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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07
1. 2SR AANERR

P2 Eh AR : Olmesartan / Hydrochlorothiazide Formulation

il i P BREERL A B

1) 3 P B AL I8 7 44 PR . Organon & Co.

ik : 30 Hudson Street, 33nd floor

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

IR : +1-551-430-6000

N B L © +1-215-631-6999

EE, - HIS 4 S : EHSSTEWARD@organon. com
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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 8 SDS %5 HIIETT H #: 2023/09/30
4.2 2024,/04/06 402491-00020 A4 H H: 2016/01/07
e 16 14 3 B H360D R] BEXT R J Lk il 3
H373 K x Bl vl gE P E 4 5
Pt 1
P201 15 FH AT HUS & FHULH .
P202 £ [0 T BT e &R iRt ) 20 #Wsh .
P260 ANE A K4 o
P280 FBH T/ B iR/ FB 3 AR ER /5 i B
R R
P308 + P313 Wndzf B oA 5ErE: KE/HH2.
&7
P405 F7 AL AN »
RFME:
P501 K5 N 254/ 25 23 B HEUHE I IR D A BT Ab 3
WER R R

RIEHUA 5 BT T 03K,
REEEH

ATRERTIG LRI . KSR R S HE T

HIEGE
WRIEHA E B L FIHT 9,
GHS R BEHFEHHEHAhEE

PERE

Hor 2B 55 R I 1A 2 S OV LB R
Sk B 2 5 AU A0 S R kT
TN AR PR B AT H e A 18] AT RETE OB KR o 22 2 R &4

3. B/ HRBMER

Y/ IR G RED)
Moy
T2 2 7 WETRBELS | WESORIETEE (b v/v)
(CAS No.)
Olmesartan 144689-63-4 >=1-<10
YR 9004-34-6 >=1-< 10
Hydrochlorothiazide 58-93-5 >=1-<10
4. SHIEE
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Olmesartan / Hydrochlorothiazide Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 wHgmH H#A: 2016/01/07

— R DS AN G, LR
FEREIRFF S AT $H0, R
LN DOMMRN, R R AL,
s
Bk A Do, SCRIAAE AT KB KL Rk .
i 25 5 G A AR AT 4
Hks.
HHT A AT 2 R R -
HHT A AT S Uk
HER 42 i DOEENARES, FUKTE g
R RNBOR A RFEE, BER
A DOAE. AESInt.
HEs.
PR Ak 1
T LR RS D OATREXTIR ) L A
KB B AR A AT RE AR 5 4%
5k B 2 5 AU A B e kT
Bk 5 IR A 2 T EUE R
X ORI R DRSNS NGRS, E T BEAFAE 2R R I O T A
HEREIIA NP2 4 (S W5 8 1) o
xR A R AR R DOERBATT .

5. JHBHTE

R KI5 K K DKW
EIIRZZSIIMN
AR (C02)
T

S K K DR NARIE.

1R 31 e G 1 D PR S AR, VN IR AR TR B TE S IR
B, WERGIARAE S KR, IXE T R ER B
AR = ] R S @ A

qEREE DR
HENY
e s
EaRe a7

RIR K K71k DR R UM PR R A A 0 K S i
KA FNRITIT I 7 s o
FELZENTFIT, BHRBIFRE.
HEI .

BTN R R ORI 5 % DOEERKIEUUT, Rk E IR
BN NBIP 3%

6. MRS ALE
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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07

NGB . P& o AN AR L.

SHEREF WA E R (S 7)) AN AP 2348 (S 05 8

) .
BRI 1 e DR R IR

BNREM TR 22 4, TTRIUE It By 132t — 20 ) Tk e s H
TRBE AL B 3275 G iR K -
USRIV B AR Y, BB RS R .

MR SR SRR TERRDTE ¢ TR A R ) ISR AR 2 A A P AL B

LA P ) Ak B R B b AR AE A PO (e R4 2 s iR B R R
D -
B BB AR AR R IO, RSB R I B — e IR 2
TSR E IR G -

5 B ] SR AT RS T X R AR BRI AL B, DA B
HERC Y A8 T AR AN o 187 2 A7 ) & B .
A SDS 5 13 HB 0 FIEE 15 38025 T e Hh 7 B X 2R 11
PR EISH

7. BIELESMHE

BIEAE
TR it D AR I A A AR AT R A

et 7e TP Tt AR S HEMIMI BRI, B PEIR R .
Ry S B A THTE X DR R, TELE R B KR TR .
K7 N RE S R DA B R R AR -

L VN

ANEAM .

6 5 R M4 A

b J5 AR T 8 B2k o

BT TARS T R FE VP ISR, 1 R ol A A 22 4 i

AT AL ER

RIFARE M.

Rl 22 A7 A AR 2R B B R IR L

AN P DR 55 75 25 5 AT o

20 2 PR A KU

KI5 8 it B 1 FRUORE T

AT AN B L OK BRI A .

AN IR IR PR R R R A
B 14 A A HE ) Al

2
Z AR DA IE SRR A AR A
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Olmesartan / Hydrochlorothiazide Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 wHgmH H#A: 2016/01/07
AL ZT A .
PRIFE A
Yo E F A i B E R I A .
R COE S T AP RIS R A
o SE A )
(Y pst DG E IR R ILRIE

8. Befh il A1 B

e 55 4 R B R L B ok PR AEL
Hoy Bl | BUERIZE R EHIZE BV | KR
5 (CAS No.) | (#EfbjzaX) i3
Olmesartan 144689-63-4 | TWA 30 pg/m3 (OEB 3) | P
BHRME 300 pg/100 cm? P )
AR 9004-34-6 PC-TWA 10 mg/m? CN OEL
TWA 10 mg/m? ACGIH
Hydrochlorothiazide 58-93-5 TWA 100 pg/m3 (OEB N BB
2)
T s D TR AR N A A T AT, AR A S A i R
FYE (GMP) O JEIHRAE, DAERIP =i L ARIERER .
7 BT Gl ) B AR E NS &4, H b7 b &9iT
BRAZEMMTT (FlanIr o AEL) .
JE] e gk IR
MEBT 3%
LR &Nk DA R R REHEAGE K, B B R A s B iR E T
HEF R FE IR B, A F ORI R
TEAR R ¥ TR
AR By 47 R A RS bR e A ER R E H B
WR TAEM SR BIE S IR 22 SR BT 25, i I s & 1
FHB.
WS GE A AT RE B A B . R e, 1 R
s H A LR A I TR 15 45
B A B A B 4 D TAEARBSEIR AR
R EPAT RS, FREASMOSER (e, BE. —X
PERMRD DA S Je DA R ok
A5 FH 3 24 A BR R BR AT B 5235 A AR
FHi
Zps bith F&
H/E CIES7 S TPIE
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Olmesartan / Hydrochlorothiazide Formulation

A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
4.2 2024,/04/06 402491-00020 A4 H H: 2016/01/07
DAt TN A LR SR R AT RE R AL 2 N, TEE LAEI P I 4R

PLERHE M RG22 =

R, AR R .

WA AR Ve e T AT FE -
ARMRtEE, MRS TR . SEr A
A BRI A SRR L T AR B BT AR
iz AT Bz .

Gy (R4, <k)

9. FALRFM:

CIDYIRSEERIN e

B, SREEWIS el
AR ToHE R

R EE ToHE R

pH {A THE TR

H5 R/ I R THHE R

IR Beiit TR % R

TN s ANidi

PR TEAR ANidi

AN KRB B AT H T R A 18] AT BE T OB PR R R
.

SiiRME G THERE G R
EIE IR SR ERR TE B Bk
JRYETRIR 1 SR TR TEHE Bk
ERE i
BT i
B /RN THRE vk
K TEHHE B
e

KB TEHHE B
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Olmesartan / Hydrochlorothiazide Formulation

A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
4.2 2024,/04/06 402491-00020 A4 H H: 2016/01/07
1EEF /KA T R 8 ANiEH
H PRI TCHHRE TR}
SRR ToHHRE TR
R
BEhBE ANiEH
TRV TR SE
At LW R B TR S A 4 2O A AT
s &
AR
iz TCEH Tk}
10. Fose A NP
SN KM TN S N S
Fae B4 T RE.
1 65 [ vz L. AbEE eI AT I B R B T RETE BB KE R A S SR A
.
CIRST A% -3 N R
N 38 G 1) 25 A FAN ST ID TR
BEGA A
LY AL
VAR aaeY] WA FERHI Rr= 4.
11. FHEHZER
B e /PN
J B
T
AR 5 22 ik
SEE

RIEIAF BT TRET K,

I
ars st

SR AL THE: > 5, 000 mg/kg
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Olmesartan / Hydrochlorothiazide Formulation

&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07
Hik HE TR
Ha
Olmesartan:
SEZ O LD50 (KE): > 2,000 mg/kg

SERA BRI

Sk B R

HFHER:
atEgs O #

SERA BRI

AL R R

Hydrochlorothiazide:
Sk R

B JERFB o/ 7k

RIEIAF BT TRHET K,

24y

Olmesartan:

I

Hydrochlorothiazide:

LD50 (/N): > 2,000 mg/kg
LD50 (K): > 1,500 mg/kg
BTk TR PR

BTk T PR

LD50 (KER): > 5,000 mg/kg
LC50 (CKH): > 5.8 mg/1
RFRIT A 4 /N
DR By b/ 5

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

LD50 (KER): > 2, 750 mg/kg
LD50 (/NE): > 2, 830 mg/kg

LD50 (K&): 990 mg/kg
PeB IR KA

LD50 (/NB): 590 mg/kg
PeB IR KA

8/18



He B AR B A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07

Tl g -3 )
ok D O BURR B

2 25 HRL B 45495 / L3R
WRIEHA E B L F T2,
Hay:

Olmesartan:

s R R

iR DR R R

Tk o HRHEGREE (Draize Test)

Hydrochlorothiazide:
s KR
iR DR R B

IR G B ke

B frit

RIEIA 5 B ERET K.
IR

RIEHIA 5 B ERET 2K,
Ha:

Olmesartan:

FefihigAt RS
L D RBE TR

ATEA B R
WRIEHA E B L F T 9.
ZHA4:

Olmesartan:

PRAHE TR 251 D TR AR el R R A (AMES)
g5 5% T

SRR BORARME (ARSI PLh ) 4 a8 A4 156D
g5 5% BT

DRI : A G122 X
MK R GE: v E B U 4 A
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Olmesartan / Hydrochlorothiazide Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 wHgmH H#A: 2016/01/07

25 5 Btk

bR i A N 7 N i R W
a1 B

A P L DR 2 1 DA R
FlE: N
Yl 2K RS
VA 30 e 2N

aE 5 B
AEFEAN B AR - PG DOMKIEE A E AN R CUASE A A AN B AR E R

HFHER:
AR A IS DR B D ARSI g (R 2 RAR RIS (AMES)
aE 5 B

DR SEAY ;A A L 3 4 200 o 3 TR 29 A X 6
a5 B

A P JE IR 2 1 e ~e B i BRIy Al ok €35 v G N A A U SR o)
g /N R
REIRE BN
g5 M

Hydrochlorothiazide:

A A DR B D AT g (el B R AR RIS (AMES)
a5 1 Y

TRAZETY : Yufr (AR AR
MR R G H E G R0 40
ah 5 [

TRSETY ;b ok e 0 AR AE i 56
MR R 55 E A R0 40
251 Btk

DASRAL: AR A S5
MK ZRGE: /I Bk ELR 41
g5 Bt

A P 3 IR B 1 5 U R AR SR N
Mg o EA R
AMRZRTL: B 58
2R
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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07
TR A A4 N R0
FhlE: N
P ETY: HRE
gk g [k
A FHAN B AR - PG DOMIESE A EAS R LU A A B AR R
BUE
WRAEBA 5 B L F AT 2%,
HA
Olmesartan:
= N
PR Rz AN
e A D2
gh R DB
e VAN
REIRG 2y u
e A 6 H
gk DOBAME
HHER:
R N
PR IR DOBA
A D12
gh R DB
Hydrochlorothiazide:
e DR, M
PFFIRT A ZYn
ey AN D24
ghER DB
e DN, HEE
VA B o 2w
e A D25
gER Y L
e DOORE, HEMEAMENE
VA Se DN
SR I [] DO24F
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Olmesartan / Hydrochlorothiazide Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 wHgmH H#A: 2016/01/07

g DOBAM:

etk
AT BENH R ) Lid i 2
Hay:

Olmesartan:
ot ShE M B R Y1 7 I e S = T
E KR
PREFIREZ &1
A F 877 NOAEL: 1, 000 mg/kg 1A=
gE 5 XA E TCRm

XTHR LR B R DMK R E
T KR
PFIRL 40
& 1000 Z 55 AT 57
g R

MR K E
g X%
PERA &1
FE: 1 2T
ghE L TEEEH

MARRAL: K H

g KRR

PR 41

KRG EEME: LOAEL: >= 1.6 mg/kg A
JEMR: KIS . , RE T

GEHL PR R R B IR

AT - VA LR NRIAT RO, AR IR KR B .

HFHR:

o E B 1 PR B DR — AR A
FhlE: KRR
PRI BN

251 Y

XTHGILR B R DM A E/ RIAMG R E
g KR
PEIRE BN
ghE 5L T
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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07

Hydrochlorothiazide:

o B A 52 Y 7 i N e T
R KR, BEPE RO
YRR DR (D
4= H e /7: NOAEL: 4 mg/kg {AH
g X EE MR

MRZRA: A F R

Fh e /N ER, A R
YLREIRAS: DR (MR
B B 7 NOAEL: 100 mg/kg 4K
g5 XA F

bay Rl A= Riol- Al DMK RE
Pl N
PeRFIRFR &1
9% & 2% NOAEL: 3, 000 mg/kg A
gER TEEUREA

MARRAL: K H

g KRR

PR 20

%G B NOAEL: 1, 000 mg/kg A
g EEE

RIS E RASNE- — k&M
RIEHIA 5 R ERET 2K,
FRIGESERASNE- REZM
KB E R T REIE 2
oy

Hydrochlorothiazide:
AR E COE, RRIRSER

PPk D KWE R B B oot g8 B R .
BEELEEN
44

Olmesartan:

il
NOAEL

2
S =

0 mg/kg
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Olmesartan / Hydrochlorothiazide Formulation

&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A2 H #H: 2016/01/07

PFIRE DN
FFR Y [a] © 24 A
#VE D R EIE R
HFHER:
g N
NOAEL >= 9,000 mg/kg
PR IR TaA
% FE I [A] 90 K.
Hydrochlorothiazide:
g DR, MR
LOAEL © 10 mg/kg
PEIRG R ZYu
ST A ©9 4
S E E, HURSEAR
g Do ZINER, HEME M
NOAEL : 300 - 550 mg/kg
REIRG 2w
T a5 (7] R
%VE D T ERERMRE
s R

© 50 - 200 mg/kg
PRIRRA Rz
7% B[] 9 A
EAE D HURSER
WG E
WA E B LT IRAT 5%k,
ZHA4:
Hydrochlorothiazide:
TN BT R
NER BRI
ZHA4:
Olmesartan:
HR % 2 i SR R B ) ek
gA AR R E
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Olmesartan / Hydrochlorothiazide Formulation

&N &1 H 8 SDS % 5 RIAEIT H 1 2023/09/30
4.2 2024/04/06 402491-00020 s gw | H #: 2016/01/07
BVE SRR LA
AR N R HIESE
Hydrochlorothiazide:
IR FR 2% i SR AR R o
TA SRR Sk, LW, Y, %O, I, RIUE, DT, HEER
%L, WRJm
12. £B%2ER
AT
445y
FER:
Xof f ) EEE LC50 (Oryzias latipes (HAREM)): > 100 mg/1
FRTRITA]: 48 /NS
T FE TR R A
Hydrochlorothiazide:
Xt 2P B LC50 (Pimephales promelas (fEkfi%fa)): > 500 mg/1

XA AR AT MY

1

FEAEA R
i

HYER:
E R AR

Hydrochlorothiazide:
K AR E 1

HEMERE S
ToHhhiE v r
TP RIER
ToHhhiE v r
HMASHEEM
ToHhdE vk

BRI Al 96 /N

EC50 (Daphnia magna (/K#%)): > 500 mg/1
FEFEIFIA): 48 /N

SRR P AW B

IR 46.2 %(96 /M)
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Olmesartan / Hydrochlorothiazide Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
4.2 2024,/04/06 402491-00020 A4 H H: 2016/01/07
13. RFLE

B

JRFEAL DOANE R KHEN T KIE .

12 Y L AL PR
15 Gt 28 D N AR IR V] IR S AL I BTG AR B AL E .
WITC A ANESR : FAAH F = S AL

4. BHER

H b

Ffi3Z (UNRTDG)

B [E g5 D AEH

164 [ s i 44 D AEH

25 D ANEH

IR EL S G 1t CORE

255571 DOANEH

bR C O ANEH

SR E B

2212 (IATA-DGR)

UN/TD %5 AEH

B A [ 32 44 A D AEH

el D&

IR EL S G 1t CORE

25557 © O ANEH

FR%s D OANEH

AL (Triz kL) D AEH

AU (12 kL) © ANEH

¥§1Z (IMDG—Code)

A [ g 5 v S

Ik A ] i B 44 D ANEH

25 D ANEH

REfaR M L REA

el D AEH

bR D AEH

EmS £%5 OREH

PRSI G2/8) Y

% (MARPOL73/78 /A%7) B I1 F1 IBC #EN

ANIE TR 7= i

EWER
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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 8 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A4 H H: 2016/01/07
GB 6944/12268
A B 5 D REH
B4 [ 8 B 4 . ANEH
el DOREH
TREL S G D&
AL DOANEH
% D ANEH
BRI G2/ 1) B
FRERBH YT it
ANiE
15. ¥HfER
&RV
BRVSR B vE v
5t AL S A&
Sy FEAL 2 S 2 SR T R E % D ORAIN
KILARP
P2 i BT o AN B T 2R 18 fE A 2 b
FERERATE THZZFRFILER:
AICS CORME
DSL CORME
IECSC CORME
16. EfbfER
BT H 1 : 2024/04/06
HfEE
SR D NEEAREE, B kIR T Rl SDS. OECD eChem |17 9344
REER, DR E PR, http://echa. europa. eu/
H k% 3% . fE/H/H
FHEENE FEES
ACGIH D REBUF ML PA AR 2 (ACGTH) Z B FR{E (TLV)
CN OEL L TAE A FER RPN EMIRE - A FERER
ACGIH / TWA D8 /NI, B TEINACTHME
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Olmesartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
4.2 2024/04/06 402491-00020 A4 H H: 2016/01/07
CN OEL / PC-TWA D EEDINBCE I A RIR

ATIC — WORFIE Tl Al 2 i 5 S ANTT — 7 [ RGOS LA . ASTM — SR AP RESEI8 42 ;
bw - AL, CMR - B, BCRAVESUERSMEYB; DIN - fEERHELES DSL - IEKENA
WP T, ECx — Bl xR ELx — SHE xRN Ffi3e; EnS — MEHHHE; ENCS
- HABA BSR4, ErCx - 5l x%EKERKREE; BRG - RIEJER; GHS - &Bkik
G 2P FMBRZEHIEL ;. GLP — RAFSEIGEML; TARC - HEPRREERT SN TATA - EERHIE
Zftha; 1BC - EEsECRIzMfaR b F A A IE B & U 1050 — H4MHIKREE; 1CA0 - H
PRICHALAE S TECSC — HEBLA #4456 — HErigiafahaley); Mo - HpsigH
1L TSHL - HATbZz MRS, 150 - EErbrifb42!; KECT - whEIA LEM R A%
LC50 — MR A AU LD50 — MR AFFF AR CEAEUBEE) ; MARPOL — HEERE)
IEFEAIIE S R AL ; noo.s. - RAFIBAR; Neh — FFRME; NOWEC - Tl CH#H) 1EH
W NOWEL — KR W (%) {EAFME; NOELR - Jorl AR fifiise; NOM — B af ¢ 4 Ak ;
NTP — [EZKHEFEE AL ; NZToC — Hrobh = # Wi 45k, OECD - b e 5K EALL; OPPTS -
TGOPIa . R HGIRE YR A S PBT - AN, AV RBHEM SRR PICCS - FEMR
S EMRAR; @QSAR - GER) Zf—3&PER AR, REACH - BRI S MBS LK T
SRR EVEM . PR BEBCRIBREIERL (BC) 1907/2006 5 ; SADT — H WU AEIESE; SDS - 24
FARVEMI A TCST - GEEEAFBLEMN; D6 - ARz, TECT - ZRE ALY R
B TSCA - REGHYFEHIE; N - BEE,; UNRTDG - BRE [E K T ek St iafm it g i 45
vPVB — ERFAMEME A RAERRT . WIMIS — TAE a5 B R4

I

BN IR AT, A R B S (SDS) A 2 H IR L5 BRI TE R . S5 B A R %
SRR ML NI Al sk, AEMRATIAER, AR MR B CRIESS s U W S
BROCAHLESS, BERFEMEREE R EA SDS TARH 2 KR € RHE <, 2 SDS ARG AR T
AP RHE & B SH] TAETARURE I, SRR IS B e R AR P S8 AR R E PR8N T 75 A5 A
BfEL A I T ANk TT SO RIS BRI, A 2 i SDS ARG FPEPEAY (A
EHD

CN/ZH
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