fep R BAR BT A

8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

A A Y & ol 22y

P2 Eh AR Ezetimibe / Atorvastatin Formulation
il 1 A BRARL 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 IS A R 1 i
et & HI 251
2. fER AR
RRBERER
SIS R LN
it KEABECKE
RBR ToEdE Tk
Ks U BHEf T ae i EdS 5. MKAEEYA S EA KRS m .

GHS fafa 5

R EELa E R G (RE
e

KWK fa

GHS IS E R
E3iA

551

Ja s P ]

B v i ]

HHl 2

T

A
=i

H373 KHAE I &2 e fi ] GE PR E 28 H o
HA11 X KA B0 A KRR m .,
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-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
P260 ANEI N4 o
P273 BB AR
O R

P314 G AE, SURE/EZ .

P391 W s 4 .

RFAE

P501 ¥ N 254/ 25 3815 BIREE R Y Ab 2R ) AbBE,

WERAL 2R R

WA 5 B LT i##T 93,

BFEAE

KB B B T A E A .

HEfAE

SKAEAYR I RA KR,

GHS R BEFHEHHAhfEE

28 5 HR G i 2 S SOH LA 3

55 A P fi 2 51 FEC M LA ) B R 48

BT A Elde A7 e P 1 R AT BE T R TR A 2 IR A

3. B/ HRMER

Y IREY D IREW
4H4y
2R T A4 FR =S Eonlin= WRIZBIREILE (% w/w)
(CAS No.)
YR 9004-34-6 >= 20 -< 30
Atorvastatin 134523-03-8 >=10-< 20
Ezetimibe 163222-33-1 >=2.5-< 10
i RES 557-04-0 >=1-<10
4., S¥EHE
— RN D HEHEWEUERS NGRS, SRR
TEREIRFF LA 50, B .
N DOIRN, BEFES AL,
WA R, FEs.
B W Al D KRR e
WA R, FEs.
HR i 2 i DOWEENERES, H KT .
ROk IS, .
gA DA ANES N,
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%8 GB/T 16483, GB/T 17519 4wl

- ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
WHRER, FREE.
FHIK ANk A
T T PR E R A R S D KIEU R BT R E AR T .
5k LB A 2 5| AT Ub A ) P i Ok
28 55 R A 4 A 2 5 B U P 8
SRt R D RORU ST AN RN NARY, AE AT REAEAE B R A AE L R A
HEFERIAN NP 25 2% (U588 711) »
Xof = AR PR B S D OSPRERENIGIT .
5. VHBHTE i
KK TFE KK I
i A o
A AR (C02)
=T
ANETE K K DR NARIE.
W fa e T D BH IR AR S SR BRI R R, AN AR IE B T4 K
B, WG LA KR, XA BRI E B .
FEAMRGE = V] B 2 R 3
HEREE=Y) DOBEMLY
ALY
e
&JREN
IR K K 51 D MR 2 B R R BRI B SR IE A K KA i
KA ENARFT T2 45 o
ELZERERT, BHRBIEES,
RS .
THBH N O3 IR R R 25 % DOEEKEN S, I E A U g .
AN NG 25 % .
6. RN SAE
NABi e Birss&mp - N AP R4,
SAERF WG EEN (SIS 79 MNP &E (S0 8
) o
RIS R4 e DR B R

INRERA PR 224, AREURE IR 1k 3k — 20 e Bt
DR B O Ak B 5235 SR e K
BRERTC R B B Y, RO AR A R

MR SR SR TERRDT R L TR A R A PSR ARG A A A AL B

L P fs FH 4k B AR B ik AR AR A b A (e RS 2 s R R AR IR AR
(TP
B Ay AR UUAR, BIHRERE R A b Ik B — € IR N &
R EVEIR G-
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8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

5 B SR AT RS A T X R AR BRI AL B, DA B
HER Y A8 T AR AN o 1887 2 A7 ) 5 & B .
A SDS A5 13 S A5 16 3025 T e Hh 7 B K ZR 11

FHRIFE
7. BIELBESMF
BIELE
BRI D E TR R IR R B A AT BRI
PRAL TR (TP FE i W H SRR BRI, B VRIS
Je S B 4 1T I8 A D R RRAE e KUK A A .
LA E I E I COARERAN A
ANEEAFIH
T G 55 IR R i
b 55 R IR ) Bl S SR B fl
BT TAE P B RV IS5 2L, #08 Rar 1) Tolk A2 4
AT AR
FER 2B 10 7= AR R 2R 1 B B IR
AN FH I DR 45 25 25 5 A
328 B AT KR o
RIS Fi It 7 L FERE L
ANO TR IR SRR E DT 1R HHR R
By 14 AR C ) il
77
BRANEAE KA COFHERE AR IR A A A
i 1B R T8 VR SR A
IR LB TN A R I [ A
A )
LML D AEERA R R IARIE
8. ARSI AIAMEDH
16 55 4H R S R L A PR
Moy B SIS | BUERRE | BRI BYRR | KR
5 (CAS No.) | (#EfbEaX) i3
R 9004-34-6 PC-TWA 10 mg/m? CN OEL
TWA 10 mg/m’ ACGIH
Atorvastatin 134523-03-8 | TWA 0.05 mg/m3 (OEB | PRI
3)
AR 0.5 mg/100 cm? P8 )
Ezetimibe 163222-33-1 | TWA 25 pg/m3 (OEB 3) | AHEMY
B 250 pg/100 cm? R0
it i 1 557-04-0 TWA (PR 10 mg/m ACGIH
PR R)
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P Sz AR B A
F2H8 GB/T 16483, GB/T 17519 %t '
-5 ORGANON

Ezetimibe / Atorvastatin Formulation

A &1 H SDS %5 HIABTT H #: 2020/10/16
2021/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
TWA (PRI | 3 mg/m? ACGTH
e

T e P T REH I H N % % & WH AT, e 2 i AR P2 R
HIE (GMP) IR EAE, CURY =M. T ARIRES,
A A& SR A EAREE S E &Y, JEp Ik EWiE
BEANZERMTT (Bl ORERS) .
JUAT B T R
AR
BRI 2R 4R WREE R REHERE N, B R I TR R el
HEFEFR R R e (E, WA R I AR 4
pUR/iE P (i TR
AR THI B 47 (RS A 4 AR 1) 22 4= R BT B H B
R TEARSESIES IR, R %, EREE ST
P H .
WA v R B B Ay . BRIkt R, T i S
B HA AR 4 42 6 1 4%
J2 RN B AR [ 3 TAEAR B SZI6AMAK
RS EHATIAES, FRAVMIER (e, BE. —X
AR, DABEG B AR R ok .
A5 FHE 2 A B RS B AT BE 3275 YA W)
F-Hyir
o P By R
#VE AR NFE.
DA Ln SRAE SR o AR R T B AL 2R, TS AE AR AT 4R
BRI RAM Z 2B E
IR, TR K
AR BRIE PSS el SR .
BRWEIEE, M TREESHY. SERN A H
M BTSSR AR . D BAER LI, BT WA
iE FAT B #
9. HALEsME
AN R R
Bt YA=REE Y SEN
S ToHHE TR
SRBRME ToHHE TR
pH & ToHHE TR
F25 1/ I ToHE %Rk
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- ORGANON

Ezetimibe / Atorvastatin Formulation
FRA BT H SDS % 5 BIRIELT H I 2020/10/16
4.6 2021/04/09 26481-00017 I gm i H A 2014/10/29

W1 AR AR TR 4k

PSS RHIN

I A TEHE B

Gy (4, S 0) %I Qb PR EHEAT e R A SR FT R TR RS AR IR G

Sk G THIEE R

JRIE LBR /TR R R TEHE B

BRYE TR BR / ATiAE TR Te A R

AAUE Te A R

U Te A vk

B /AR TEHH R

% TEHHE Bk

AL

IKVEE 0.01 g/1

TEE R/ K5 BE R 5L Te B vk

BRI Te B vk

G AR Te B vk

013

BERE TeHHE B

TR YRR THRIEYE

EAbTE WL R SR & AN 4 S R AT

i S TEHHE B

L TEHHE B
10, FésE A Rt

SAAES KRB FN N fE T

Fese EH M FRE.
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8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 )4 H #A: 2014/10/29
A SySa DI AbEEEEEAT HE EAE AR T RE T BB SE R R S RIR S
.
CIRST =R %oV ey S
N 38 G 1) 25 A G KJERTKIE.
ﬁ%*]\/l\ EEO
LY DA
FERE 43 =40 D BH G R
11. FEZER
BEibig R PN
F I
1PN
AR i 2 ik
SEEH
WA E B LT AT 52K,
Ha
HFHER:
avs 0N © LD50 (KE): > 5,000 mg/kg
SER BRI : LC50 (KR): > 5.8 mg/l
FZFEN A 4 /R
RIS K/ 55
S B R © LD50 (K fh): > 2,000 mg/kg
Atorvastatin:
2 M kA © LD50 CKR, HEMEAIMEM:): > 5,000 mg/kg
LD50 (/B BEMSEFIMEME): > 5, 000 mg/kg
Ezetimibe:
argnEs © LD50 CKR):> 5,000 mg/kg
LD50 (/INBR): > 5,000 mg/kg
LD50 (K): > 3,000 mg/kg
SN EE DOA&VE B R
S i wE DORRVE BB R
SR (HERZREE) : LD50 (KK): > 2,000 mg/kg

RFFIRA: BN

7121
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-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

LD50 (/IMER): > 1,000 — < 2,000 mg/kg
P AN

TR R IR EE:

SEg O © LD50 (KK): > 2,000 mg/kg
7742 OECD i 5 1) 423
PRAG: YR GRS JC A D iREETE
e BT R r s

SR B : LD50 (K fR): > 2,000 mg/kg
VE BT R ) R

B ok B ot/ R 8

WA S B HFHIT K.

Hay:

Atorvastatin:

s KR

45 DTGB R

Ezetimibe:

s LR R

45 DTGB R

i famR ek

s LR R

45 DTGB R

HiE DT R R

2 25 HRL R 45495 / G 3R K

WHEIA S B FHEHET K.

2.5y

Atorvastatin:

s R R

g5 D TR

Ji C IRANEGREE (Draize Test)

Ezetimibe:

g &)

g5 D AR

8/21



fep R BAR BT A
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-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 B H 2: 2014/10/29
TR R R
T DR R
ok L JCHRHS
B DT
PR B 7 ok it
B kit
WRAEBAE 5 B L FH T 2%,
TP R st 488
WRAEBA 5 B L FH T 2%,
Ha
Atorvastatin:
Vi) DR RN
BEibig DR
e DR
ghE R 2R
Ezetimibe:
VI RFeait] DR RN
e DR
gh R DB
R R R L
A DRV AR
B2 D kB
e DR
Jiik . OECD W 5 406
zk 5
BVE DT R
A FE 40 B B oA 1
WAEIA BT 92k,
045
HFHER:
AR AP I R B DR gHE [0l B AR RS (AMES)
g5 [
RS s A4y L 3h 40 20 B 3 (R 98 A8 1 56
gE R M
AR P F PR E S e i B I EA R ) O A A G N B R v b W )
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%8 GB/T 16483, GB/T 17519 4wl

Ezetimibe / Atorvastatin Formulation

fA
4.6

EAT H
2021/04/09

SDS 45
26481-00017

-5 ORGANON

HIABTT H #: 2020/10/16
BVIgmH HH#A3: 2014/10/29

Atorvastatin:

PRAHHE TR 751

A A B TR 1

Ezetimibe:

PRAPIE R 354

A A HE TR 1

BRERR R
PR A HE DA 2

AN
PRIRE BN

a5 B

MRS 8] ARG
MR R4 Salmonella typhimurium
gER Y

MAAZERL: 7] 2845 R 56
M &R St: Escherichia coli
gE 5L T

TARZETL: AR A L3 P4 i I [R] 58 A8 1R 6
TR R4 H E A SR 40 i
g5 5

TR SERY : bk e 0 AR AE i 36
MR R S8 H E A R
ok ol B

AR AL N %R 56
g /N R

YRR B RE
PERA &1

a5 B

DRSS AY: g [0 2 AR 36 (AMES)
FARAR BTG B B A RS E
a5 B

AT Yufr (R AR
TR R S8 ARk Egh i
251 Y

MRREAL: AR 56
T g /IR
MR H A
PRIRE &1

251 Y

TSR - A AR LS A 200 o 35 TR 9% A 1A s
251 Y
v BT 2R B
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-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

ARSI : A Gt Ak e AR 05
J7v%: OECD WK S 00) 473

gE R M

vk BT R

MRS AY: g 7] B2 AR 36 (AMES)
ok ol B
AR TR B s

BoEtE

WAEIA B BT HAT 928,

oy

HFER:

s N
PR CBA

e 7% I [A) T2 /8

gh R S AN
Atorvastatin:

s DINER, TR
VAT S Dogn (EB)
% i I ] D24

NOAEL : 200 mg/kg MEE
LOAEL . 400 mg/kg MEE
g5 © BT

AR E it

s DK, BEME
PEIRR g0 (ER)
% i I ] D24

LOAEL ;100 mg/kg 1EE
LA D NA-ER RS
Ezetimibe:

s DR, BEME
PEIRR DR R
ey A D104 JH

gk © BN

s CORHR, HEME
PRIRR SR R
TN A D104

g DB
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WEE L EBAR YA

J%H8 GB/T 16483, GB/T 17519 4kl

Ezetimibe / Atorvastatin Formulation

-5 ORGANON

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

s /INER,

DA B FAR (HEED

e FE[a] 104 J&

sk 94

ArEFN

WRAEBA 5 B L FH T 2%,

Ha

HFHER:

Xt EFE LR R

xR LA B IR

Atorvastatin:

Xt EE PR R

XHRE LA B IR

Ezetimibe:

Xt EEE P R S

MR — BT
& KB

PLFIRE BA

ghE 5L P

MM 2 F/ R R E
g KR

PEFIRE B

gE 5L T

MARRAL: £ F/ RRR R E
pE KR, MEME
" H BE /7 NOAEL: 225 mg/kg 1A
R S EE LR .

WA £ F /R R E
Mg KR, e
A B R /7 NOAEL: 175 mg/kg fAHE
gEHL A E TR .

FlE: KR, e

R H #ME: NOAEL: 20 mg/kg A
sER LERER .
B WS B R AR

Pl &, &t&r

PR 40

%% & # 1 NOAEL: 100 mg/kg fKH
gEOL AR PR JLEEME .

MK A F/ R MA R E
g KR, HEMEAIMENE

A F fE J7: NOAEL: > 1,000 mg/kg 1AE
g8 NAEF ., lf)LENE.

WRfR-HR L.
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2 AR BB A
218 GB/T 16483, GB/T 17519 i '
-t ORGANON

Ezetimibe / Atorvastatin Formulation

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 B H 2: 2014/10/29

SRR LR B R DA R H
g KR
PRIRZ: 41
9 E B NOAEL: > 1, 000 mg/kg 1A
GER EARAIEA.

MARRAL: K H

MiE: 4

PRI 410

KRG B NOAEL: > 1, 000 mg/kg 1A
SR EARIER.

i e Rk
o BB M PR R D DAY AR e RIS A IR/ K B B IR I S
g KR
PRRE BN
J715: OECD M3k S 1) 422
gk g [k
v TR R

XTRG LR B R DOIREA: IRR-RLR A
g KRR
A S o PN
g5 5L TH
B HET 2 I s

RS E RASE- —RkiEM
RIEIAF B FTRET K,
FRGESE RASNE- REZM
K s R T REIE 4

4H4y

Atorvastatin:

gz N

SLAS T NS

PP D KRR BT R AR E .
BERLEEM

44

GER:

s N

NOAEL © >=9,000 mg/kg
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Ezetimibe / Atorvastatin Formulation

-5 ORGANON

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
PR IR 'aA
Ery A | 90 K.
Atorvastatin:
T BRI
LOAEL 70 mg/kg
PR IR 20 (FEH)
T 2 I (1] 52 JH
A lils
g R
LOAEL 10 mg/kg
PEIRG 20 (BEB)
Er AR | 104 &
mesE Jirs
Ezetimibe:
e N
NOAEL 1,000 mg/kg
PRIRRA Zan!
TR [A) 90 K
B TG IR & BIE FH R
e N
NOAEL 1, 500 mg/kg
PRIRRAE Zan!
Er AN | 90 K
£1E 76 B 2 BIAE R AR S
e /INER,
NOAEL 500 mg/kg
PEIRR Pz
Er AR | 90 K
HVE TC B B EIAE R RS
e N
NOAEL 300 mg/kg
PEIRR 21
% FE I 1A 1
& To U B BIE AR
B R IRk
e N
NOAEL > 100 mg/kg
PR IRE 'aA
EryAnE 90 K.
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8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Ezetimibe / Atorvastatin Formulation

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 B H 2: 2014/10/29
%VE T2 b s
WANfEE
WA B B LT IHAT 5K,
5
Ezetimibe:
KIIN
N R B
H5
Atorvastatin:
TN SER: WURIESE, 57, BiAE, B8, (8, mEAK,
ThEeAEqk,
Ezetimibe:
TN SER: Sk, W, MR, BEVE, B A, WURAE, ERRRR

TR,

WO, KT

12. =% ER

EXxEN
Hoy:
TFHER:
X} 8 25 1) B LC50 (Oryzias latipes (HAF#)): > 100 mg/1
FEFE I H]: 48 /N
VE: BT R ) E s
Atorvastatin:
Xt £ 2 1P 5514 LC50 (Pimephales promelas (fELf%fa)): > 92 mg/1
FFRITIA]: 96 /N
731 OECD a5 )0 203
AR EAR KA T AEMESIY) ¢ EC50 (Daphnia magna (7K38)): 200 mg/1
HE=2 3 FRFRITA]: 48 /N
75 OECD P50 202
T FESE /K AL R ) B4 EC50 (Pseudokirchneriella subcapitata (%%#:)): 108 mg/1

FEFRISHA]: 72 /N
J71%: OECD ljiat 5 ) 201

NOEC (Pseudokirchneriella subcapitata (£%7#)): 14 mg/1
FRFRISE]: 72 /K
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WEE L EBAR YA

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

-5 ORGANON
Ezetimibe / Atorvastatin Formulation

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

xR (18 kR E)

XA AR TR HES Y

fREE (R VE1E)

XHMEVI R

Ezetimibe:
Xof £ IR B

XA AR AT MY

N

X /IR LRI TE

xR REE (18 V1)

XA AR A TR MY

MREtE (1)

J5¥%+: OECD ik 5 0 201

NOEC (Pimephales promelas (ffiskfi%ff)): 0.49 mg/1
FFRI M) 33 R
J5 i OECD ik 5 210

NOEC (Daphnia magna (/K3#%)): 0.2 mg/1
FREEI A 21 R
Jii%: OECD il & 211

EC50: > 1,000 mg/1
LN
WSS DR A

LC50 (Pimephales promelas (PEk#%fA)): > 0.125 mg/1
R[] 96 /i

J7¥%: OECD Wl )0 203

v TR 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 (Z%#:)):> 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
] 96 /M

7772 OECD M- 0] 201

v TEAR PR VA Rk FE R e B

NOEC (Pimephales promelas (fE3kfi%fA)): 0. 051 mg/1
FREEIA]: 33 R
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
TR 21 R
v FEAR PR R P B o B
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P Sz AR B A
F2H8 GB/T 16483, GB/T 17519 %t '
-5 ORGANON

Ezetimibe / Atorvastatin Formulation

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 B H 2: 2014/10/29

M= (KK AR fa ) o1
XA : EC50:> 4.4 mg/1
FeFRI ] 3 /N
TR ST - IR 100 1)
J77%: OECD K5 ] 209
VR TR R VA R B I B

NOEC: 4. 4 mg/1

FREEWT (] 3 /N

ARSI IR 17 1

J51%:: OECD W68 5 0 209

BEVE: TR PRI R BE I R B

e R Rk

X} I © LC50 (Leuciscus idus (FEfRHEZ F)): > 100 mg/1
RGN [H]: 48 /NS
J7id: A IE Tk ARiE (DIN) 38412
& BT R b i EdE

K AN Hetk A B HESIY) ¢ EL50 (Daphnia magna (Ki&)): > 1 mg/l
(O FEFRINIA]: 47 /N
RV K FhE 45 (WAF)
J7i: 67/548/EEC $54, Y= V, C2.
VE: BT R ) s
TE R PRV f vk 5 B e 3 1

XS/ K AR R ) B : EL50 (Pseudokirchneriella subcapitata (£¢#)):> 1 mg/l
PRI 72 /N
PRI FKFb-& 4 3 (WAF)
J7i: OECD Pt ) 201
i BT R HE
TE I PRV Al B2 N e a1

NOELR (Pseudokirchneriella subcapitata (£%7)):> 1 mg/l
FRFRI ] 72 /NS

WIEYD: KRG 45 (WAF)

75 OECD Mt 0] 201

VR BT R ) s

XA P . EC10 (Pseudomonas putida CESAHMEE)): > 100 mg/1
SEFEIS A 16 /N
I KA 2 73 (WAF)
FVE: F T I H
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fep R BAR BT A

8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
FE A A REAR M
5
HHER:
A B fi D g HUEAEY R AR
Atorvastatin:
A % i D gL ARG PR R R
VRN 70T %
TR ITE]: 28 K
J7¥%: OECD Pl 50 314
Ezetimibe:
A % i D g ARG PR R
AR 6.8 %
TR ITE]: 28 K
7K R AR S D KR 50 %(4.5 K)
J715: OECD Ml S0 111
i 8
AW % DEER AT AR R AR
VR FE TR R B s
EWERE S
Ha
Atorvastatin:
1E 2RI/ K e R4 : log Pow: 1.62
Ezetimibe:
H M ER . MJE: Lepomis macrochirus (i5#EARH )
AW E S A B(BCF): 173
BFENE: 97 R
J77%: OECD ik F U 305
1E B/ K4 B R 50 : log Pow: 4. 36
AR Rk
1EFEE/ K4 B R 50 : log Pow:> 4
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2 AR BB A
218 GB/T 16483, GB/T 17519 i '
-t ORGANON

Ezetimibe / Atorvastatin Formulation

A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
TP RERM
Hoy:
Atorvastatin:

R I8 73 8133 1) o (1 70 A

Ezetimibe:

R I8 73 #1023 18] o (1 0 A

log Koc: 2. 84

log Koc: 4. 35
J71%: OECD Ml 5 ) 106

HaHRHEE/EH
13. BHLE

RE B

JR AL T4 24 My AL HE

15 4% K 25 7 16 FVF AT IR S AL B B A R H B B
WA ANER : F R A P2 AL

14. BHER

B Byt

F:3Z (UNRTDG)

A E 5 UN 3077

A E 2 S FR ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Ezetimibe, Atorvastatin)

Z 9

AL 111

i%ss 9

Z23% (TATA-DGR)

UN/ID 4w 5 UN 3077

B E 18 i 4 TR Environmentally hazardous substance, solid, n.o.s.
(Ezetimibe, Atorvastatin)

el 9

AL 111

PR Miscellaneous

ALBEYIH (T 12 KAL) 956

ALBEIH (12 KHL) 956

WA &

#8312 (IMDG—Code)

A E 5 UN 3077

WS EIZ M4 R ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

19/21



He B AR B A

8 GB/T 16483+ GB/T 17519 il

-5 ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 HIABTT H #: 2020/10/16
4.6 2021,/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29

(Ezetimibe, Atorvastatin)

255 D9

A5 2555 oI

% 9

EmS £%5 : F-A, S-F

VRS G2/1) .

¥ (MARPOL73/78 A#1) FWI 11 F1 IBC 3N

ANIE TR B 7 i o

HWER

GB 6944/12268

B E 5 © UN 3077

164 [ i i 44 R DM A ERRE ST, R AERE R
(Ezetimibe, Atorvastatin)

F 9

(R DIl

%ss 9

KRB YT i

RIS RAUE S, SR IET A 2 R U B R R R MR O R . 24
IR HTTREBREH /7 2 s AL R DX o L AR T AR

15. ¥HfER

BEHEMR
BALRRI IR

72 B A R TH 4B R RIF1 4415 B -

AICS DORME
DSL DORME
IECSC DORME
16. HAhfER
HMES
2k D ONEEAREE, BERUE T E Rl SDS. OECD eChem [ 344
ReER, DML E PR, http://echa. europa. eu/
H 5 3K : F/H/H
FREN Y FEHES
ACGIH D SREBUF T DA SR 2 (ACGTH) Z MR (TLY)
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H2 % S BRI A

i

GB/T 16483, GB/T 17519 %k

4$ORGANON
Ezetimibe / Atorvastatin Formulation
A &1 H SDS %5 BT H #: 2020/10/16
4.6 2021/04/09 26481-00017 BVIgmH HH#A3: 2014/10/29
CN OEL o LYErE ERKPEMIRE - thEaERER
ACGTH / TWA D8 UNEF, EEINACT A
CN OEL / PC-TWA D EEDINBCE Y A RIR

ATIC — JEKHIE Tk AL 2E S B ANTT — V5 [ R EE B IsMiLR ;. ASTM — & E R R S2e 4
bw - fRE; CMR - U@, BCRBMHSAEIEEYR; DIN - MEFRHEMLS:S, DSL - MEKEN
MR 45 ECx — Bl xRN IMAE; ELx — Sl#E x%N A AiZe, EnS — &k it; ENCS
- HAMARHFEY 45 ErCx — Sl x%A KR ; ERG — RiZdEF; GHS - 4xEkik
G RAEREHIE ; GLP — RUFSLIG=E; 1ARC — EBRRAERF AN ; TATA — EFRATE
B¥ith e 1BC - [E BRBcsia fn e 64 2 S A A IS IS 4 JU ; 1C50 — HMkE; 1CA0 — [
PrECH MU ; TECSC - FHEIAFIR L 5%, MG - Rz a ey, M0 - EiRiEE
M ISHL - HATI 4@ dEikz,: 150 - EPrbrefbl2e; KECT - #hEIA L FEY R 44 5% ;
LC50 — Ml N A0SR T, LD50 — MK AHE R EEUE R CREESEE) ; MARPOL — [E FREA
IS RS AT, noo.s. — RAFIBAK; Neh — FHFEAIE; NOWEC - AW, CHE) 1EH
WRE: NO(WEL - AW CHE) 1ERFE; NOELR - JLr] WA A%, NOM — SBp§af 2240l ;
NTP - EZFBHEZEELIALL; NZToC - Frifi = =W fisa %, OECD - &S ES KEA L, OPPTS -
GG ARFFAHFIRIIAZE; PBT - FEAME. AR ERAYR; PICCS - FEHIE
S S EYFR 45, (QSAR - GEE) S5iH-—IiGMEKLR; REACH - BRI SR H &K T1b
SEREVEM . MG BEBURIRR &V (EC) 1907/2006 5 ; SADT — HMERIEE; SDS - %4
HAUB S, TCSI - BISEEAISYRIEM: TDG - fERSigH: TSCA — EEA HWFRiEHNE:
UN - BAE; UNRTDG - Be& ERTalE it t; vPvB - Se AR S A9 ZAEY
B, WHMIS - TAESgFTfar mfE B RS

I

BN IR AT, A BRI S (SDS) A 2 H IR L5 BRI TE R . S5 B A%
ERfE. AL T A B, ENRARERE, AMURAERRE PRI B E A
BROSCAHLESS, BERFEMEREE R EA SDS TARH 2 KR E R <, 2 SDS AT RS AR T
AP RHE & sH TAETARURE I, SRR IS B e R AR R AR E P15 T I 75 5
BAE A I TATE Ay AR BT, SRR 27 i SDS MPRHFE FPEVEAS (A
EHD

CN/ZH
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