405 ESE L THRET A 2 &,

BEZE:

P501 N, BB ERBIN-NBHERICEETDH L,

GHS P EICEE L LMD ERE T
R L,

3. MRRURSEHR

EFME - EEHORA L EAY

5%}

24 CAS &S BHE (b w/w) BERATEHE

&S
NUOLTIILAa— 100-51-6 1.04 3-1011
| Dexamethasone 50-02-2 0.3
4. BREE

—MREIT R/ X D BHOBEEY. [T ChBVWEZRELICEEDDEE
25,
ERAREI KB, FLERMAHL5EE. EFMDIETE
ZT5.

RAL=BE D RWDRAATZGE . HREEIDERABET 5.
ERLEZZITS.

REICfHELIZ5E D ERLIZBE, BELICKREZETALSEDKTREVRT.

FBERLERBRE S UHZER <.
ERLEZEZITS,
BERADHIIZKRZERES .
HEBERY HRICERICEK D

BRICA-T=1H& D FPHEEE LT, KTRZERFT 5.
RFAHY BT SHEICIERBETEREZIT5,
RAAATZIGE D BRBFRAALEGE, BEICHMAEGZL,
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AMERRVEBRMEERDOK

LERLGHIRER
LEHEZY 2EDRE

EEICx T AR EE ¢

ERLEZRTS,.
KTeOzk<TT <
BREADEZEOEZ.

HaMBEAEFBLDREITEEZLL, RS TSR
ERZERATSH L. BREOFRMENH DSBS, HESD
B EANREEZSRBOCE (HBE8ESH) .
XEHRESSUMEREZERITAHZ &,

5. KHOIHEE
S5 A

2 TIXTR B 7ELVH XH
FEDORIREEN

HERGEEIEY

KIEFE

it 7 L3 — L3 sH k|

ZEtixZ%E (C02)

R H XA

MREGTL,
BIRERM~NDOBREIIREICEEZRIFTEENDH S,

RERERILY
ERERILY

BHRDHENAE WGEORR & BFDREICIE C TRV GHAFRZANS,
RAHDBRERENT H=DICKEEET 5.
TETHNIERBIEI O TTHERKEEI BT,
RgihoBESEDH &,

HRETSEDRE KEFFICIE, BIXEREBZERT 5,
REEZFERT Do

6. IRHFRDEE
AMRICHT HEEEE. RE @ REEZERT D,

BRUVRIFEE

REBRICHT HFEER

HLRADRTHEDAERDY

2]

ZEERYFZLNDOT FNA4 R (HB T 258) . BEARE
BOHEZRICEN (HEH 8 ZZR) .

RE~OHREZEITHZ &,

REFHERALTHDL, INPIEFINZELEDHS,
GERAICLEEDIDEHC HLERADFEREFAFAINYTIHE
I2&3),

FRINFREKEREL, 09T 5,
RENELLEIRTEHEWMES(E, HABARKICERT 5,

FEEGRIM TRIRSE D,

ZRICCENBE. BRIZZECEOEYLH LADFE
ZELT. GADLBVKSICTHI &, BkRRICERALEE
MERITTRWEIFHIENTEDIHGEICIE, EURL Y
Bz EULGRHENIRET 5.

REME T EYGRINEFITRET 5 &
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RS WETH: BEBES:
1.0 2023/12/12 1842868-00014

AiIERETA: 2023/09/30
#MEERCH: 2017/07/20

ABMZERE. BETDIRICE, FMFBRBRESIVEOR
BlICfE-TRES L L, ZOREICERSAEHEICION
THLRHETHD. EORUNABEREINLENZHET 2LEN
H%

ASDS DIER 13 HLV 5 THENT, MABRKRELVED
ERHOREDY .

1. BEEVWRUVRELDOER

: g7 { A

AT EI R
BFr#x, KBS

REREREE

e fih 3158
BAEXE

EMEZEIEYME

RELGRBAEMH

FLEHLERVRERBEDIEDRENRESHE,
TRBBENTELRWNGEEE. BAAIREEZFEAL T
YA

RIEWOKRICH TN,
RRORTL—I R FERLGAELEL,

BRARAFEZLY,

AR&E DiEfLERIT 5,

BISRERAEDHKRICEDE, EXEHOFESLUREHD
ETHREICHENERYIES &

BREFHALTHECZE,

FNOREMEZHLEL. REAOBEE&H/NIRIZCTEI LI
E95,

B2 1L %
BEOFEARIIEEDEADIE EOTTESENH ZBEIL.
EEBROELIZTA ISV VI VATLELUREZV Y
D—%#FJELTLIEELY,
FEAFIEIRERUREEZZIET S,
BEREINE-KRISBEFERT PRNCEKET DL,

BUESANILODVEBRIZANRTE <,
L TRET S &,
BELoNYEFADHB,
BEDOHREICH->THRET S,
ROBZFEFE V-S> LLITHEE LA -
RERIEH

BESEOME: FRGL,

8. E<EMILRUVREEE

ERRBEIZE T IR MNRBERR/ HFERE

5%) CAS &S IR (BER | EERE/EER | H#H
i) B/ HERE
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Dexamethasone Formulation

&= ®ETH

2023/12/12

BBEERE:
1842868-00014

AiIERETA: 2023/09/30
#MEERCH: 2017/07/20

NUULTIILa—)L 100-51-6 OEL-C 25 mg/m’ BAREER/LE
Fa (FER
)
AR RERAEEME, F28H ARICTHLTEE S CBEMNE
BHdEEZONDIYE.
Dexamethasone 50-02-2 | TWA | 10 pg/m3 (OEB 3) | pa&h
IR KIS
| =H Y HIBE | 100 pg/100 cm® | PISB
B PO FRBZICETABRBREZRERICIMZ S &,
TABBINTERVERE. BABKEEEZEAL TS
LY,
RigER
M FfREER BUGERABREENFATERVGES, FKE < FEFT

T4NE—847F
FOHRER

HE
e

RRORESR

RERUVEEDRER

THENA PS4 D OBEENDE L BATRSAIBEE, T
RRERBEZEZFERALEL LS,
WHFREAEREASHAOES 1T

i3 Mt F 2%

EEMEDRECEICEIY. XSS LFMENETF
REBITE, CORBMNFREZBRT SRHEHINST
WL, FREFERICMYEZ D, BREXICERTSL
REDOFROMEFVEEZFROMETICHAVEDLESC &
EHET DS, KRERTORERICEIFZEES,
ROBAREEZERT S :

fREEMRER

EEMHET —2 B L URAICH T BB RO FTFEICE
DVWTHENGREREERT S &,
FREMORER (FR, 6@, RHG L) 2EAT S
ETHRE~NDEMZERT D,

9. MEHRMLEHNEER
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Dexamethasone Formulation

&S ;ETA: BEES: AIEIZRET A: 2023/09/30
7.0 2023/12/12 1842868-00014 #EERLB: 2017/07/20
RIS D RIBHEERE LTIESEIALGL,
LR E M D EEOIRETIEIRE,
fEl& B E RIG AT REM D BUOBRERIERSTHIENH S,
BITHREEN COHMRAE L,
BERYE D ERIEH
BRAT LD REERY D BRASESBERMIIM SN T,
11. BEHEHR
AEEEOHIREBRROER © BRA
R RE ¥
EE
IRICA-=%84
SMEt
FIATTRERIERICE DR Y RETEHLY,
B
2EEE @&0O) D RMEMHTEE > 2,000 mg/ke
ik StEIZK B AE
SHEE RA) D RMEMHEEE > 5 mg/l
RRERRER 4 h
HERIE MLAU/ZSR b+
ik StEICKBAE
5
RUDITILa—I.
SEst #En) : LD50 (Z v k): 1,620 mg/kg
2EEE RA) : LG50 (T k):> 4.178 mg/|
RRERRER 4 h
HERIE MLAU/S R+
Hi%: OECD HEEH A K54 > 403
Dexamethasone:
2MENE &N © D50 (v k):> 2,000 mg/kg
LD50 (%2 R): > 6,500 mg/kg
2MENE (Z0MmORER) © D50 (v k): 14 mg/kg
BRERK KT
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Dexamethasone Formulation
&S METH: BEES: RIEIZRETA: 2023/09/30
7.0 2023/12/12 1842868-00014 #EERKB: 2017/07/20

BEEEY/MEkE

FIRATREISIERICE D KRR Y pETEALY,

5%

ARYUSLTILaA—):

(Ed S

5k © OECD ERHA RS54 > 404

FER D RIERIEAGL

Dexamethasone:

"@ e
FER . BEORERE

RIZxY 2 ERTIREGEIRRIHE
FIATREGERICEDRYDETERL,

D%l

RUDILTFILa—):

2 D oYX

R . BBAORE. 21 BUAIZEE
Ak : OECD HERHA K54 > 405
Dexamethasone:

2 DY x

HER D BEORERE

FEOR 28 BAEE IR B R 1E

RE RS

FIFARTRE A IEMICE DR Y DETEAL,

FEOR 25 B ETE

FIATTRERIERICE DR Y DETERLL,

B

RUDITILaA—):

HEE R A T D RFIUTAE— 3 ViRER

EXAOES 233 D RIS

L . EILEY R

Ak : OECD HERHA K54 > 406
fER D e
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Dexamethasone Formulation

RES ;ETA: BEES: AIEIZRET A: 2023/09/30
7.0 2023/12/12 1842868-00014 #EERLB: 2017/07/20
AhEHRERRYE
FIRAREIBRICE DR Y DETELLLY,
5%
RUDILTFILa—I:
in vitro TOEEE%E D HREBAA T MEMER VWS EREALTESER (AMES)
R 2
in vivo TOEEEMN D RERA 4 T WELEYHRMmMEK/ M EERER (in vivo HifaE R
E%)
E:.T9X
BRI BEERNEST
R 2
Dexamethasone:
in vitro TOEEE% D HREBAA T MEMER WS EREALTESER (AMES)
R 2

REES A T in vitro 7w tA
TRAMRTL: ROR) U /N\EHRE

R E
in vivo TOEEEM D HERA 4 T IR ER
E:.T9RX
BE5RK 0
IR fatt
RHRAME
FIATTRELIBRICE DR Y DETELLY,
B
RUDJTILI—):
L D YIR
BEZK D BRARAATEEE
IREREERE 1038
ik : OECD :RERAA K54 > 451
fER D e
HEhEENY
BIR~ANDEZED S TN,

RUULTILa—I:
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Dexamethasone Formulation

RES ;ETA: BEES: AIEIZRET A: 2023/09/30
7.0 2023/12/12 1842868-00014 #EERLB: 2017/07/20
HIRICK 4 D5 E C HERAa 4 T ZREEN / VHIERE

B oy k
BRERE SRAAATEBE
R 2k
BE: EUTa3YELIBONE=T—2IZEDL
RRORBE~DZE D R T ZBEMELUKBRERES
E:T9X
BRERE: fRAHAALTEE
ER: 2
Dexamethasone:
BRDHEE~DEE D HERAa T RE
FE:.T9X

BRERE KT
F4 =1 LOAEL: 6 mg/kg AE
R BEMREES, L O

& oYx

BERE AR

FAZ M NOAEL: 0. 025 mg/kg AE
BER BENREREE,

& oyx

BRER®: AN

FAESM: LOAEL: >= 0. 062 mg/kg {AE
R SEMNREEE,

oy bk

BEZER ET

FAEFM: LOAEL: >= 0.02 mg/kg {AE
R ERBIURNBOESE, , B,

HEEE-T7EAAD R . BRRANDEZZEOEEN,

HERMBEREE (EEER)
FIARTRELERICEOCRY DTSR,
FERMBERELE (REXCR)
FIRATRERERICEDCRYDETERL,

B

Dexamethasone:

EXAOES 233 0

IZRORE AR L BE, fRER IR
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Dexamethasone Formulation

&S ;ETA: BEES: AIEIZRET A: 2023/09/30
7.0 2023/12/12 1842868-00014 #EERLB: 2017/07/20

l72x 4>k L R#ICh=3. REREFCEICLIBBEOBENSZN,

RELSEEMN

%

RUDILTFILa—I:

T2 A

NOAEL :1.072 mg/|

BEZK D RAELCA/S R MIE

iR E=BERE 28 Days

Hik : OECD :E&HA K54 > 412

Dexamethasone:

2 AV

NOAEL :0.0015 mg/kg

BE5Z2% |

i 22 B R o 1d

IZ R g2 . R

k3 . HRTEHERINE-FEELEN

L D Zvhk

LOAEL :0.003 mg/kg

BE5#2% 0O

A 90 d

IE R g2 D Mk, BE, MR

k3 . HRTEHERINE-FEELEN

L D Zvhk

LOAEL :0.125 mg/kg

BE5Z% 0o

A : 6 8

IZ R g2 ;. BIE

w& D HERTHERIN-EELSN

L D Zvhk

LOAEL : 0.4 mg/ke

BE5Z% 0O

A - 3 #H

1Z RO AT D RER

w& . HERTHERIN-EELEN

2 PN

LOAEL 8 mg/kg

BE52% CoB0Oo

IREREERE . 3 #H
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Dexamethasone Formulation

RS WETA: BEES: AiIERETA: 2023/09/30
1.0 2023/12/12 1842868-00014 #MEERCH: 2017/07/20

|%mmﬁ L RER
e . HERTHRIN-EELSN
BAARER
FIATTRERIERICE DR Y RETEHLY,
AMEITH T 5 REEAHER
%
Dexamethasone:
A AATEEE D EMEERR RER
EZEMiERS 8T
EMfEsR &
fER: BNIET
12. REFECEWER
HREEN
B4
ARUD)LTILa—I:
aEl : LC50 (Pimephales promelas (77w kAw K3/ 9)): 460

mg/ |
RREERSME: 96 h

SOVOEDOKEELSHSY © EC50 (Daphnia magna (74 32> 3)): 230 mg/|
[Ixtd 5FMH BREEESRE: 48 h
ik OECD E&H A K54 > 202

S KEEWICHT HEM ¢ EC50 (Pseudokirchneriel la subcapitata (#%3%)): 770 mg/|
RBEERFE: 72 h
A% OECD RE&H A K54 > 201

RANESERE (Pseudokirchneriella subcapitata (#k:%)):
310 mg/|

BBERE: 72 h

77i%: OECD ERERA A FZ 4 > 201

SOVAEQKEREHDY ¢ RKXESZLERE Daphnia magna (74 22> 3)): 51 mg/l
[ZX Y H=EE (BHES) BREERFAE: 21 d
7% OECD HERA A K54 > 211

12/18



R&T-—%—t CIMSD /A
Dexamethasone Formulation

RES ;ETA: BEES: AIEIZRET A: 2023/09/30

7.0 2023/12/12 1842868-00014 #EERLB: 2017/07/20
Dexamethasone:
SOVOEOKEESHEY © ECS0 (Daphnia magna (A4 32> 1)) > 56 mg/l
IZxt9 5&E % RREEEER: 48 h

7% OECD EHBRA A K51 > 202

A KEEMIZKT BE M ¢ EC50 (Pseudokirchneriel la subcapitata (#&5&)):> 9.2 mg/|
RRERRER: 72 h
7% OECD BRE&H A K54 > 201

RANESERE (Pseudokirchneriella subcapitata (#k3%)):
9.2 mg/|

BRERFRE: 72 h

7i%: OECD FRERAA K54 > 201

AEM (I8HEH) D RAREFERE (Pimephales promelas (77w bAy K3/
r7)): 0.033 mg/|
REERFME: 32 d
#i%: OECD HE&EH A K54 > 210

MN-275 48— (K&EREEE 1
4 RE (181%) )
MEYICX T HEMH . EC50: > 1,000 mg/|
BEERFME: 3 h
HERS 4 T FEOR NG
Hi%: OECD HEEH A K54 > 209

RAEZERE: 1,000 mg/l
RREERFRT: 3 h

SRER A A 7 REOR N

A% OECD BRE&RH A K54 > 209

REMH - SR

%

ARUD)LTILa—I:

EofEM L R SR,
HEofE: 92 - 96 %
RREERFME: 14 d

Dexamethasone:

EofEH D ER SoMmETIERL,
H£ofE: 50 %
REEERSME: 3.54 d
7% OECD RE&RH A K54 > 314
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Dexamethasone Formulation

€ MSD [} e

&S ;ETA: BBEERE: mIEET R 2023/09/30
7.0 2023/12/12 1842868-00014 #EERLB: 2017/07/20
EHEEY
%
RUDITILa—I:
n~-#%2 %/ —)L/KHEFRE :© log Pow:1.05
(log f&)
Dexamethasone:
n~-A%2 %/ —)L/ KHEFRE :© log Pow: 1.83
(log f&)
TR OB
FT—27%L
TV VE~DEEH
e
thoEEEE
T—AREL
13. BELDIE
BEAHE
RREEY A BAEROBRF KNS S,
BEMZE T KABE LTG5 4L,
FRBRRUVEBE TZOREFX. UTAIIILFEEFBREDEOIC, BAIEZIT1=
BREYNIEEEIZRTET S,
BFICIEENEES., RERAMRELTEET S,
14 BELDIE
E3] 53k
fE L #6i% (UNRTDG)
EEES JE%E
E&E#iX % (Proper shipping JE%E
name)
[E5&E 548 (Class) JEZE
BRfEMR 4 (Subsidiary risk) Y
BREEH (Packing group) JEEZ Y
S X)L (Labels) EZY
fn 22k x (IATA-DGR)
UN/ID ZES (UN/ID number) JEEZH
E&E#ix 4% (Proper shipping e
name)
E&E 5 $E (Class) JEEZY
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Dexamethasone Formulation

RS WETA: BEES: AiIERETA: 2023/09/30
1.0 2023/12/12 1842868-00014 #MEERCH: 2017/07/20

B X B (Subsidiary risk)  : JEEZH

BB 4K (Packing group) . JEERY
SR/l (Labels) |
WMatEr (EPH) (Pack- : JFFEkH
ing instruction (cargo air-

craft))

et (REH) (Pack- : JEEZH
ing instruction (passenger

aircraft))

73 L #fizx (IMDG-Code)

EEES D EEZE
E&E#E 4 D EEZE
E&E 5 D EERE
Bl RERME o IEExH
BRFHR D IEE%H
NI S
EmS O—F DR

BEBEME RY - FED) 0 FFEH

MARPOL 73/78 MiRE 11 U IBC 23— FIZ& A X oRAMESh I RAEME (ZY - L)
i IREBORMICFTIEZS,

Il P il

EREDERF L. EHE 15 2SRRI 5,

A DREXE
JEE& S

15. BRAZESR

BEEER

HREE

ek, EERBRMICSZE LGN,
L&EX

BELCEYME. EREFHE. BRFMIEEMEICKILEL,
FBREEEE
BEENRELESIIEEY
JEERY
REDHERITEINZHED
JEERY
EREER LR ARYE
JEER Y
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Dexamethasone Formulation

RES WETA: BEES: AiIERETA: 2023/09/30
1.0 2023/12/12 1842868-00014 #MEERCH: 2017/07/20

ERRMEDEHoh-LEYE (RIFLEFEHEH)
JEEX Y

ZRREDOBH oh =L ¥YE (FRBEHEFHE)
JEERY

‘ BAREZBENTREBRVEVEEY

EEOTED 2 (FRTHRIRE9)

b4 EHE (%) BE
RosFia—n >0 -<10 -

‘ BMFERTIRERRVRVEEY

EEST &K FEITHE 18K

[ ex4 BE

IRvsn7zia—n

NRABMEDE (HBRSHERAESTTIED2)
EEE]

BHECEMEEEFRRA
JEEZY

nch B FRHFRA

e Y

W7 L)L ETRFH A
e Y

AWAERSE TR
e Y
FERRSHEXETS - IRE— (BEWD)
JE%Y

SR VRIS E

JEEZY

e EHLInEERREX
JEEZY

BEEHRABRRE

JES% Y

P&-3 0508 S

e Y

MR 2%
faiEmE LTREISh TLVEL
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Dexamethasone Formulation

€ MSD [} e

RS WETA: BEES: AiIERETA: 2023/09/30
1.0 2023/12/12 1842868-00014 #MEERCH: 2017/07/20

=k
fEEmE LTHREISh TULEW
BEFRERUVBLIEEOMILICEY 5i&E

(£ 5 FE A : ERIEAME )
ERRESRES DOEEEEMEICEZY LN
FREE R U I FE ph SR %
FRERFBEMERE (E@E - @A)
E| ]
BEREMBAERE @L - @A)
e Y
BEEVMONEBER VERICET 55
EXREY
COEFOHEBITDODNWTEEAS YRV M) —~DEREESR :
AICS IE
DSL IE
IECSC I
16. ZDDTEHR
5| Rk B#EMTT—4. BEMESDS [CHILF—4. O0ECD eChem

R—FILE K UBIMNIEEWER http://echa. europa. eu/ D&

UEIN—C 3 U ERSNEHRBREANETE 2 KR THRARTINATLEYS,

Bt 74—<v bk
ZTDHDBEEEND £
HAEXBLEZSE (FERE

)

BAEEXFHEZR GFRR

&) /0EL-C

%/A/8
AAEESLYS HERESOBE - LLNROHERE
BAHERE

AlIC - A—R FSUTDIELELZERZAURU LY WNTT - TSTIILERSE XM, ASTM - %

E#MHRRGS:

bw - {AZE; OMR - AU, ZERME. £EEUNHLESNDHYE: DIN -

FAUBRBHEERE DSL - BERMEY X+ (BF %) ECx - FED XhORIEZERIFT EEX
BNBHRE: Elx - FED XWORGZERIFTEEZONDAFTESE, InS - REHORT D2
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RET—H—F EIMSD A

Dexamethasone Formulation

&= WETA: BEES: AiIERETA: 2023/09/30

1.0

2023/12/12 1842868-00014 #MEERCH: 2017/07/20

—JU; ENCS - {LBEDBFLEME )R b ErCx - FED XWOREZERIZFTEEZONDRL
& ERG - RERWIEOF5IE; GHS - HRB/I LA T L GLP - HAEBREMERE, [ARC - EHIR
NATRZTEE, [ATA - EEMZEERS IBC - BRIEFROESBEEEXZD-HDOMMOEE
RURGKICET 2ERRHRAI; 1650 - 50%fEEFIRE: ICA0 - EFREMMZEMES: IECSC - HEIR
FLEMEREE: M6 - BB LERYMAIE. I - ERBSEHE. ISHL - FTBReEEE
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