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Simvastatin Formulation
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A A Y & ol 20

FEh R : Simvastatin Formulation

il 1 A B AL LR 45 2

1] 38 7 B AL SV P 44 R : Organon & Co

ik : 30 Hudson Street, 33nd floor

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

IR © 551-430-6000
N B L © 215-631-6999
EE, T HIS 4 i : EHSSTEWARD@organon. com
HERHBARH RS
HEFEH & Dz
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Bifte D B R
ARBR DR

T R R R B T REIE BRI BRI B SR it T RE £
HAKWFER

IESE . WKEEMA T

=i

GHS fE R {25
2 JR TS b/ s 3 N R
R it A I

Froethdtaes s 2ttt (kB © ) 2
e
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Simvastatin Formulation
A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
ZIKE
&5 T
15 % P 8 B . H316 & RO )
H317 AT e B e B0 v
H373 K HABY S 5 B fh ] BE4 AR o
HA412 XK A A E I B KRR m.
P | EE
P260 ANEI N4 o
P272 2 YLt TAE AR A A7 HE LA .
P273 BB B IR IR
P280 #iBi T 5.
R
P302 + P352 Wiz ki ge: K7 m0iE s
P314 W HANE, J0RE/ 2.
P333 + P313 Wik BB E: KREE/Hi2 .
P362+P364 Mt faitis ARk, 5Pk )5 77 T S .
RFME:
P501 Kf N 254/ 25 a1 B HEHE R IR AL BT AbHE
WEML AR
WA 5 B L FHIT 9.
BREEE
i R A . T REIE RO R B N . KA R S R R T BE PR E RS .
HEfEE
SKAEAEE. SNKELEYEEFEE KRS,
GHS RAFEKHMBEE

A3 242 55 AR F 42 fh 2 3 SO L 3
TN AR PR B AT H e A I R] AT RETE OB K o 22 2 R &4 -

3. B/ HABMER

Y IR G D IREY

4H4y

k.25 i A R A= Realine) WREZ BRIV (% w/w)
(CAS No.)

Simvastatin 79902-63-9 >=92.5-< 10

Ry 9005-25-8 >=1-< 10
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Simvastatin Formulation
AR &1 H SDS %5 HIAZT H H: 2019/09/13
4.6 2020/03/23 24359-00015 W) m I H #A: 2014/10/21
ANl 9004-34-6 >=1-< 10
FrER— K& 5949-29-1 >=1-< 10
—EAER 13463-67-7 >=0.1-<1
4. SR
— Y D MEESEANERS, TR
TERERFF SR A P10, i
/PN DOWMRON, BEHEETSS
B .
F 4 fh Do, TP R E KRG Rk .
5t 25 5 G () A AR RN 8
WL
T AT EE AR -
TS FH AT T DR
AR A 2 i D WIRENERES, KTk
W RIOR A RS, B
FEPN DOWEE . AREEH,
AR, .
F /KA Gk 1
¢ B B FRDRE DR R (g B 52 ) R R
AT e R R R AU B
KA B T R A .
242 5 R Al 2 S SO AR
SRR ) s D BRI T ARERAN NGRS, 7R AT BEAFAE B 2R IR DL R R
WA NBi 254 (S 05 8 1) .
ot = AR PR ) $E D OXPRERBNIGIT .
5. JHBhTE
KK TT e KK Y
[EEMERZS
ALK (C02)
K
AEER R KA DR IHIE.
e fE R P DRI A TE S A E PR AR R ARER, AN IR AR IR B T4 IR

&, B IEAFAE KR, XA I BRI B .
FRBRGE ™ Y] RE 0 R e &

qEREE DOBREMN)
RIR K K71k DR R UM PR R A A 0 K S i

KA FNRITIT I 7 s o
FEZERFILT, BHRIURIIRS.
HWEI .

BTN R R IR DR 5 % DOEERKIEUUT, Rk E IR
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A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
E A RN TE Ak T

6. MRNSALHE

NSRBI . PP ge s, o AN AR 3%

SMERF TG 2 A A B RIS N5 33 4 o

IR R4 i it DR HE R R

WNRERA IR 224, AIREURE By 1k — 20 iR Bt
TR AL B 205 YRR K -
BUARTCIR B ™ A Y, ROE AR R .

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

L P A FH Ak B A R B iRy AR (e FRAE 2 RE R BRI R
D -
B A AR UUAR, BRIHREE R T Ik 31— B IR BEIN 2
R EVEIR G

7 B SR AT REIE T X PR R R ORI AL L, DA i
HEBCD I A3 FT AT RN it o 1875 2 E AT 0 58 1 ROV
A SDS 5 13 # AER 15 &5 45 1 RF i 15 B3 X 2R 1)

ML
7. WAERE ST
BAEL B
TSI LTI I AR (040 2 AT R
BT A TR B I RO, SRAPER S
R 4 B R LB R AEIR R E T L.
A B TE R LB SR
AENRE.
B,
3 G 5 R
ST AR TR VEAE O, e R PR Tl A 4
R AL T
M A RO M B R
PRI AR 2 B
2 B AR .
SR U 97 L LA
AR TR R LA SRR BB
B L B AT el
7
e LA E AR A B
P SR B BRI A7
SR B R T = Pl
AL
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Simvastatin Formulation
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A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
FLBER R ANEE IR R IS .

8. Bz AN B

15 5 40 B S ER v e PR AE
H 5y B SC SIS | BUAERIRE | BRI BYRR | KR
5 (CAS No.) | (BeflEa) i3
Simvastatin 79902-63-9 TWA 25 pg/m3 (OEB 3) | P
H A5 S DSEN
B R 250 pg/100 cm? D)
ER 9005-25-8 TWA 10 mg/m* ACGIH
PR 9004-34-6 PC-TWA 10 mg/m’ GBZ 2. 1-2007
TWA 10 mg/m? ACGIH
AR 13463-67-7 | PC-TWA (&% | 8 mg/m® GBZ 2.1-2007
)
TWA 10 mg/m’ ACGTH
(Z5ALER)
T BB TREF i #8 S AR B 25 T BT, 3 24 5l A 7 i 5 B
G (GMP) FJR I #RAE, DAORYP 7 oh . L AMIIAEE.
B A G A AR ARLE VLRI &Y, FEP b & T
BEAZEN T, (FaFF 005 .
JEAT R T TR R A
MEpitde g
R SN YA WA R R = X, B B BR VT Al s 2 e I
HEFE TG P AR E A, DUAE P LR A
R LTIt ok Y
AR T B 4 AT A7 45 ) 4 IR B el H
MR TAEMEEEGE H IR A SR %, 15 S A
¥ HB
WS AT B LA R A . SRR, 1 i AR
BHA OR AP A 6 ) 15
S AN B AR B 4 TAENRESEES AR AR
MR EHAT AESS, TR e, HE. —X
PERIRD DAk A R JBR AR R oK
A8 S 24 ) 4 AR H R RS B AT e 5275 G AR
FHi#
MR IEASRESS
U B TE,
PAFE L SRAE MR A P A v AT R B Ab AL 2 o, VR AE AR S P A R

PEHRAG p e RGN 2
(R L PR Q- 9T R
WA AR Ve 5 7 AT FE A -
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A &1 H SDS %5 BT H#: 2019/09/13
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ARtz E, MRS TR . SEr A
A EE A SRR . D ARSI BRT A

iz AT E .
9. EALKFM:

SRS TR IEN
A THHE R
R TR
R EE ToHE R
pH T TR
i 55/ R 1 TeHR R
1 SR A TR R
A R ANd
PR TEAR ANidi
Gy A ([ 4K, <48 %I\ﬁ@ﬁﬁﬁﬁ?ﬁﬁ%@ﬂ%é&@%@%&?ﬁﬁ%
SR G TEHERE % R
PRIE LR 7 AT#RPE 1 BR THHE R
PRIE R IR 1 AT #RPE T BR THHE R
AAUE AN H
R ANid
B/ ToHE woRk
HE T R
AL

Kb T A vk
1B 12/ 7K 73 e A2 5L AN
H PRI To s Bk
I A ToHE BB
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A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
i
BENFE © ANEH
TEVERE N W YA
AL D WY EUR S A SN E AR
ks D EBHE R
10. Foe A = B
R DR RN RN fEE
Fase DR R
fe 65 [ v DO, AbEE SR T H e B E A R AT RE T R NEER R S IR S
.
AT S sm A AL TR R A RN
I 38 B (1) 24 A DG KaRk A,
R 2R A
B DAL
&I 1) 43t 7= 4) DA BRI R .
11. BEEZER
Pefuig 1% PN
el
=N
IR i 42 fir
S
WA 15 B FHET 5.
A
Simvastatin:
aMg s © LD50 (KE): 5,000 mg/kg

LD50 (/NE): 3,800 mg/kg

R

argnEs © LD50 CKR):> 5,000 mg/kg
S B Rt © LD50 (FKf): > 2,000 mg/kg
GFER:

argnET © LD50 CKR):> 5,000 mg/kg
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Simvastatin Formulation

A &1 H SDS 45 BT H#: 2019/09/13
4.6 2020,/03/23 24359-00015 B H BA: 2014/10/21
SERNERE LC50 (KER): > 5.8 mg/1
FEFRI ] 4 /NS
WRIR ST KA/ 5
g st LD50 (% %): > 2,000 mg/kg
iR —KEY:
Stk O dE LD50 (/NBR): 5, 400 mg/kg
SR B LD50 (KER): > 2,000 mg/kg
772 OECD Wl 5 0] 402
PRl B B A TC S B EE
ZE AR
SEL O LD50 (KER): > 5,000 mg/kg
SVER TR LC50 (CKER): > 6.82 mg/1
T 4 /N
TRIREE: K/ 5
PR YRR A S RN FE T
B BRI/ 1k
I8 RSB R
HA5
Simvastatin:
e KR
e H R 4 R R 3
ER—KEY:
e KR
gh R T Bz Ik
ZE AR
e ES
gh R T Bz Wk %
o E R BSR4/ HR ) B
WAEIA BT 92k,
Hay:
Simvastatin:
e ES
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WIEBA 5 B LTI T 93,
ZH4y

Simvastatin:

PP AT REERE R N 2B RS
gk FH -4

TER:

AR SN SINVARE 2
Pefhigtz Ik fk

s JIK B

g [MERES

& ARk

MR JR bR EL 25K (LLNA)
Pefhis iz J A fk

gk 95 4

A FH 4 B SR AR 1

RIEIA 5 LR REAT 2K

A (CAANEE:H SDS %5 RIAETT H #H: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21

i B2

R

s ES

g 6 HR 5 ) 5%

rER—KAW:

s ES

gh R FEARRE, 21 RNIKE

ZE AR

s ES

gh R T HR i 3] 38

TP R % 5% fk it 4t

R RIS

A] eI Al R R U N

32 Uy
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A &1 H SDS %5 BT H#: 2019/09/13
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oy

Simvastatin:

AR AL DR B D DAY g (R B R AR RIS (AMES)
a5 B

AT el e v
ok ol B

AT e fr (R AR
ok ol B

AR A SR L5 40 2 i I P 5 A8 1R 0
g5 5

1A PN TR 3 1 DR ORI
FhE: /N R
PEFIRER &1

ok ol B
A FHA B AR - PG DOIESE A EAS R LU A A B AR R

ey
AR A0 I DR 5 1 DRSS gH e [0l B AR RIS (AMES)
gE . M

HER:
AR A0 I R 5 1 DM gi e 0l B AR RIS (AMES)
gE - B

AR 2SR : A AR FL B A 20 i 32 ) 5 AR 1
a5 1 Y

A P4 R 4 D SRR W FLEN YL AR AR A G (A P 2R L XD
Fift g /1N B
Rt A

251 Y

iR —KAEY:
AR A IS DR B D DAY g (R 2 R ARG (AMES)
ah 5 [

AR AL AR MAZ AR 56
25 1 BAtE

MRS AY: 4 [0 2 R ARG (AMES)
251 Y

10/18



WEE R R EBAR YA A

%8 GB/T 16483, GB/T 17519 4wl

- ORGANON
Simvastatin Formulation
A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
A Ay 35 DR B DDA ERAN M (AR N LS BE AN A R, Getadh
3R
g KR
AT PN
5L B
ZEARER:
AR A0 FE K] 5 1 D DAASE A g (R B2 R AR IS (AMES)
e
A Ay 35 PR B Y 7 v i NN 7 o P
Mg N
gk g ik
BBt
WA 15 B TFHEIT 5.
ZHA
Simvastatin:
hE VAN
VA Se AN
Er AN | <92
HUASE DR
JihJRg 2 Y i S
#TE DXt NSRRI R RS R E
hE N
VA Se AN
A D2
Jih g 2 Y DB, HUIRAR
#TE DXt AR RPN R RSB E
FHR:
hE N
VA 3o DBA
EzgeA ) T2
z o A
ZE AR
e N
VA 3o DN B/ HED
ey A D24
ik . OECD Uik -5 453
gE R DM
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A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
%VE HAE RN BT B 5 AT R

SO - VP A

i

RIEIATF BT AT 0K

25y

Simvastatin:

X EEBE P R S

xR LA B IR

HHER:
Xt EEE P R S

xR LA B IR

R — K&
xR JLA B IR

FESD IR AR o AT IR S0 2 5

MRZRA: A F R

P K, Bt

RBIERG £

B RE /7 LOAEL: 25 mg/kg fAHE

TR RAG-HE LK E

FhE: KR

PFIRL 40

WEAA-E )L . NOAEL: 25 mg/kg A
R EEWER . , TARIEH.

MRS AY: RRG-HG LR B

FhE: %R

PeFIRE 41

WERE-HA JLEEPE. : NOAEL: 10 mg/kg A=
R EEER . , TARIEM.

TR EG-R LR B

g KR

PR 41

JEAG-RE )L#E P . ; LOAEL: 60 mg/kg A
7h B B .

R BT R ) s

MARRAL: — ARSI
it KR
PRt A

ah 5 [

MRAKRAL: B F/ R R E
g KR

PFIRE: BN

ah 5 B

MR IRfa-Ir LR E
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Simvastatin Formulation
A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
g KR
AT PN
gE R M
HFREMBE RGN —REM
WRAEBA 5 B FHAT 2%,
RFREERERARNE- REEM
KW B AT RE M E S B
Hoy:
Simvastatin:
mEsE SO LA, R, HRE
PPl D KWE R e oot 88 B i i .
BELEHME
Hoy:
Simvastatin:
s N
NOAEL : 5 mg/kg
LOAEL © 30 mg/kg
PRIRRAE 2y n|
Er AN | © 14 - 104 Weeks
mEsE OB 2R, NR-EEEARS, RIS
e R
LOAEL © 10 mg/kg
REIRG N
Er AN | © 14 - 104 Weeks
g E DB, 2R, IR
e KR
NOAEL © 30 mg/kg
LOAEL © 50 mg/kg
VA B o s
EgsE A, F
vk
e N
NOAEL D >= 2,000 mg/ke
PR IR D kB
EraaAAindin]| . 28 K.
ik . OECD JWiX S 410
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Simvastatin Formulation
A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21

FHE:

s N

NOAEL © >= 9,000 mg/kg

A S e DA

Ery A © 90 K.

R — K&

s N

NOAEL © 4,000 mg/kg

LOAEL 8,000 mg/kg

PR DA

EyAn ©10 K.

ZEARER:

R N

NOAEL : 24,000 mg/kg

PR IR N

EyAn D28 K.

R N

NOAEL : 10 mg/m’

VA Se DN B/ HED

A D2 M

WAFEE

WHEIA 15 BT #1793,

NE R B

A

Simvastatin:

B A DAVE AR AR AU N

T D OEIRSE AT

RER: ERPIRGE R, S, B, fERL, SBO
FLERE: ILA-E 8RS

12. £BPFER

AT

Hoy

Simvastatin:

X I B © LC50 (Pimephales promelas (HE3L#&)): 2.91 mg/1

GRS A]: 96 /N
J71: OECD M3t 5 ] 203

14 /18



WEE R R EBAR YA

8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Simvastatin Formulation

A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21

XA ALK AE TR MY

b2

XK YRR

EC50 (Daphnia magna (/K#%)): 3.5 mg/1
TR FEI[A]: 48 /NS
J7¥%: OECD Wl )0 202

EC50 (Pseudokirchneriella subcapitata (£%7)):> 25 mg/1
TR ] 96 /N

NOEC (Pseudokirchneriella subcapitata (£%#:)): 25 mg/1
TR A 96 /N

XTI AE M B EC50: > 30 mg/1
FRTEI A 3 /N
ARSI IR 171
J5 i OECD ik 5: ) 209
NOEC: 21 mg/1
FRTEIT ] 3 /N
ARSI IR 71
7792 OECD Ml 01 209
HER:
xof 2R 1 FE LC50 (Oryzias latipes (HAFEH)): > 100 mg/1
F TR A]: 48 /NS
B TR i e
FrER—KEW:
XTSI LC50 (Pimephales promelas (fEkf&fa)): > 100 mg/1

XA AR A TR MY

BRI Al 96 /N

EC50 (Daphnia magna (/K#%)): 1, 535 mg/1

i E=A BRI [A]: 24 /NS
ZE AR
PORE S LC50 (Oncorhynchus mykiss (HL#)): > 100 mg/1

XA AR A TR MY

HIBE
XSS

XA BRI

SR FEISHA]: 96 /N
J71: OECD Mt 5 0] 203

EC50 (Daphnia magna (/K#%)): > 100 mg/1
FEFRIFIA]: 48 /N

EC50 (Skeletonema costatum (HEFEREHEE)): > 10,000 mg/1
FRFRIS ] 72 /NS

EC50: > 1,000 mg/1
FEFEWA]: 3 /N
771 OECD Wil 5 1) 209
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Simvastatin Formulation
A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21
Fe AR AR
Hoy:
Simvastatin:
a7 3 A Y SRy Su S
FK A AR D KR 50 %(3.2 K)
HFHER:
A % i DR PUEAE YRR AR
rER—KAW:
AW % DR PUE AR R AR
AR 9T %
RFEIT A 28 K
J71%: OECD M3t 5 M) 301B
EYERE S
A
Simvastatin:
1EFEE/ K43 B R 50 : log Pow:> 4.07
ER—KEY:
1EFBE/ K5 R 5 © log Pow:-1.72
TIEFRER M
TCEHE TR}
HaAnHEEH
To B 7R
13. BHRLE
B
TR I D YA
15 9259 DN R ARIE F VR AT IR S AL BRI A R H BAL E
WITC A ANESR : F A e AL
14. BEER
H Byt
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Simvastatin Formulation

fA
4.6

Apuhlic

-5 ORGANON

&1 H SDS %5 BIAETT H #: 2019/09/13
2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21

F3Z (UNRTDG)

AN FGRG i B
Z23% (IATA-DGR)
AME N & 6 i A B

¥§i2 (IMDG—Code)
AE R GG A B

# (MARPOL73/78 A#j) Ml II A1 IBC AN
ANEE F TR 77 o

PR

GB 6944/12268

ANy fi B it A R

R TS e

ANiE H

15.

EAER

ERZEM
BRAV R BIVE %

Fm&ﬁ&?ﬁ%i*%ﬂ@ﬁ%
AICS DORME

DSL DORME

IECSC CORME

16.

HAtf5 B

HAtfE S

22 R D WA EE, BdEokIET E Rl SDS. OECD eChem [/ 93

R, LML E

H 1% 20 L #/A/H
FREIEAE TS

M E, http://echa. europa. eu/

ACGIH D EREBUF T TARZE R 2 (ACGTH) Z R FR{E  (TLV)
GBZ 2.1-2007 D LErE ER X EMIRE - thEEERE

ACGTH / TWA D8 /NI, ETRINACTE
GBZ 2. 1-2007 / PC-TWA D ERDINBCE Y SRR
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Simvastatin Formulation
A &1 H SDS %5 BT H#: 2019/09/13
4.6 2020/03/23 24359-00015 BAgm ) H#3: 2014/10/21

AICS - KRR WALEY R4 5, ANTT - B E Kb EGE A ASTM — SEEMELSEPr 2 bw
- {KE; CMR - FUE. BRDMHESAEEFEYI; DIN - MEAEILF S, DSL - N KE AL
Y455, BCx — Bl xRN AR ; BLx — 5l x%M A Ffm % EmS — MAdhiE; ENCS - H
AUEFFALED R A5 ErCx — 51 x%E KN IR ; ERG — B2F6r; GHS - &BR{LZE 5
G5 — A RABRHIRE; GLP - S SRIG = MIYE; IARC — EFMEIER NI, TATA - EERS s
Pr2r; IBC - EBRECRE IS a2 S AnA G A &N, 1C50 — - 4MFIIREE; 1CA0 - EFRI
M HE; TECSC — HEINE Y45, IMDG — EPriEfE Y ; M0 - EPrEHHN ;
ISHL - HATZafEERESR,; 150 - EFsbrdEfbd s ; KECT - whEBLA Y0 45, LC50
— MRR B BEBUIREE ;. LD50 — MK AR EUtE CEREUtE) ; MARPOL — [E FREG 1L MEAA
BT HAZ); nooos. — KRAFIAK; Neh - ZBFHAE; NOAEC - KWW (FF) /ERWKE;
NO(AM)EL - AT W CHE) fEFHFE; NOELR - Jow WAEH fifaf % ; NOM — SBp4EF2e4iAiE; NTP
- EXRFHEENRIAL; NZIoC - B2 Y45, OECD - KA 1ESREHL,; OPPTS - 15
YeBhvh . ARMFIAEFYRIMAE; PBT - FFAME. Y BFRMEMEREYR ; PICCS - JEftril
FwmE5hFEYR AR, QSAR - CEE) SGH—IEPEXR; REACH - BRI S A E ST
SRR . VEAS . FEBCRIPRHIEERL (EC) 1907/2006 5 ; SADT — HE NIRRT SDS - Z24d:
RULBAF: TCST - GVSEEALEMRIEM; TDG — fERIeYiEs; TSCA - FEEH HJY R EHE;
UN - BX&E; UNRTDG - BA E R T ke @it ; vPvB — SR AR & E Y ZARPEY
Bi; WHMIS - TAEFrfalk imfs B R4S

BITE Y

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, AAEMRATIAER, AR MR B CRIESS S5 B .
BROSCARUESS, BEREMNEE R EA SDS TiAH € KR EMBA R, 2 SDS HAgA RS (T 3
AP RHE & sH] TAETARURE I, SRR S B e R AR P S8 AR R E PR8N BT 75 A5 A
BfEL A I T AN TT SO RIS BRI, A 2™ i SDS ARG FPEPEMY (A
EHD

CN/7ZH
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