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GHS HREER
ESiAL : %
55 . EBE
1 J6r 33 B D H316 i R
H317 W] 638 Bl B kst s o
H373 KHA s 2 b T BE R E 2 B
HA12 XK A A E I B KRR m.
P 1
P260 ANEI ARG A
P272 25 YL TAE RAS 37 H TAE b
P273 BB B IR IR
P280 ¥l FE& .
R R
P302 + P352 WipZikitige: K7 m0iEdk .
P314 G AIE, AURE/ B2 .
P333 + P313 WA B RIE S 2 SREE /12
P362 + P364 fiifsiiliis AR, &35 J5 T s
RFME:
P501 K5 N 254/ 25 232 B HEUHE I IR DA BT Ab 3
WML R
WA 5 L FHEIT 5.
fBRRfEE
i R . P REIE RO R B N . K AR S R R T BE PR E AR .
IR feE
SKAAEYR F . WKAELEYR F I EE KRS,
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Wi 22 5 IR 4 i 2 OV LB 38
AL AR PR B AT H e AR I A] A] RETE OBR KR R R 2 SR S -

3. Bar/HEMEE

Y5/ IRE ) DORAY
Hoy

2/22



WER L EBAR YA

8 GB/T 16483 GB/T 17519 il

Simvastatin Formulation
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&N &7 H 4 SDS %5 HIIEIT H #: 2023/09/26
6.2 2024/04/06 24359-00023 A w | H#1: 2014/10/21
15 R A= Ei fealun=r WP BIRFETEE (% w/w)
(CAS No.)
Simvastatin 79902-63-9 >=2.5-<10
ER 9005-25-8 >=1-<10
HFofER 9004-34-6 >=1-<10
PUA IR 50-81-7 >=1-<10
FrEIR — K &H) 5949-29-1 >=1-< 10
AR AER 13463-67-7 >=0.1-<1
4., BRFEH
— MY W EUR AN E R, LR R .
TERER PR R0, BEER .
/PN W\, #EFEE AL,
.
F Iz ik TndEfl, ST EP K B K e Rk .
5t 25 Wl G (A AR RN
s .
T A AT VAR R
T A AU TS U
R A 2 i Wk NRIE, FHK7E 50k .
WO AR RS, R
PN WA ANEG .,
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Foi 2255 IR 42 i 2 S BV U U3k
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HEEA NBiP 254 (S5 8 1) .

X 5 2B R R ) X EH BIIRIT o

5. JHBHTEHE
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HEBRET=Y) DOBEMLY
RRIR K K T i D AR E A U B AR S A B K KA B
KA HARFT A% o
EZENENT, BHARBIRPER.
B .
THBA N 53 IR R R 25 % DOEEKERT, AR E SRR .
AN NP3 %
6. IR oAb
NRBFP . B3 ge s o AN AR,
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RIS i DR B IR

BNREM DR 22 4, TTRIUE I By b 32— 20 ) Ttk st H
TRBE AL B 3235 YK -
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LA P ) Ak B R B b AR AE A SO (e R4 2 s ik B R R
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&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
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B 1L $E e B

77
XU s

AR

(e rpa

Heb B 7 A RIAR IR e B dp IR 2

AN P DR 55 25 25 5 1A o

28 1 YR A KU

SR I 8 it 7 1 HERE T

A I AN EERE R OK B A o

ANOBT IR IR PR BRI R A
AL

A7 AL & AR IR R AR Y
1% [ SR R BRI A
H25 T R [F g A7
5i AL

AEEHIREL: R IARIE -

8. EEfbFEHIAAMER

£ F 40 B S R L PR AR
Moy WA SCH R | BUERRAE | BB AR | KR
5 (CAS No.) | (#fijz=X) i3
Simvastatin 79902-63-9 | TWA 25 pg/m3 (OEB 3) | AHEH
HAb{5 5 DSEN
PERRAE 250 pg/100 cm? ki8]
TER 9005-25-8 TWA 10 mg/m? ACGIH
A 9004-34-6 PC-TWA 10 mg/m* CN OEL
TWA 10 mg/m’ ACGTH
PUIA IR 50-81-7 TWA 5000 pg/m3 (OEB | N
1)
AR 13463-67-7 | PC-TWA (&%) | 8 mg/m® CN OEL
7N
HAEE: G2B - nI5E NRBUEY)
TR BT TREAR AN 3% B4 e AT, 4% 25 2 = i i R
ML (GMP) BRI, BLERSP . T A3 .
it ZAE B G P BOREN R AL &), JERT bt &L
BREAZEN T, (FanFF 0058 .
JERT R T TR R A
Mapidde &
2 SN A U BT RN R B X, B R R VR AL s R R R
HEFF G A AR E A, DA P LR
BUR/s:E Syt ok
AR Bl A 38 A 4245 ) 22 A HR B Bl H B

5/22




H2 % S BRI A

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

-5 ORGANON
Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
6.2 2024/04/06 24359-00023 wB¥IgmE) H /A 2014/10/21
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&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
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11. BHE2ER
Befihig 1% UN
S IR iy
BTA
IR i 2 ik
SIS
MR IAE B FEEAT K.
445y
Simvastatin:
st o EE : LD50 (CKE): 5,000 mg/kg
LD50 (/NER): 3,800 mg/kg
ER:
Skg N : LD50 (K > 5,000 mg/kg
DL R EEE © LD50 (% fh): > 2,000 mg/kg
TFER:
angnEs : LD50 (K&): > 5,000 mg/kg
TERN L : LC50 (KEL): > 5.8 mg/l
FRFEI[A]: 4 /B
TARIREE: Hy2k /0 5
DL © LD50 (% fh): > 2,000 mg/kg
PR MR
arsnEN © LD50 CKR): 11,900 mg/kg
rER—KEW:
aMg s © LD50 (/NE): 5,400 mg/kg
S B Rt : LD50 (KR): > 2,000 mg/kg
J5i%: OECD ik 5: 1) 402
VAL LR SR AW TC S R R
Z& bk
gDt © LD50 (CKR):> 5,000 mg/kg
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SER N B LC50 (CKER): > 6.82 mg/1
FEFEI ] 4 /NS
TRIFEE: B/
PR YRR A S RN FE Y

Bk o/ Rk

I8 BRI

Ha

Simvastatin:

g ES

%V HH R 49 2 JR SR8

PLIRMER:

s ES

Jiik OECD i3t 5 ] 404

R T Bz Ik

ER—KEY:
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& TG R

ZE AR
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P E BRI R A5/ IR )8

WAEIA BT 92k,

045

Simvastatin:
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HVE B
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gh R 7 HIL 1 3 3%
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g E&

& 6 HR 5 ) 5%
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&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
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Ha:

Simvastatin:

e VAN -

PEIRG s

T a5 (7] D <92 [

R E DB IRHR

iy 2 Y i

#VE DX AR R B E R ERE E .
g N

PRIRR 2 n

EzgeeA i) D24

fr R s DR, IR

#VE DX AR R IR R ERE E .
HFER:

e ORR

PEIRR BN

Er AR | T2 8

R DB

PLIFMLER:

g AN

PRIRRA N

7% i [a) D24

g S AR

& AbEk:

g ORR

PBIRF O CHrR/AZED

EzgeA ) D24

WARES : OECD 4K S5 0] 453

gk D FEME

&E D HAERMUH B AT R S5 AT K.
HUEYE - PRAY D RS RIS HA A IR BUE I SR
AT

RIEIA 5 BT TRIHAT 92,

4o

Simvastatin:
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N B HEAE HF COMPR R A B R
FhJE: KR, B
DA e Tl 2
B Re S LOAEL: 25 mg/kg A

SR LKR B s DR ERR-R LR E
g KR
DA G 2
WEAA-HE )L . NOAEL: 25 mg/kg A& H
sER R ER. , EARIEM.

TR EG-HE LR E

g F

REFIEG 21

WERG-FA L3 % . : NOAEL: 10 mg/kg k&
g EEWHER. , TARIEH.

TR EHG-R LR E

[N

PIRE 41

WEAG-HE )L . LOAEL: 60 mg/kg A
SR B .

B FET 2 i B

SR

XoF BV R 52 COMINRRA . R R
FiE: KR
PLERE BN
gEH B

XHGILK B s DMK B/ R IR R B
g KR
PEIRE BA
gE B

PR MR

bayi=pIW -a=Ril-A DM AY: IR LR E
g KR
PEIRE BA
ghEHL: B

R —KEY:

XTHG LK B g2 D OMRRRAY: IR LR E
Tl KRR
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RrREHEE RAEN- —REM

WRIEHA E B L F T2,
Hay:

Rk A
DA

RRUGESERAEN- REEM

K BB T e i A .
Hay:

Simvastatin:

R
DA

HELHEEN
Aoy

Simvastatin:

Tt )
NOAEL
LOAEL
ReAFIBE
2 Fa I (]
PLAE

it )
LOAEL

RFiRG
T FE I [A]
AU

it )
NOAEL
LOAEL
QAR

HAE

weH:

DA PN
2E 1 B

] B A P T R

BF, WUAL, Mg, IR
I B BB A fih 2 0 4 B 3 BRI

N

5 mg/kg

30 mg/kg

Z

14 - 104 Weeks

R, 2R, WIA-EERA, IREE

PN

10 mg/kg

%M

14 — 104 Weeks
f, #Hh, RN

P&

30 mg/kg
50 mg/kg
20

WL
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&7 H 4 SDS %5 HIIEIT H #: 2023/09/26
2024/04/06 24359-00023 A w | H#1: 2014/10/21
s N
NOAEL >= 2,000 mg/kg
PR J A fk
T 2 IF [A] 28 K.
ik OECD k3 410
HHR:
s N
NOAEL >= 9,000 mg/kg
A SN
e 7% I [A) 90 k.
PLIRMLER:
s KBS, e
NOAEL >= 8,100 mg/kg
VAT S T
T 2 5] [A] 13 J#
rRBR—KEY):
s N
NOAEL 4,000 mg/kg
LOAEL 8,000 mg/kg
PeEmIis aA
% 72 ) (] 10 K.
& AbEK:
s N
NOAEL 24, 000 mg/kg
VLS 3 aA
T 72 ) (] 28 K.
s N
NOAEL 10 mg/m’
PeRRIBR W /0%
ey 2 4
W SfEE

RIEIAF BT TRHET K,
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Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
6.2 2024/04/06 24359-00023 wB¥IgmE) H /A 2014/10/21

NERBRAER:

44

Simvastatin:

J I fh DA TR AR U R
TN DOREERELT

A NA-E# AL

12. &F%FER

AT

445y

Simvastatin:

POREE N ©  LC50 (Pimephales promelas (HE3k#%f)): 2.91 mg/1

BRI Al 96 /N
J71%: OECD it 5 0] 203

AN At K AT MESIY) © EC50 (Daphnia magna (7K3%)): 3.5 mg/1
(M SR E]: 48 /N
J5i%: OECD it 5 1) 202

XTEESR IR A A ) B : EC50 (Pseudokirchneriella subcapitata (Zki#£)): > 25 mg/1
FEFEISE): 96 /N

NOEC (Pseudokirchneriella subcapitata (£%#)): 25 mg/1
FFEI ] 96 /N

XA r EE © EC50: > 30 mg/1
FEFEFTE]: 3 /A
DRSS - TR R 10 |
J71: OECD Wil 1) 209

NOEC: 21 mg/1

T FENFIE]: 3 /N

TR ST - IO R 10 )
7775 OECD 3 U 209

THER:

Xof 11 2 1 7 1 . LC50 (Oryzias latipes (HAF#H)): > 100 mg/1
FFRIFIA]: 48 /N
FvEr BT R BB
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Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
6.2 2024,/04/06 24359-00023 A4 H #: 2014/10/21
PLIRMER:
X A 2 B LC50 (Oncorhynchus mykiss (H[#)): 1, 020 mg/1
SEFRINTA]: 96 /N
J77k: OECD ik S0 203
XA B R EC50: 140 mg/1
BEEWE: 16 /NE
52 I Tl FrvE (DIN) 38 412 Part 8
rER—KAW:
X 2RI B LC50 (Pimephales promelas (JEkfi&fa)): > 100 mg/1

XA ALK A TR MY

1

& AREK:
pOREE A E G

XA AR AT MY

K851
X /IR LRI TE

XA B

FEA A R
A5

Simvastatin:

Gety|io e
KR AR E

HFER:
A W Sk

BEEWE: 96 /N

EC50 (Daphnia magna (/K#%)): 1, 535 mg/1
FRTRIT A 24 /NS

LC50 (Oncorhynchus mykiss (HT%)): > 100 mg/1
FEFEIFIA]: 96 /N
771 OECD il 5 ) 203

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

EC50 (Skeletonema costatum (#F¥EAERE)): > 10,000 mg/1
RGN E): 72 /NS

EC50: > 1,000 mg/1

T 3 /N
771 OECD )it 5 ) 209

P SRR VST g 8
IKAFE: 50 %(3.2 K)

SRR PRIEA W BERR -

18/22



He B AR B A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
6.2 2024/04/06 24359-00023 wB¥IgmE) H /A 2014/10/21
PLIRMER:
A B fi P SR Sudasty/l SR
R 9T %
FeFamta): 5 K
Tk TR EER R AR S5 302
R —KEW:
A 5 fi 1 DR PUE AR R AR
LRV 9T %
TR E]: 28 K
J71%: OECD it 5 M) 301B
BRI
Ha
Simvastatin:
1EFBE/ K5 B R 5 : log Pow:> 4.07
PLIr MLER:
1E3EEE /KA AL B8 : log Pow:-1.85
ER—KEY:
1E3EEE /KA AL 25 : log Pow:-1.72
TEPREBHE
ToEdE Tk
HAFFEREEH
ToEdE 7k}
13. RHELE
KBk
TR I D OREDE R KHEN T /KIE .
T4 24 R AL FE
154 EEY) D N R AR IE B VR ] IR S AL E I B AR B
WA ANER : Fe R A P AL HE
14. BBER
PRz
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Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
6.2 2024/04/06 24359-00023 wB¥IgmE) H /A 2014/10/21

F#3iz (UNRTDG)

B [E g 5 © ANEH
B4 [ 8 5 4 © ANEH
25 D AEH
WE fa [P D ANEH
L2555 D ANEH
bR D OREM
PAEZSE FEk SN
Z23% (IATA-DGR)

UN/ID %5 AEH
B4 [ 18 5 2 A © ANEH
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