W2 R AR €9 MSD LA

%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15

A 7.y &1l 2 A

FE AR . Orbifloxacin Solid Formulation
G R SN B
1] 3 e AR N P 44 © MSD
ik D B A85 SRR IRIE
el - B - BB 200331
51 © +1-908-740-4000
A S : 86-571-87268110
R A2 b : EHSDATASTEWARD@msd. com
RS RH &
et g i
PR i FH 18 D AEH
2. fal bR
ERBMMR
AR5 AR COBR
Bt D RBHETR
S D RBHETR
PREEXT IR J LI Rl 5
GHS &/ 1425
HETE R DK 2
GHS I EER
ESIAS : %
15517 D B
G 6 1 35 B  H361d PREEXT AR L i 3

1/18



i ZEBR UL 5 Q MSD Amﬁc

%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024/09/28 801077-00020 A4 H H #: 2016/07/15
SR :
]Q‘J_(E%H ﬁ%m

P201 {5 H A7 EUAS % FH i B
P202 7EPE I T BTl & it VI 20 #sh .
P280 #BH P FE/ By iR/ s IR 2=/ 8 b A .

iR N
P308 + P313 Wi BeiA 58 KEE/HiZ.
T
P405 £ IAL TN o
RFME:
P50 ¥ PN 254/ 258 8 3% B E (1) R Ab 3 T Ab R
LY/EEY ARy e
RIEIA S B FHAT 72K
BREE
PREEXT IR Lt A 35
HRAEE
R IA S B THHAT 5K
GHS ARAHE K HAN & E

o 2B 55 MR I 12 2 S OV LA S
5 B 2 S AU R B R TR
AT B EGHEAT H B R AR W] RETE U E R R IR B o

3. Ba/HBER

VIR /IR AW D REW

Ha

k.25 S R WAL B eSS WRIZEBIREVEE (% w/w)

(CAS No.)
Orbifloxacin 113617-63-3 >=3-< 10
ik JIE R B 557-04-0 >=1-< 10
4, 2R

— R L D SR ANE R, LRI EE
TERERFR LA 0, FhEE.

LGN DOIRN, BE RS AL
W .

B ik D hnEfl, 7R AR AR K e Bk

2/18



o2 e R U COMSD /A v

%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15

i 25 TS G A IR AN
s
FH A AT ZHH VA -
HOBE A AT R TS B .

IR e DOHENIREE, FKFE R
WSRO A TR, R

'TA DO ANES
s
FZK ARk 1

H RN R D OPRBEXT IR LG R -
5k 2 A 2 S AU S B S R T
o 2B 5 IR I 1t 2 S OV LR S

SR it R A A D R T NN AN AR, AE AT REAEAE B R IS 0 N A
HEFIN AR P 254 (S 058 8 ) .

Xof 5 2B R T D XPRESBIETT .

5. JHBGTEHE

KK TTIE KK D KmEZ
CTIRSIENS
& ALK (C02)
T8

ANE 3 1K) KK DORNARIE.

R e B8 D BH IR S SR E PR R, AN AR AR IR B T IR

FE, B IEAAAE KR, XA R R G .
AR YU rT RE 20 R T

A EIREE W) DOBREND
RAND
IR AN

REBR K K7 1% D AR A DURR PR BRI A K K S I
WKV N ARITIT 748 o
FEZEREILN, BHRIIRKI A .

.
BTN A IRIR ORI 2 26 DOEEKIGUUY, I E 2 RS .
(UL RNDIE /A

6. YIRS AR

NRABA R Brdrdes fin o R AR 3%
SRERRF BRI EEW (S I 799 MDA & E (S 05 8
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15
) o

RIS AR A $ i DRI

INRERA IR 224, AR ER 1E 3 — 0 iR s
TR IR AL B 3275 YRR K -
UNARTC IR S AR Y, ROEAR A R .

MR S SR TERRDTIE ¢ TR S I R D IR A S I 7 A T A AR B

P Y R Ak A e B iy AR AE A SR A (e R4 2 S W i AR R IR
(TP
B b AR R MUUAR,  BRIEOREE R P A B — e Wk N =
DS AR Ry
b 75 B S AT RESE F T X AR R R TN AL, LA B
FECS A8 BT RE AN it o 18 75 B AT ) 5 1 VRN
A% SDS (5 13 #7302 15 #0451 e e 3t U5 B [ X 2R K

HRER.
7. BB S
BIELE
B it R AR RO IR AR AT I R A
SRR T . QRS RA B, B TEIA .
o S 2 T X D R BEAE RN SR AT A
AR B R I DORER AR A
ANEEA
0 A 5 MR g A
B 5 BRI B S R
BT TR T R B PAGRIAR, LI R4 i Tk AR 2 4
IRHEAT S
Rk AR 7 AL AR R B B R AR S
AN FH IS PR 225 3 1A o
28 12 TR KU o
RIS $75 it 7 L e FELRE T
AN RT IR IR BRI IR R R B
B 1A AR E ) R i
77
K7 e S DA IE SRR A AR
FETBUE BTN o
2 SR B SR A
SRR D21 R RS A
5 A
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15
AR DONES IR R AR .

8. Bz A&

f& A IR b B PR AE
Moy WSS | BUERIRAE | BEISE L BVRR | KR
5 (CAS No.) | (Hefjel) i3
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB B )
2)
M i 557-04-0 TWA (AT | 10 mg/m’ ACGIH
MK 2R)
TWA ("PPRAE | 3 mg/m® ACGIH
ki
TR DOERATAT I AR, BORRR > S A R
P AR AN A2 B BT AT, I 24 b A o i B
G (GMP) HUIRIIERAE, DAORGP 7. T ANAIIASL,
AMEBT 5%
I 2% G2 )5 47 DR R R R OB, B R R A TR R e
R E AR A, DU P fR A
e AR A G TR
IRt B4 R DR AR ) 2 A IR A H B
W TAERESGE s BB A . SR B %, 18 IS A I
T HB.
WG A AT B B R Bk A R 5, T (SR =
A ORI 4 G ) B A
B AN B AR B4 D TAEMREISER AR .
S REA
M} LB TE
PAEE DR MORE R AR T BB AL 2, EAE AR P BT iR
BEIR A Phve RGN 2 2B =
R, AR AR -
15 YA RIB e J5 A AT ER S
AR wEizE, NAKE: TREEHIE. SEr s ABirH
A AIEIHA S AR . Tk ARSI BT MR i A0
iz AT BHE .
9. HEiuietE
SIS PR COBR
Bith, D REIETE R
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15

Uk JERR B
SRR JEHR B
Dl f JEHR B
Fi A JEHR B
A TR B
oF S
R TR
ST (R, 1) L. TR R L2
SR G JEBR B
A IR T SR LR JEBR B
HAE IR 1 ST JEBR B
AR TR B
A TR B
/IR B TR B
I TR R
T
Kifste JEBR B
S KR A JEBR B
ki JEBR B
SR JERR B
il
EHIE TR B
BAEA TR
AL BRI YR S SN R
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%1% GB/T 16483 GB/T 17519 ikl

€ MSD [} e

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 HIAETT H #: 2024/04/06
3.0 2024/09/28 801077-00020 A4 H H #: 2016/07/15
N TCEHE TR}
TR
Ktz ToEE TR
10. R tER
S R I S LA G
FasE IEH %M e
JEA A aA I AbFE 3 T H e AR WA ) AT BE T BB KE R R SRR A
.
CIRSTHE= 0 %y - N R
N6 A ) S5 A e KIAFKIE
BE SR R A R
LY AT
&R I R =) WA FERE I R F= W
11, BHEZELS
Bz LSO
F ik
T
R B 2 ik
siEEs
I A E B L TFIHITHE.
[T
Stz O SPEF LA > 5,000 mg/kg
Tk tHEITE
A
Orbifloxacin:
st ndEsE LD50 (K BR): > 3,000 mg/kg

B EXATRE T, BA SR EE St
LD50 (/IEL): > 2,000 mg/kg
FVEAERXAMTET, WA RE R EA S .

LD50 (K): > 600 mg/ke
SER: MRt
FVE RN E T, BA W2 34 Bk
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15
SERN v EE TRk

Sk R

SEREE (LERERRE)

T HR RS
arg ot

ANEZ Rt

‘L

2 JOR I o/
RIEIAE.
Mo

Orbifloxacin:

it
Jii
GRS

RIS

il
4]

ik

F= B R 1A/ HR R
MR IA 5 BT 702K

BERHT K.

ik TR TR

LD50 (KFR): > 200 mg/kg
JeRpie: A

LD50 (/NE): 500 mg/kg
P e N

LD50 (CKER): 233 mg/kg
PRRRAT: Hk A

LD50 (/INB): 250 mg/kg
YRR IRTE: BRIKN

LD50 (KER): > 2,000 mg/kg
J71%: OECD it 3 ) 423

VAL AR BIR A
T BT 2R R

LD50 (%) > 2,000 mg/kg
R BT R b BB

KR
AR %1 #5156 (Draize Test)
T B )%

EH
6 B kR
TR HdE
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Orbifloxacin Solid Formulation

[[ZES & HI: SDS %5 RIVAETT H #: 2024/04/06
3.0 2024/09/28 801077-00020 T gmE HE#A: 2016/07/15

453

Orbifloxacin:

i ESH

gh IR 5 P 1 IR s T

Jiid: AR i) 36 (Draize Test)

e famR ek

i ESH

gER T HIR Fi 38

H/IE FE TR R

A Y4 S VR

54 Sk

WA E B FIHIT k.

IR S A

M4 IA 1S B TR HET K.

41453

Orbifloxacin:

Mt} SN VAZ

27y libe e 2

U JC B

R e B B

TERRIREE:

AR SN VAR X

gz B kA fk

U JAC B

DR OECD 3511 406

gE IR A 4

H/IE TR

T B R

4B A S B LTHHET L.

445

Orbifloxacin:

R 41 L R B 4 AR 4R 212 AR K56 (AMES)

EE SR LY
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15

TSR /) Btk LR 1k
gEARL: Bk

TR EAY: Yetr fRm AR
MR R G0 ARk 40 A
gh 1 BAYE

A A 2 DA 5 1 D ISR Sz G
Tl /N
YRR H A
Qewpigr: I NS
g5 5L B

SRR 41 DNA & Bt
)=HN
YHARAL: AN

PeRIRBZ 41

gE R B
AETE M B R AT - PP D IESE A EAS L PAH SN AR T AN M B SR AR T R
TE R EREE:
{7k A 3 TR = DRI AR LB AT i A R SR AR e
gE R B
v FET R i E
M RN =it N A SR N g VR W
J79%<: OECD ik 5] 473
gh = v
Tk BT R B
AR 4R 22 ARG (AMES)
gE L A
vt FE TR i E
R
WA E BT HIT k.
Hor
Orbifloxacin:
iR N
A T 2y u
T 5 I (1] R
NOAEL © 200 mg/kg RE
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Orbifloxacin Solid Formulation

A &7 H #: SDS %5 HIAETT H #: 2024/04/06
3.0 2024/09/28 801077-00020 A 4w H #A: 2016/07/15
||é%S'E DB

E AT

PR I

S N ] D24

NOAEL © 200 mg/kg {REE

gh R DB

ErEEHE

PREEXT R JLid e 3 .

H5

Orbifloxacin:

ot EHE M R R R D NS T AR G

Mg KR

DA 3% o 2

A2 BE—fEE M NOAEL: 50 mg/kg A
FUAIR G % & NOAEL: 50 mg/kg A
SR EARIEMH.

TG ) LK B 50 DO EAR-RRILRE
g KRR
PR 4N
WERG-16 ) LEE % . : LOAEL: 333 mg/kg & &
g TEER ., AR B AR RV R & A IV G B AR
JERREIA RE2m .

TR ER-FE LR E

Mg %

PR 4N

SRR — 35V NOAEL: 20 mg/kg 1A

WERG-16 ) LEE % . : NOAEL: 60 mg/kg {4

gh i R AG R B L., ANTE E AR R R IR
JEERERN JEARIIA R, , PR s b .

MR K EH

Mg K

PRRF &N

R H 7P LOAEL: 2. 5 mg/kg A

GRS PE R R BRI, BRI

EFEREE - PG DRSS, AR E KR B A R Y

W RRERER:
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15
oH ST P S DM EE e R A A/ K B F IR IR R
FhlE: KR

PEIRE BN

J79%: OECD iR 5 ) 422
gk B

R BT R B

Xt LR B BRI DOMASREL ER-IR LR B
Tl KR
PRRA TN
gE 5L [HME

FE BT RO HdE

R R E RAEE- — kT
RIEIA 5 B L TRHET K.
RS E RAEE- REZM
RIEIA F B LR AET K.

HELRRNE

f15):

Orbifloxacin:

g N )

NOAEL © 20 mg/kg
LOAEL : 80 mg/kg
PRI D &0

i % I (] 3 H

HiE e SR, OB, B
g AN

NOAEL © 80 mg/kg
LOAEL : 250 mg/kg
PEIRIT 2N

T % I (7] 3 H

g RPN

NOAEL : 50 mg/kg
LOAEL © 250 mg/kg
IR 2y

T R I (8] D14 K.

FiE Y DR, B
IR . BmiEIReEEL
i D OMERBETI AR
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

&N & HI: SDS %5 RIRAET H #: 2024/04/06
3.0 2024/09/28 801077-00020 EYIgm ) H: 2016/07/15
il ESIUN
NOAEL © 2 mg/kg
LOAEL © 3 mg/kg
PEiRRE D 20
S R I (A D90 K
FIBRNEY DB
HiE D AR REIE R
il N
NOAEL : 37.5 mg/kg
iR D 20
S R I (A D30 K
& i
NOAEL © 7.5 mg/kg
LOAEL : 22.5 mg/kg
PREIRIE 2y u|
F x5 (] 1 H
UIEIN . BmiEThRE L
i famRr sk
& N
NOAEL © > 100 mg/kg
LFIRF CBA
S 72 I (A : 90 K.
- SEH D TR R
M fEE
WIEIA E BT HAT DI,
PN u
455
Orbifloxacin:
T DR PR RGN, BmIEIhREREL, HFIhRE Tk,
fE, 2%
BV WRES R BUER .
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Orbifloxacin Solid Formulation

TES BT H A
3.0 2024/09/28

SDS 45 B AET H 8A: 2024/04/06
801077-00020 A4 H H #: 2016/07/15

12. % ER

W RREREE:
Xt 0 SR I

a1

R K A R R

XA R

FEAMEA Rt
i

W RRERER:
‘ ‘%% B Atk

AR AR A TR S

LC50 (Leuciscus idus (BEfAFER #)): > 100 mg/1
GRS A]: 48 /NS

J7%: AR E Tk briE (DIN) 38412

Ve BT R B

EL50 (Daphnia magna (7K#%)):> 1 mg/1
TR [E]: 47 /NI

RIEH: KA 2H 53 (WAF)

Jiik: 67/548/EEC $54, B3 V, C2.
v FET R B

T8 R A R FE I T B 1

EL50 (Pseudokirchneriella subcapitata (%£%#:)):> 1 mg/l
FRERINTR]: 72 /N

NI KRE L5 (WAF)

J7i%: OECD M =)0 201

FVE: FE TR I H S

TERR SR fif vk BE I o 2

NOELR (Pseudokirchneriella subcapitata (£%3E)):> 1 mg/l
FRERINTE]: 72 /N

RIS /K& 457 (WAF)

J7i%: OECD M =)0 201

FVE: FE TR I H S

EC10 (Pseudomonas putida CESLEMIEE)): > 100 mg/1
FRFRITE]: 16 /N

RERA: /K& 457 (WAF)

eV He TR o O dhE

E4E M NRIRE 75 A
ik H TSR R
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024/09/28 801077-00020 A4 H H #: 2016/07/15

EMERE S

Hr:

TR R EREE:

"E$@$/7J(§J\ﬁaf%iﬂl : log Pow:> 4

B REBHE

TeEHE TR

HAIREFEEH

TeEHE TR
13. KFEMLE

KBk

JRFEAk 2 i D OANER R KHEN KA

2y AL 1,
15 L35 D NOKE IS AR RS I E VR AT R 3 AL B 3 O AR AL E
WIE HANER : FARAd P AL

14. BEER

H Frig i

Fi3Z (UNRTDG)

BA E w5 : ANEH

164 [ i i 44 D OREH

25 D OANEH

TR e 6 14 COREH

L2525 D ANEH

Fr2s . ANEH

I A B

%23% (IATA-DGR)

UN/ID %= COAEA

Hk A [ 3 B 42 DOREH

e D ANEH

IR E G Y N i

25255 DOREH

bR COANEH

AL (Tis k) D ANEH

AL (i k) DO ANEH

#$i2 (IMDG—Code)

BB H g5 DOREH
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

€ MSD [} e

&N &7 H #: SDS %5 HIAETT H #: 2024/04/06
3.0 2024/09/28 801077-00020 B4 H #: 2016/07/15

A [ s i 44 o ANEH

25 COANEMA

RE a1 DOANEA

252 51 DOANEA

PR2 D ANEH

EmS #£%5 o AEH

WEPES ) G2/) R

% (MARPOL73/78 A%1) BN 1T F1 IBC FN
AN3E B 77

B
GB 6944/12268
BA B 5 D OREH
64 [ iz 5 4 Bk D REH
FH D REH
KB fa R M DOREH
FEEA G DONEA
P25 DOREH
WG G/ S
FFER B VG TE it
A& H

15. EHER
ERER
BRI B V85
A 5 2 B A
fE A2 i H 3% e AR H %, HFEfEkib

i A2 i B fa R RN (GB 18218)
H S EE R fE RS S A ok

5 A =M R eI 57 3RS 5551
R H R

PSR YR B O B A B AL S it B DI B
o ] P BR A L 1A B A SR

SR R EE

fin PR 78 SCRIf 5 J U o

RIIN

RIIN

ARIIN

RIIN
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 HIAETT H #: 2024/04/06
3.0 2024/09/28 801077-00020 A4 H H #: 2016/07/15
T il BEAL 2 i ) 23 SR i A 5% CORIIAN
KL
BEP= b A o YA 8 2812 fE 22 b
PR RAE T HE X THFEER:
AICS DORIE
DSL DORIE
IECSC DORIE
16. HAhfzHR
BT H# ©2024/09/28
HMER
Sk D ONEBEIAREE, EERVE TRl SDS. OECD eChem [ W) 3i48

RER, DI F &R, http://echa. europa. eu/

A LM B SRR AT — AR WA BEAT TIBAT

H 3% =X : %/HA/H

FHENEFRAS

ACGTH D SREEUR L DA R 2 (ACGTH) Z IR (TLV)
ACGTH / TWA D8 /NI, B RDINACTEME

ATIC — JKFNE T AL g s ANTT - PP E KRGS ; ASTM — SEE B R SZIG b 2 ;
bw — fKEE; CMR — U, SRS AEEEYR; DIN - MEREMA:S; DSL - mEKERN
MR 455 ECx — Bl x%RON IVEEE; ELx — 318 xSRI FAM 2, EnS — Nafkjf; ENCS
- HABAFHAEYRA S, Brex — 512 <%AERKNMKRE,; ERC — NAEFER; GHS - &Rk
G RS ZERI S ; GLP - RAFSLI=EMIE; TARC — EFREENT AN ; TATA - EFRHLS
B¥ithe; 1BC - [ PRicsis fn fa G ib 25 S A A S A8 4 JUU ; 1C50 — Mk fE; 1CA0 — [H
PrECHMIZ S, TECSC — HEIMAFYR AT, MG - Eprigisa iy, M0 - [EprigH
M ISHL - HATM 24 ff@REZR; 150 - EprbrE b 44, KECT - & E A L i 44 5%
LC50 — AR NFEF BB E; LD50 — MR AL BUtE CEEEEE) ; MARPOL — [EFRBh
IEARAIE RIS G2 A2 noo.s. — RAFIMAM; Neh — FFHAIE; NOWEC - LAl CHF) {EH
WPE; NOA)EL - LA, CHFE) ERHFFIE; NOELR - JErf WAEH G2, NOM - SBPYEF 24 0F;
NTP - EZEFBH MR ; NZToC — Froi 2 bW 45, OECD - &Fr&/E SR EHZ; OPPTS -
OG- ARFIAEHFBURIIAZE; PBT - FEAME. ARSI ; PICCS — FEfsE
e SEYR 425, (QSAR - GEE) 5 —IEMEC R REACH — BRI S FIHEH KT 10
SR EM . VA . FRBURBRHNERE (BC) 1907/2006 5 ; SADT — H N f@ie &, SDS - %4
ARV T ; TCSI - SIS LEMRTEM; DG — G Wigk; TECI - REEEALEYIRTE
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o2 e R U COMSD /A v

%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H 8A: 2024/04/06
3.0 2024,/09/28 801077-00020 A4 H H #: 2016/07/15

M. TSCA - EEFHEYRESHE; UN - BE&E,; UNRTDG - BREE T B EYEHr T,
vPvB - mREAMERE A RS WHIMIS - TAEZ T fak G S R4

BT

ERRAIP N SHfifE, AL EHORUEIIAS (SDS) T A 2 HIR ML IR BXERCiR. tE B A ME%
ERAE. ML T 6k 2. EMRATITEE, AMUERART AR PR BUR 2 B .
BROCARESL, LRI HIE R RS54 SDS TARHE MR EM B S, 2 SDS AR ST ff
AP RHE & (8 S TAE PR AR, MR AE R TER. FORHHT N o 2 A5 8 PR 858 T s s 1)
BAEL AR I TAERE T SO R B A, BRI R e SDS MRHIE I TEPEAS (i
EHD

CN/ZH
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