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AR D REIET R
T8 RSOR RR. T R R R R B, A BB B e A B G R . MK AR .
XKAE A B IR A KIFE M
GHS f& e 25
Ik 5 e/ ) 3 FH 2
-4 SuR:ii F 1
ST REEE (RE F 1
Fef)
2 GEED KAERE Z 3
KWKRAfaE FH 2

1/23




H2 % S BRI A

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

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

GHS HREER
ZIKE ; Eg %#
1551 D ek
e T 14 1 HH o H315 38 R k)
H317 W] 638 Bl B kst s o
H372 K HHER s B2 H ik 2 06} 2 B g 491 3 o
H402 XK A A .
HA11 X /KA B 0 A K BARR S
Pt e
P260 AN EI ARG A o
P264 1BV JE ) G 8 B ik
P270 {5 FHA = SIS AN Bt . AROK BRI A
P272 235 Gty TAE BRAF 17 tH LAE b
P273 R B PR
P280 Wi FE.
P R :
P302 + P352 tnfZ ki % F/KF 98T
P314 WG ANIE, ZCREE/ 2.
P333 + P313 Wik A B HE 2 KREE/Fi2 .
P362 + P364 Misiihiis A ARk, JEVEE 7] EHER .
P391 WA A
JE =
P501 K5 N 254/ 25 2 i B HEHE R IR AL BT AbHE,
PE AL AR
RAEBAE 5 B L F AT 9%,
BREE
R R AT RE G R e B N . KR S A o B i R E
HgfaE
WKAEAEEE. SNKELEYEFIEEE KRS,
GHS RAEFHKHMEE

A 242 55 AR F 42 fh 2 3 SO L 3
TN AR PR B AT H e A 18] AT RE T2 OB KE Mo 22 2 R &40 -

3. Bar/HEME R
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- ORGANON
Ezetimibe / Simvastatin Formulation
A &7 H 4 SDS %5 HIAET H #: 2023/09/30
6.2 2024/04/06 28114-00024 sG] H#H: 2014/11/04
YIRS D IRAEY
oy
15 A R A= Ei fealun=r WP BIRFETEHE (% w/w)
(CAS No.)
AR 9004-34-6 >=10-< 20
Ezetimibe 163222-33-1 >=10-< 20
Simvastatin 79902-63-9 >=10-< 20
filll JI5 R = 557-04-0 >=1-< 10
4. S
— MY DR EHEEUESE AN ER, SERIEREE .
TEREAR RS A 10, BEEE .
/PN DOWRON, BEBEES M.
WAERER, .
F k4 ik D WAEE, STEDA R EK MR R D 15 e, [FIRTI 25TE
e (R A A A
s .
T AT EIE TR -
FHAE FH RUAY) A P
R A 2 i D WIRENERES, KTk
WSRO A RS,
T DWW AEG
AR, .
FH KA Tk 11
¢ B B FRRE DR R (g B 52 ) 1594
AT e R R R AU B
KA R I 5 fefih 2k 4% B i AR E .
W 242 55 MR Al 2 S SO AR
X R i R 1 D BRI ST NMIVE RN NPT, TR AT REAE TR 5 B 1 1E O T g A
HEEA NP 254 (S 0LEE 8 1) .
XA I RE 3RO D OXPRERBNIGIT .
5. JHBHTEHE
KK TT 15T KK i
EIIRS(IMN
AR (C02)
THr
NI IR K CORNARIE.
eI fE RSP D BIE A ARTE S A C PR AR ARR, AN AR IR B A IR

&, ERIEAFAE KIS, XA R RN B .
FMBRGE ™ Y] RE AR
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Ezetimibe / Simvastatin Formulation
&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
HEREE=Y) COEMNY
AN
LS
&JRE)
IR K K 51 D MR B R R BRI A B R IE A K KA i
WEKAHI AR FT 4%
EZEWEN T, BHARBIRHER.
RS .
T BN D PR R PR 2 2% DOEEKENT, WA SRS .
E A RN TEak: 2 I
6. RN SALE
NGB B o AN AR L.
2B B BRI (SIS 79 NG ESEE (S IE 8
1) .
PRI ORAP it it DOBERBR A .

INRERA PR 224, RIREURE IR 1k 1k — 20 iR B
TR AL B 205 YR ER K -
WNERTC I B B Y, RO AR M R

MR SE SRR TERRDTIE ¢ TR A R ) SR A 2 A A P AL B

L2 P A FH (0 Ak B A R B 1R AR AE A SO (e RS2 s R BRI R
TP
B BBy AR AR RO, BRI R I 31— e IR 2
R EVEIR G-

Hb 5 8% SRE AT RS A T X AR R R AL B, DL R EE
HEFBC s F AR A B o 168 75 AT 0 5 T 3
A% SDS [R5 13 S RIEE 16 3025 1 e th 7 B R ZR 11

EESERSS
7. BELE SR
BiELE
PR f it D ERH A AR IR IT SR AN A AT 3 AR A
St e TP 1t RS EEHIMI BRI, B PRI
ol B A T 3 X D AR RS XU A T
EZE s I REF=E I DB R R R
AN
ANEAW
T A 5 IR A i
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Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

PRl J& T8 B2k o

BT TR REPARIEIR, 18 R Tl AR 2 4l
IRHEAT A B

e AR B A AR R B B B I

AN PR DR 75 25 5 1A o

T2 8 YR KU

SRS 45 it 75 L R TR

AT AN B L AROK BRI A o

AN IR B RE R R AR R A S

B 1S A 2 FE ) Rl

e

B A AT DA IE SRR A AR A
1% [ 5 R R I BRI AT

) DB S TR HI SRR R A
SR AT

EETp DO RESRMEL R IRIE .

8. Al AN B

15 S5 2H R B BRI B ik BR A
Hoy WEESC B | BUERRE | B E Bik | KR
5 (CAS No.) | (BhigEX) i3
A E 9004-34-6 PC-TWA 10 mg/m’ CN OEL
TWA 10 mg/m’ ACGIH
Ezetimibe 163222-33-1 | TWA 25 pg/m3 (OEB 3) | AHELIK
FEHRE 250 pg/100 cm? P B
Simvastatin 79902-63-9 | TWA 25 pg/m3 (OEB 3) | MBI
HAhfZ B DSEN
FE R AE 250 pg/100 cm? SER
i Ji 1R 557-04-0 TWA (\TH A | 10 mg/m® ACGIH
PER 2R
TWA (PFWPE | 3 mg/m? ACGIH
A
TREREH L TR LAEEGER SR A AT, IR A AR R TR R R
Hya (GMP) FOJE AR, DAMRIF =5 T TS,
e b R e iV E= NZi ks N R DS el s/ U I S A /bW
BERZERHT (B OER) .
ST B FF TR R A
AMEBG %%
W 2 45 B 3 CmARA R R E R, B R BRI B B R
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%8 GB/T 16483, GB/T 17519 4wl
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Ezetimibe / Simvastatin Formulation
&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
HEFEFR R R e (E, WA R I AR 4
SUR/iE S it YR
IR T 5 47 DRSS A ISR 1 2 A IR BT B H B
W TR aE SN IR . SR 55, i I S A 1
P H.
SRR EE A T R EAE A B A . BRI e, 17 (i
AR R
F AN B AR B 4 D LAEARBSEIG AN

WRPERE EPHAT IS, FRAIMNOER (e, B, — &
PEAARD LAY SRR AR 35 K
i R I 24 (AR SR AE B AT BE 5235 B AR

TP
el BT
I BT TpE=-

LG D USRS PR R o T AL, S TE T AR BT 3R
BEIRI o R G2 TR 5
AR, PR .
ST LA RA LA
Y 9 PR W 7 T T
BRI RS, RO TR, &0 Ap
B AE AR SRR . Tk PRSI PEST s
& FAT B

9. FEALKRFME

SIS AR WK

e D AR R

Sk LM R

R L EMER

pl fH WP e

I L/ kI R D OEBIEE R

B RN A D OEBIEE R

A L OEHR R

R L OEHE R
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Ezetimibe / Simvastatin Formulation

R
6.2

BT H 1
2024/04/06

SDS %5 BT UAEAT H 51 2023/09/30
28114-00024

B4 H : 2014/11/04

Gy (A8, k)

TN Kb B B AT HE A U 18] AT RETE O AR Mok AR 2 R
.

SR G4 THHR SR
MY LR 1 SR LR TR VR
HRE TR 1 S0 R IR TR YOk
HAUE TR YOk
A TR YR
2P /R TR 7R
L
K THHE R
IE R/ KA e R X TEHH 1
(R P FH A YR
AR FE FH A Yokt
B
SEENF TR VR
MR TEARSE AL
Attt IR SR A M F N BAH.
TR TR VR
AR RS R
Hife TR VR
10. R ERR
SR R FN I R S
it % %M FRE.
Sl )2 7 BT ALBERE AT IS SR A AT R R R R

.
CIESTHE=R e da Y
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Ezetimibe / Simvastatin Formulation

&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
I3 4 P 25 A e )(ka%ﬂ)d* o
ﬁﬁa*/\/lx
R AL
&8 1140 f =4 BB R0 R =)
11. FHEHZER
B LN
J7 Ik i
SN
IR FR 2% i
SEEH
WA B B LT H#AT 92
Ha
HFHER:
angnEs LD50 (CKE): > 5,000 mg/kg
TERN L LC50 (KER): > 5.8 mg/1
FZFEN A 4 /R
TRIR SR K2/
DL R EEE LD50 (% #h): > 2,000 mg/kg
Ezetimibe:
2 M kA LD50 (KER): > 5, 000 mg/kg
LD50 (/INER): > 5, 000 mg/kg
LD50 (K): > 3,000 mg/kg
PRI N B vk EEEE TR
Ay E ik A TR

Simvastatin:
a2tk Otk

LD50 (KK): > 2,000 mg/kg
Bt A

LD50 (/INEL): > 1,000 — < 2,000 mg/kg

Jerpigie: HiE A

LD50 (K E): 5,000 mg/kg
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28 GB/T 16483, GB/T 17519 i '
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Ezetimibe / Simvastatin Formulation

&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

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

TEAREREE:

SEZ OB LD50 (KE): > 2,000 mg/kg
772 OECD Wl 5 00) 423
PR YR ER AT S O R
B HE TR s

SR B LD50 (F%): > 2,000 mg/kg
vk E TR R

Bk o/ Rk

3 AR R

H5

Ezetimibe:

s ES

gh R T Bz Ik

Simvastatin:

e ES

KE HH R 49 B2 R R 3

R R R L

s ES

gk TG R

HVE FEF A b A

B R BSR4/ R )

WAEIA E B H AT 92k,

045

Ezetimibe:

e ES

gh R T HR 5 ) 5%

Simvastatin:

e ES

i B
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Ezetimibe / Simvastatin Formulation

&N &7 H 8 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

TE AR IR EE:

g E&

R 6 HR 5 ) 5%

#VE HTF R A

WP R B 57 kit A

B kit

] BEAE B Pt U R

TP R st 488

WA E BT AT 92K,

H5

Ezetimibe:

Vi) N AR

g J& B

g HiEE3

Simvastatin:

PP Al ReEE X AN R

g P-4

R R R L

VR ait] N AR

Biigis el

g & B

Fik OECD M5 ] 406

z ¥ 4

#iE HeF A EdE

A FE 40 B B oA 1

WRIEHA E B L F T 9.
ZHA4:

HYER:
PRAHE TR 251

DRZERY: GH R o] R R A (AMES)
g5 5% T

TSR : A AR LS A 20 o 326 TR 9 A 1A s
ok B [
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Ezetimibe / Simvastatin Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

A P L DR 2 1 D OMASRA: AL A A B AZ ARG (A P 4 3 AR
Pl N
PR BA
gE L

Ezetimibe:

AR AL DR B D AASEAY: g (R B RAR KIS (AMES)
FARAREE: B B A RS E R
ok ol B

AT Yo (AR AR
MR R Ge: ARk E i
aE 5 B

A P 2L DR 2 1 DA R
Pl N
YK RS
VA 3 e 2

a5 1 Y

Simvastatin:

A A DR B D AT g (el B2 RAR RIS (AMES)
251 Y

TR ST Bl e 2000 3k
a5 B

MIRF e~ AR RN
a5 B

TSR : A AR L 3 A 200 o 356 TR 9% A X s
251 Y

AR P F IR B DR R AL %R
g /N
DA T G 2

ah 5 B
AEFEAN M SR AR - PEAG D OMIERE A EAS R CLE I A FE A B AR P

B R IRk

PARHM L IR B D DRSS AR AR LS A i i TR 2R AR TR B
ok B [
Ve BT R B
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Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

WA AL A G o A A 1A 6
J7v%: OECD WK S 00) 473

gE s

v E TR R

TR g B &2 RAR LS (AMES)
gk g ik
B T R B R

Bk

WAEIA B B F AT 92k,

HA

HER:

s N
PRIRRA N

T a5 (7] T2 [

g DOBAME
Ezetimibe:

s DK, BEME
PEIRR OOR ORARD
% 72 ) [A] D104

g DOBAME

s DR, HEE
PRIRRA s QD)
ey A D104 JH

g DB

s AN
PEIRR DOOR D
Er3 A | ©104

g © BN
Simvastatin:

s AN

AT R 2y

ey AN D92
LA DRI
iR 2 Y SO, M

- SEs DO NSRRI R B E R FRE E .
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$%8 GB/T 16483, GB/T 17519 4wt

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

& N
PRIRAR Y u|
T 8 B[] D24
fr R s LR, HUIRAR
% DIREE N R I R URE R E
A TEEN
RIEIA 5 B THIT 92,
25y
HFER:
Kot B A ) 5 M) DDA — AR RIS
g KR
PRFIRE BN
g5 [
PRI =Rl Al CODRRRTY: A F /R R E
g KR
PEIBE BA
gh B [
Ezetimibe:
X EHE M F R COMERERTY: A F /R R E

T OB, T R T
A FHfE/7: NOAEL: > 1, 000 mg/kg A& HE
g AR M. , LR LEM.

Xt LR B IR DA R H
g KR
/7L2'51%1é QXD
9 G B NOAEL: > 1, 000 mg/kg 1A
G EARIEA.

MARRAL: K H

fiE: %%

PRRIRIE: £

KB B .NOAEL. > 1,000 mg/kg A
SR EARIEA.

Simvastatin:

X BTN 2 DTN A H R
il Ja: j(fﬂ TR
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2 AR BB A
28 GB/T 16483, GB/T 17519 i '
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Ezetimibe / Simvastatin Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

PRIRZ: 41
A B HeJ7: LOAEL: 25 mg/kg fAH

YRR )UK B 5 COMRSREY: IRHGR-RR LK E
g KR
PRI 410
WERG-FA L% . : NOAEL: 25 mg/kg k&
g EEWHER. , TARIEH.

TR EHG-HR LR E

g

PRIRZ: A1

WERG-FA L3 % . : NOAEL: 10 mg/kg k&
g3 EEHEER. , EARIEH.

TR RAG-HE LK E

FhE: KR

PRI 20

WERE-HA )LEEPE . : LOAEL: 60 mg/kg A=
GER W .

AR T B s

i famR ek
o} B M P R DAY A e RIS A AR/ K B B IR I 6
g KR
VA SO - PN
J7¥%: OECD Wl 5 0] 422
e v
B FET 2 i B

YR )LR B 152 DDA RER-R LR B
g KR
PFIRE: BN
g5 [
AR BT IR ) s

RS E RAEN- —RkEM
RIEIA 5 BT REAT 2K

RRGESERATNE- REZM
I B S B e fih 2 X 4% 3 AR
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fep R AR T A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

Ha:

Simvastatin:

SRASE DO, WA, AR, HRHG
PP D KBS B il 4 N A% I IR E
BRLEEN

Hay:

HFER:

s N

NOAEL : >= 9,000 mg/kg
PHIRR CBA

e 7% I [A) : 90 R
Ezetimibe:

s N

NOAEL © 1,000 mg/kg
PRIRRA N

7% B[] D90 K

BE DT ERER R
s N

NOAEL : 1,500 mg/kg
PRIRRA Nz

7% i [A) D90 K

- SER D R EE R
s VAN

NOAEL : 500 mg/kg

VLS 3 2N

Er3 A | D90 K

% D R EE R
s R

NOAEL © 300 mg/kg

LS 3 2y

T F2 I] [A] S

& © R EIE AR
Simvastatin:

)& VN

NOAEL © 5 mg/kg
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fep R AR T A

$%8 GB/T 16483, GB/T 17519 4wt

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

LOAEL © 30 mg/kg

DA B Y|

T 2 ] (7] © 14 - 104 Weeks

RIS E OB 2R, NR-EEERS, IR

g R

LOAEL : 10 mg/kg

PRIRE 23|

T g I (8] © 14 - 104 Weeks

LR E OB 2R, IREE

g L

NOAEL : 30 mg/kg

LOAEL : 50 mg/kg

PEIRG s

LR E M, 5

i e Rk

s N

NOAEL © > 100 mg/kg

PRIRRAE N

7% i [a) © 90 K.

%VE LR R B

WA fEsH

RIEIAE 5 B FHIT DI

Hoy:

Ezetimibe:

ANiEH

NEZRBARL

45y

Ezetimibe:

'gA GEAR: SO, W, Wk, JGVE, BB AN, VIREmE, LR
TEIEY,, TS, RTE

Simvastatin:

J2 Rz DA AR AR R R

gA DORRRRE T

RER: ERPIRE R, Som, MO, R, O
HEE NA-EHARS
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2 AR BB A
28 GB/T 16483, GB/T 17519 i '
-t ORGANON

Ezetimibe / Simvastatin Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

12. £B¥ER

Ezetimibe:
Xof £ IR B

XA ALK AT MY

fr 1

X /IR LRI TE I

xR REE (18 V1)

XA AR A TR MY

fREtE (V1)

LC50 (Oryzias latipes (HAE#)): > 100 mg/1
FRFEIT[A]: 48 /NS
e BT R r s

LC50 (Pimephales promelas (PEk#%fH)): > 0.125 mg/1
FRFEIT (] 96 /N

J7¥%: OECD Wl )0 203

v 0B PR A AR BE B e B

EC50 (Daphnia magna (/K#%)):> 4 mg/1
FEFE I H]: 48 /N

752 OECD a5 U] 202

v TE R PR A A B B e B

EC50 (Pseudokirchneriella subcapitata (%%#:)):> 0.317
mg/1

SRR E]: 96 /NS

771 OECD ik &0 201

Fe iV RN PR A L I Jo Rk

NOEC (Pseudokirchneriella subcapitata (%%7%)):0.317 mg/1
TR R[] 96 /NI

75 OECD Mt 0] 201

v TEAR PR VA Rk FE R e a

NOEC (Pimephales promelas (fE3kfi%fA)): 0. 051 mg/1
e AN NRERPN
J3{%:: OECD Ml 500 210

NOEC (Cyprinodon variegatus (ZLf7)): 4 mg/1
FRERI A T R
VR TR R A R B A T B

NOEC (Daphnia magna (/Ki%)): 0.282 mg/1
FRERINA]: 21 K
R TEAR PR iR R FE I E
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fep R AR T A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
M-IAF (K HIKA G E) |
XA R EE © EC50:> 4.4 mg/1
EFRINIR]: 3 /N
TR : R i)
J71%: OECD st 5 1) 209
VR TR R A R B I B
NOEC: 4. 4 mg/1
FeFRI ] 3 /N
TR s i o]
J71%: OECD it 5 1) 209
VR TR R VA R B I T B
Simvastatin:
o 2RI B © LC50 (Pimephales promelas (JIE3kf%fa)): 2.91 mg/1
S FEIA] 96 /N
J77%: OECD i F U 203
AN Al K AT MESIY) © EC50 (Daphnia magna (7K3%)): 3.5 mg/1
et BEWE]: 48 /N
J7¥%: OECD Wil 5 0] 202
XTEESR KA A ) B : EC50 (Pseudokirchneriella subcapitata (Zki#)): > 25 mg/1

SR FRISHA]: 96 /N

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

MAEY B B : EC50: > 30 mg/1
FFENfIE]: 3 /N
DRI TY - Il 0 )
J79%: OECD ik 5] 209

NOEC: 21 mg/1

FEFEW A 3 /N
TR : W 4]
771 OECD )it 5 ) 209

LGS

XTI : LC50 (Leuciscus idus (EifAME® f4)): > 100 mg/1
FRFRIT 0] 48 /NS
Jiid: 8 E TolkAr#E (DIN) 38412
i BT R B
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fep R AR T A

8 GB/T 16483 GB/T 17519 il

- ORGANON
Ezetimibe / Simvastatin Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
AR HAR K A TCEMESNY) @ BL50 (Daphnia magna (7K3%)): > 1 mg/1
SO FRFRFIE]: 47 /K
R 7K b4 2H 453 (WAF)
J71k: 67/548/BEC $84, BV, C2,
AR TR B s
AR PR v vk P B e 7 1
S S/ /K AR A I : EL50 (Pseudokirchneriella subcapitata (£ki)):> 1 mg/l

TR IE]: 72 /N
RIEW: K k& 2H 53 (WAF)
J71%: OECD st S 1) 201
v TR R
TEAR PR vk P e TG B 1

NOELR (Pseudokirchneriella subcapitata (£%7#:)):> 1 mg/1
FEFRIA]: 72 /N

WIS Kl 4o (WAF)

J7i%: OECD il 0 201

T BT R b Es

AP B : EC10 (Pseudomonas putida (ERAREME)): > 100 mg/1
FEFEMIIA]: 16 /N
PRI 7K Fb-& 4 3 (WAF)
P TR i s

FEA AN R AR

5

HER:

HE W) R gt DB PO AR R

Ezetimibe:

HE W) P gt 1k DB R G R AR R AR
VRS 6.8 %
TP 28 K

KA RS E 1 o JKfE: 50 %(4.5 K)
J7¥2:: OECD Wl S )0 111

Simvastatin:

AR W) P gt P K ST 3

IK A RS E 1 KA 50 %(3.2 K)
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He B AR B A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &7 H 8 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
T AREREE:
A B fi DGR ANA A R AR
v T R B
BRI
H5
Ezetimibe:
B . )& Lepomis macrochirus (@R KPHH)
AW E S AB(BCF): 173
FeFRIt ] 97 K
772 OECD Wl 5 0] 305
1EFBE/ KB R 5L : log Pow: 4. 36
Simvastatin:
1EFEE/ K43 B R 50 : log Pow: > 4.07
R R R L
1EFEE/ K43 B R 50 © log Pow:> 4
TEPREBHE
H5
Ezetimibe:
LIRS B2 B4 log Koc: 4. 35
J79%: OECD ik 5] 106
HAFFEREEH
To B 7k
13. RHELE
BT
R FAL2E D OREDR R KHEN T KIE .
P 24 it AL B
154 EE W) DN R AR IR VR AT IR S AL E I B AR B

WTEHANER s FEARAE T AL EE
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-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N BT H 1 SDS %5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
14. B#ER
H FrvE
Ffi3Z (UNRTDG)
BES EH 2 © UN 3077
e [ 12 5 4 FR :© ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Ezetimibe, Simvastatin)
e © 9
LB DIl
%ss 9
XN .
Z23% (IATA-DGR)
UN/ID %= © UN 3077
B4 [E 18 iy 42 7 . Environmentally hazardous substance, solid, n.o.s.
(Ezetimibe, Simvastatin)
5 © 9
(el ©OIII
PR . Miscellaneous
ALEEBI (T2i2 KAL) © 956
ALEEBI (%12 KAL) © 956
MR 2 Do
#§3Z (IMDG—Code)
A E 5 © UN 3077
A 2 S 2 FR : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Ezetimibe, Simvastatin)
e ©9
(= . III
bR 9
EmS %% © F-A, S-F
WG G/ DA
#% (MARPOL73/78 /A#7) B I1 F1 IBC FEN]
AN FH AR 7 o
HWE#R
GB 6944/12268
A B 5 : UN 3077
A 2 5 44 PR LN ENESYR, KAENER
(Ezetimibe, Simvastatin)
e © 9
A5 2555 oI
% 9
WY (/) SR
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-5 ORGANON
Ezetimibe / Simvastatin Formulation
A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04
FRER B Y iE it

ARG HIE R 73 RS T, SRR TA e e BOR UL i i AR AR VBT . 185
oy AT RE s s 2 R RS AR IX s [ R R AR 7] T AT T AR [ o

15. BHER
EHER
BRMVIR B ¥8 T
5 B 2 R %5
LR A AT IR S ES D RAIN
KILARP
P2 i BT A YA R T 2518 fE Ak 2 i
RS THZZFRFILER:
AICS DORME
DSL DORME
IECSC DORME
16. HffER
&7 H D 2024/04/06
HMER
SR D ONESROREE, EdERVETIEAEL SDS. OECD eChem [/ #4348
REER, PIEKRKINL A E R, http://echa. europa. eu/
H 1% 20 . ®#/H/H
HEENEFEES
ACGIH D REBURF ML PA 2R 2 (ACGTH) 2 B FR{E  (TLV)
CN OEL D TR ER R RE - EEERR
ACGTH / TWA D8 /NI, BRI E
CN OEL / PC-TWA D RTINS R R

ATIC — LRI TP A6 27 i 5 ANTT — BP0 [ Rk Bz da LR ASTM - SEEMP R SRR 2
bw — RE; CMR - B, BCORAVESUESGMEYI; DIN — fEERERE 2 DSL — INERENA
WEPR AT, ECx - Bl xRS, ELx — Sl x%RUM I F 3, EnS - W23 E; ENCS
- HABA B4R, ErCx — 5l x%AEKMBIREE; ERG - RIEJER; GHS - &3kl
FmG R R GLP — RAFSCIEMIE; TARC — EBRREREW AN TATA — EBRfi=
it 1BC - Ebsickis ek im i AR IE M & 0, 1650 — MK ; 1CA0 — H
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H2 % S BRI A

G

GB/T 16483, GB/T 17519 %k

-5 ORGANON
Ezetimibe / Simvastatin Formulation
&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
6.2 2024/04/06 28114-00024 A H H#A: 2014/11/04

PrECHMIZS S, TECSC — HEIIA AR A3, IMDG - EFrigE sl iy, M0 - Efrifgs
M4 ISHL - HATI 4 @ fEikg,: 150 - EPrbrefb 4y, KECT - #hEIA LY 4 5% ;
LC50 — MR NBEPEEIEAR L, LD50 — WA NBE L HEIE & CEEEE) ; MARPOL — [EFrEh
IS RS AT, noo.s. — RFAFIBK; Neh — FHFHAIE; NOWEC — AW, CHE) 1A
WP, NOWEL - IErl L () fERFIE,; NOELR - FErf WAEH 7%, NOM — S af 22 45AiE
NTP - EZEXBHEZEHEILL; NZToC - Friti =Y, OECD - @ GES KA, OPPTS -
GG ARFIRAHFIRIIAZE; PBT - FEAME. AR ERYR; PICCS - FEHIE
e 5 EY R A, QSAR - GE&E) ZM—IiEMEXR; REACH - BRI SAHEE ST
SEEEM . AL BBURIR&VEAE (EC) 1907/2006 5 ; SADT — HMNGES RIS, SDS - 44
HARBI T TCST - SISEEA LA YRIEM: TDG — fER gk, TECI — 22 B L= i s
B, TSCA - EEEHFWFEZEHNE, UN - BEAE; UNRTDG - BEE E TG e istmm @ ;
vPvB — ERFAMERIE A RAED T, WHMIS - TAEg P ak G B R SR

R

BN IR SRS, A 2R S (SDS) A 2 H IR (L5 BRI TE R . BUAE B AR %
SRR ML NI Al dsk. AEARATISER, AMURAE MR B ORIESS S5 B S
BROCAHESS, BERFEMEREE R EA SDS TARH 2 IR E M RHE R, 2 SDS AT RS AR T
AP RHE & SH] TAETRURE I, SRR IS B e R AR RL e AR RS E PR T I 75 5
BAEL A I DAk TT SO RIS BRI, AR 2 i SDS ARG FPEPEMY (A
EHD

CN/ZH
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