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A A Y & ol 20

P2 Eh AR Olmesartan / Amlodipine Besylate Formulation
il 1 A B AL LR 45 2
i) e e B AR SV 7 44 R Organon & Co.
ik 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
SRR 551-430-6000
N 2 LU 215-631-6999
EE, T HIS 4 i EHSSTEWARD@organon. com
HEFEF A R 1 i
et & HI 251
2. faRr MR
RRBERER
VAN RN KR
it ToEdE Tk
RBR ToEdE Tk
AT REA . GO EIRAIE . TREX IR LG S S . KA YA E I B A KRS

GHS fafa A
AEREME (2 0)

71 B FR I 45477/ AR R
A FE A

At GED KAEBE
KWK faH

GHS & EER
E3iAL

ek
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 W) H #A: 2016/01/07
£ [ 14 358 W . H303 FWHW R E.
H319 i ™ 25 AR ) 334

H360D R] BEXT R ) Lk il 3
H412 XK A YA 9 BA KRR m .
57 ¥ i BH ﬁilﬁﬂﬂé’ﬁﬁ
P201 {5 FH AT HUAS & F Ui BH .
P202 1E I8 T BT AT U 70 W30 .
P264 15V 5 MR i R 1k
P273 WAL
P280 k4 F &/ b3 iR/ d85  HR BB/ 88 4 1 .
R
P305 + P351 + P338 Wit NBRME: FH/K/NCse L%, ansg
R IR B - mT 7 b, U BRI IR 5. 4k aLphik.
P312 Qs A&, Iy 2ckobn /R A .
P337 + P313 Ay IR SREE /52 .
&
P405 F7 AL AN »
RFNE:
P50 1 5 P 254/ 75 %325 B HEHE R SR YD AL HE | Ab 3

WAL fE

YDA F B FTHEAT K

REREE

HWEATREAT . ERCEE IR AT REXT AR ) Lid R
HEEE

SRR E. WAREADHFEIHFRA KR m.
GHS KA HAMEE

Sk B 2 5 AU ) B R kT
AN AR PR B AT H e AR I TR] n] BETE OBR KR R B 2 SR S -

3. B/ HABMER

Y IR AW D OREW

4y

b2 b 24 R L E=3'E Eoalin= W R (% w/w)
(CAS No.)

HFofER 9004-34-6 >=30 -< 50

Olmesartan 144689-63-4 >=10-< 20

Amlodipine Besylate 652969-01-2 >=2.5-<10

—EALER 13463-67-7 >=0.1-<1
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Olmesartan / Amlodipine Besylate Formulation

A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021/04/09 402554-00013 BVIgmH H#A: 2016/01/07

4. SR

— B DM FESEUR A ER, L E R .
FEREARFF EE BT HH0, BRER

LN DOmRN, R R T AL .
HEs.
B I i D ndEf,  SLRDAE AR R K R BE Bk -
25 TS S A AR AT 4
s
BT AT B VAR -
B AR T U
IR 42 i DOAnANEEE A, SZEI TR RK PR IR S 20 16
MBFEIR G #, W e, BB,
HEs.
A DA AESInt.
s
FHZK B
H HL L R RE RN e DA REA
1 ol ™ B R A
FREXT AR ) L 1
Sk Bl 2 S AU A B e kT
X ORI RO 1R DSBS ARGE RN NGRS, R REAF A 2R R 1 O T RN A A
RS AR e (S 55 8 49)
xR A R AR R DOERBATT .

5. HBIfEE

KK T3 K K DK
i} Y I
ALK (C02)
ZETH

AN I I K K DORNARE.

R 3 fE B 1 D BHIE RS ORI R R, /NG IR AR TE B 78 0 K
B, WEREIEAELE S KR, X T R R E I fE
LA IR ] B S X S

A ERBE DOBREMN)

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

BTN R R IR DR 5 % DOEERKIEUUT, Rk E IR
(O RNIE/E S

6. IR SALE
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 W) H #A: 2016/01/07

NGB B & Mmn o AN AP

SHEREF WA E R (S 7)) A AP 23E4 8 (S 05 8

) o
R i DR B R

BNREN R 2 4, PRI I Bly 132t — 20 A ke s H
TR B IR AL B 3275 Y iR K -
BUARTCIR ™ A Y, ROE AR R .

MR EE S YR TERRDT IR ¢ TR I R A PSR A 2 A A T A AL B

LA P ) Ak A R B b AR AE A PO (e R4 2 iR B R R
D .
B Ay AR I UUAR, BRIHREE R T Ik 31— B IR BEIN 2
TSR E IR G -

iy B SR AT RS T X R AR BRI AL B, DA B
HEFBCH s P B R R B o 18 75 B AT 5 T 9
A SDS 5 13 S A5 16 38025 T e 7 B K 2R 11
EESENSE

7. BIELBESMHE

BIEALE
BOARS it D AR I A A AR AT R A

RMEFE TP Tt WL SR Bk, SR PEIA ST
Jay 8 B A THTE X DR R, TELE R B KR TR
K7 (- RE S R AN ELR R R AR -

AR

ANELFH

AN B AR -

Pl JE BT 8 B Ak o

BT TR PR B ER, 1% I8 RAFH Tl AR 22 4 i

IEHEAT A

RIFARGE .

Rl 242 07 A AR 2R B B R IR L

A FH I R R 75 25 5 AT o

28 8 YA KU

KI5 8 it B 1 FRUORE T

NGB IR IR B IR B R R A .
B 1E A 2 FC ) S Rl
e
AT DA IE SRR IR A AR

FETBAE BTN B o

DRAF S A o

1% [ 5 R A BRI AT
S DB S TR SRR R A

SR AL
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Olmesartan / Amlodipine Besylate Formulation
AR &1 H SDS %5 HIAZT H #: 2020/10/10
2.11 2021/04/09 402554-00013 A gm ] HH#A: 2016/01/07
FLAER R DORNEE IR R LARIE .
8. BrfuhdEhlFIANMERGH
e S5 20 Rl S R Y Ak PR EL
Hoy 2ESCH B | BUE R B BFR | KR
5 (CAS No.) | (¥fbiE) B
AR i 9004-34-6 PC-TWA 10 mg/m? CN OFL
TWA 10 mg/m’ ACGIH
Olmesartan 144689-63-4 | TWA 30 pg/m3 (OEB 3) | LK
EERRAH 300 pg/100 cm? D)
Amlodipine Besylate 652969-01-2 | TWA 20 pg/m3 (OEB 3) | HHERH
EERRAE 100 pg/100 cm? D)
AR 13463-67-7 | PC-TWA (&% | 8 mg/m® CN OEL
HAAF B G2B — w5 NRBUEY)
TWA 10 mg/m’ ACGIH
(ZFAMER)
T s D BT LA N A g B AT, R A AR T R R
FYE (GMP) FOJEIHRAE, DAERIP =i, T ARG .
T A E N E AR ARV LAY, IR AT
BEAZEPM T (BlnF ORERS) .
AT g R
MEBT A
LR &Nk DA R R REHERGE K, B B R A s B iR
AR F AL AR, DU PR R
PUR g D kA
HR T 15 47 D RS R R ) e A R B H B
WL TAEM S BIE s Bk 2B . ZORPIBmE 25, i I 0E A 1)
P HS.
WA AT RE E B B 4y . SR BB 5, 1 (i sk i =
ol H At PR A B B A o
i R AN A B 4 D TAERRESEIE AN .
RIBBEPATIIMES, FRASNIER CnkhE. FHE. —
PERCAR) DA G i IR AR R ok
A5 FH 3 2 TR B A AR FE R AT BE 5245 G AR W)
Fpid
g L P FEE
HVE D AEBEBRANTE.
TAEE D WnIRAE SRR F R R AT RE AL S S, TETE AR AT iR

PEHRAG pi e RGN 2=
(R PRV § ST SR
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Olmesartan / Amlodipine Besylate Formulation

A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021/04/09 402554-00013 BVIgmH H#A: 2016/01/07
YL AR IR Ve e T T BT .
BRI WIZE, NEH.: TREEHETES. AEmAN s
M AIE AR SRR . Tl PAERE v . YT MR
& AT B .
9. FALARFM:
CANRSTE TN MR
B ToH s okl
als ToHHE Tk
SRRE oA TR
pH E o Tk
A5 0/ ] ToHHE Tk
A A AR ToHEHE vk
DAP= RHIN
PR IRR RIIN

Gy RRIE ([, )

oK G
FRIE_ERR 1 AT R R
PRIE TR IR 1 AT T R

M. AbBREEEAT
.

TeH ¥ Bk
TeH ¥ Bk
TH AR TR
RIIN

RIIN

T EE TR
T EE TR

T TR
RIIN

T TR
T TR

HE R A I WT BETE B E 1 2

= E
TRIRE
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 W) H #A: 2016/01/07
=
BB CORBIN
TEVERE D OCIRIEE
EERAR 3 D WY BRI AR SN E AR
Kz DO EBUE R
10. Foe A = P
R LR N R
Fase COIEEAM R RRE.
A 59 A DO, AbEE BT H e B R A R AT RE TR R NEER R S IR S
.
CIEST R TR
I 38 B (1) 24 A s KJaRkAE.
TG R A R
B R il
TGRS 4 R =40 DA BRI R .
11. FEHZER
Pefihig 1% N
F7 W il
=N
R A 4 ik
SHEEN
G AT R 3.
I= e
atEg D AR TME: 3, 354 mg/kg
Ty i E T
ZH A5
HFHER:
argnEs © LD50 CKR):> 5,000 mg/kg
TERN © LC50 (KR): > 5.8 mg/l

ST 4 AN
WAL 12/ 0%

S B R : LD50 (FKf): > 2,000 mg/kg
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 BVIgmH H#A: 2016/01/07

Olmesartan:

A O : LD50 (Kf): > 2,000 mg/kg
LD50 (/IN): > 2,000 mg/kg
LD50 (K): > 1,500 mg/kg

SRR DORE: REUE TR

SRS R A DORE: REUE TR

Amlodipine Besylate:

Skg O . LD50 (KH): 393 mg/kg
&4k

Stk O dE : LD50 (KE): > 5,000 mg/kg
SVER TR © LC50 (KE): > 6.82 mg/1

EFEWA] 4 /N
TR EREE: /I 5
PR A5 BR ST A N5

B R 8ol 1
WAREIA E B F AT 928,
4

Olmesartan:

Uk N A A

ZE ALk

e &
R D TR R

28 HR A 4R 405 / HR R
17 Y R
ZH 4y

Olmesartan:

s R R

g D PR IR B R

Ji o IRANEGREE (Draize Test)
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A &1 H SDS %5 HIAETT H #: 2020/10/10
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Amlodipine Besylate:

s ES

g Ja) B ) o

ZE Ak

s ES

gh R T HIR Fi 7] 3

WP B 7 kit i

)54/ SUR::

WA S B L HF T K.

WP R st

RIEIEE BT TFHT 9

4H4r

Olmesartan:

Hefihig 5 D R

HKE N W% €/ Th A

& AREK:

AR SRRk L g5 5  (LLNA)

Pefhigtz DR

AR SN

g o AR

A FH A B PR

RHEIA 1 B R HET oK.

oy

HFER:

PR AN PR B 1 WA AR TR [ 5R RAT LGS (AMES)
gE B [
WAL A AN LB ) 20 i 22 ] 9 A8 X 63
251 Y

A P 2 IR B MR WAL YL AR B A e (R 9 4 BRst A% X0
Fhla: ZNER
PFIRE BN
gE B [

Olmesartan:
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 W) H #A: 2016/01/07
AR A IS DR B D AT 4 (R 2 R AR KIS (AMES)
gE R M

AR AY: BRAS M (RS Ll 4 i i 4% 56 )
2E 1 B

TSR : AR A e o A i A2 1R 06
MR R 45 E A Rt
25 1 B

PRSI /I Bk B8 R 56
aE 5 B

A A B PR 4 DTSR
Tl /I B
i) TS B

PEFIRER &1

ok ol B

A FE AN B B AR - PRAL D MESRBUE A R DLV A B A B B AR ) )5

Amlodipine Besylate:

AR AN I R B D RS gnEA [l R AR (AMES)
251 Y
A AR APt R i AR 15
a5 B

AR

AR AN I R B D MRS gHEA [l R R AR (AMES)
a5 1 Y

A P 3 IR B Y1 5N i R N K 7 0 A P
Mg /N
ah 5 B

Btk

WHEBA E B LT RAT 5%k,

ZH 4y

HFER:

& VN

Reitpi L BA

TR [A) N

R S
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 BVIgmH H#A: 2016/01/07

Olmesartan:

s N

A Y 2y u|

RN D24

g AR

R VAN

PR Rz AN

SEERIN ] : 6 H

z 5

Amlodipine Besylate:

e AN

PEIRG s

T 2 ) (] D24

g D OBAME

e N

PR Rz AN

T 2 I [A] R

g D P

&bk

e N

PRIRRAE DN G/ ED

% 72 ) [A] D24

WARES : OECD k50 453

gk D OBHME

e D HAERMUHI B AT R 5 AT K.

BUEE - PR D IEEIIR N AR EG TR R B EoE 2 R

AFEEN

ATREXS ) Lid i

Hay:

HFHR:

SoF E B 1 PR B ) DR — AR A
g KR
PR BN
251 Y

G )L B 52 DOMNRSREL: A F /R IR R E
FhlE: KR

PRt A
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Olmesartan / Amlodipine Besylate Formulation

A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021/04/09 402554-00013 BVIgmH H#A: 2016/01/07

S50 B

Olmesartan:
Mo B A 5 DR AEH AR
g KR
VA 3o e 2|
A= BEJJ: NOAEL: 1, 000 mg/kg 1A EE
P = - A

Xt LR B HIEE DA R E
Rl K
PRI 410
& 1000 Z 04T 50
gERL TR

MR K E
g
PREFIREZ &1
g 1 ZRET R
g EEE

MARRAL: K H

g KRR

PR 20

KRG EEME: LOAEL: >= 1.6 mg/kg A
JER: KOS, , RE T

gL PR R R B R

AFEEEE - VPG DRI NSRFUTIR AT, AR R I AR B A R

Amlodipine Besylate:

Pap-Y RN A s AAF /R EME R E
g KR
PEIRE BA
A F 77 NOAEL: 10 mg/kg A=
g5 NAEF e

MWARSRAL: £ F/ R R E
g F

PFIRE BN

"B f8 J7: NOAEL: 25 mg/kg 1A
GER WAEE LW,

Xt LR B IR DR IRRR-R LR B
FlgE: KA
3T e - N
K E B LOAEL: 10 mg/kg 1A
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Olmesartan / Amlodipine Besylate Formulation

fA
2.11

BT HA: SDS %5
2021/04/09 402554-00013

-5 ORGANON

HIAETT H #: 2020/10/10
BVIgmH H#A: 2016/01/07

SR R JLK B IS

TR RHG-HR LK E

FhE: K%

PRIRE BN

R E FEME: NOAEL: 10 mg/kg A
sER WA ) LR B TR .

TR IRAG-HE LK E

g /N

RFIRGE BN

KRG EEME: LOAEL: 1. 6 mg/kg AT
g IR LR B RIS o

Ve WS BRI

RS E RAEE- — ki
RIEHIA 5 B ER T 2K,
RRUGEESERATN- REEM
RIEHIA 5 B ERET 2.

HERELEEN

ZH4y

HER:

s N

NOAEL >= 9,000 mg/kg
PeEImis aA

e A 90 K.
Olmesartan:

s N

NOAEL 2,000 mg/kg
PR FZ4N|

T 8 B[] 24 H

% TC W EIE Rk
Amlodipine Besylate:

s KR

NOAEL 15 mg/kg

DA 20

e A 90 K

& TG A 2 BIAE F A
& ARk

13 /17



WEE R R EBAR YA

8 GB/T 16483+ GB/T 17519 il

-5 ORGANON

Olmesartan / Amlodipine Besylate Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
2.11 2021/04/09 402554-00013 BVIgmH H#A: 2016/01/07

s KR

NOAEL 24, 000 mg/kg

PRI SN

ErS A | 28 K.

s KR

NOAEL 10 mg/m?

RELIEAE LONNC G ED)

Fe R I ] 2 4F

WMANfEE

RAEIAF BT HEAT 2
NS 32 s

il A

A

pil

Olmesartan:

HER 42 i
A

Amlodipine Besylate:

IR I 2 i
A

RER: BT, Sk, SR,

]
B

SR s I ARG
AEIR: AR

ik 2R LAE T .
ARAE NI

SEIR: TR 2 A A
RER: Bts, W, BT, SRR, KB, OfE

12.

EBEER

AEFMH
25y

HFER:
xof 1.2 (1 1 1

Amlodipine Besylate:
X £ 2 (1) B

XA AR TR HESh Y

a1k

LC50 (Oryzias latipes (HZAFE®#)): > 100 mg/1
FEFRIFIA]: 48 /N
vk T A ) B

LC50 (Pimephales promelas (fEkfi%kfa)): 2.7 mg/1
FEFEIFIE]: 96 /N

EC50 (Daphnia magna (/K7#%)): 3.2 mg/1
TR RIS [A]: 48 /NS
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Olmesartan / Amlodipine Besylate Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 BVIgmH H#A: 2016/01/07
XIS/ K AE AR T 1C50 (Pseudokirchneriella subcapitata (£E#E)): 5.6 mg/l
FEFEIHA]: 72 /N
J77%: OECD i & U 201
—EAER:
X} I LC50 (Oncorhynchus mykiss (HT%)): > 100 mg/1

XA AR A TR HES Y

TR FEIHA]: 96 /N
J7 7k OECD ik S0 203

EC50 (Daphnia magna (/K#)): > 100 mg/1

HIEEE SEFEINHA]: 48 /N

T EESS /KA R EE EC50 (Skeletonema costatum (HFEEREREE)): > 10,000 mg/1
FBFRISA]: 72 /N

XA ) B EC50: > 1,000 mg/1
FeFRI ] 3 /N
J7¥%: OECD W4 S 01] 209

R AR REARME

Ha

HFHER:

A B fi 1 gh 5 PUsE A PR .

EYERE S

Ha

Amlodipine Besylate:

1EFEE/ K43 B R 50 log Pow: 3

TIEFRER M

ToEHE TR

HAFFEREEH

ToEHE TR

13. RHFELE

KB

RIS F5 4y AL HE

15 42 K 7S S AR 15 B VE AT IR S AL EE I B A R H B B

WIEHHNER : FEARAE - AL EE
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Olmesartan / Amlodipine Besylate Formulation

fA
2.11

BT H SDS % :

2021/04/09

402554-00013

HIAETT H #: 2020/10/10
BVIgmH H#A: 2016/01/07

14. BHER

H FrvE
[ (UNRTDG)
AME N & 6 i 5 B

2232 (IATA-DGR)
AMEDN b i 7

#53= (IMDG—-Code)

AN Ry f 6y i

¥ (MARPOL73/78 A#1) FWI I1 F1 IBC 3N
AN3dE T HE R 77

& i

GB 6944/12268

AN Ay f 6 i

RRER B G it
RHIN

15.

BEAER

EREM
BRI IR

Fm&ﬁﬁ?ﬁzi*mﬂzﬁé
AICS CORME

DSL DORME

IECSC DORME

16.

FHAtfE B

KB R
S5 3R

BB AR K, Hdl KPR T R SDS. OECD eChem [/ Wik %

ReER, DR RE PR, http://echa. europa. eu/

H 3% X F/73/H

RN E TRES

ACGIH D SREBUF T DA R 2 (ACGTH) Z MR (TLV)

CN OEL

TAE A &R R PO IRE - A ERR
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Olmesartan / Amlodipine Besylate Formulation
A &1 H SDS %5 AT H #: 2020/10/10
2.11 2021,/04/09 402554-00013 W) H #A: 2016/01/07
ACGIH / TWA D8 N, BFEINBCEIME
CN OEL / PC-TWA D EEDINBCE I A RIR

ATIC - JEKHIE Tk AL 2E S B ANTT — V5 [ R EE B IsMiLR ;. ASTM — & ERPRFS28 4
bw - fRH; CMR - o, SRBMESAESEEY R, DIN - MEFRELS2; DSL - MEXKEW
R 455 ECx — Bl xS IMEE: ELx — Bld0 x%N A2, EnS — B2k iE; ENCS
- HAMARHFEY 45 ErCx — Sl x%A KR ; ERG — RiZdEF; GHS - 42 Ekik
SR RARR S T, GLP — RUAFSRIG =M ; TARC — EFRRRERF AL, TATA - E PR =
Bt 1BC - [E Priisiz i fa ki S S A s F s & B0 ;. 1C50 — 2k B, 1cA0 - [H
PrECH WIS Z; TECSC - FHEIAIFIR L 5%, MG - EFrifzsa ey, M0 - EiRiEE
M ISHL - HATI 4 g dEikz,: 150 - EPrbriefb 2, KECT - #hEIA LY 4 5% ;
LC50 — MR NFEPEBOIIREE ; LD50 — MR AFF LBt E CEEEIEE) ; MARPOL - EFRES
IS RS e AT, noo.s. — RAFIBAK; Neh — FHFHAIE; NOWEC - AW, CHE) 1EH
WRE: NOAEL - BT (%) fERFIE; NOELR - JKrl WAEFH 3, NOM — S5 af 22 40k ;
NTP - E BRI, NZToC - Fiti =Y i, O0ECD - P GES KA, OPPTS -
GG ARFFAHFIRIIAZE; PBT - FEAME. AR ERAYR; PICCS - FEHIE
S S EYR 45, (QSAR - GEE) S5iH-—iGMEKLR; REACH - RS FIHEH &K T1b
SEEEM . AL BBURIR&VEAE (EC) 1907/2006 5 ; SADT — HMNGES RIS ; SDS - 44
ARV T, TCST - AVSEEHILSEMBEN; DG — Sl edici; TSCA — XEAHMF P,
UN - BKAE; UNRIDG - BR&HECTak BWisimm @i, vPvB — mke At w48 ZAEY)
Ji; WHMIS - TAESgRfals fs E RS

R Y

BN IR AT, A RS (SDS) A 2 H IR L5 BRI TE R . S5 B A%
SRR ML NI Al sk, AEARATIAER, AR B CRIEFS ss U B S
BROCAHESS, BERFEMEREE R EA SDS TARHE IR € RHE <, 2 SDS ARG AR T
AP RHE & SH] TAETARURE R, SRR IS B e R AR P S8 AR R E PR 58N T 75 A5 A
BAEL A I DAk TT SO R BRI, AR 2™ i SDS ARG FPEVEMY (A
EHD

CN/ZH
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