RET—HFV—F

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

&S ;ETH: BERES: BiIEIZRETA: 2020/03/23
6.1 2020/10/16 28127-00016 IEERA: 2014/11/04
1. EERRUEHITER

EEHDAR Ezetimibe / Simvastatin Formulation

HicE O AH. FRRUEEES

HieEDORHAT
=320
BREES

BEFA—ILTKLR

Organon & Co.

30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302

551-430-6000

EHSSTEWARD@or ganon. com

RRERBHEES 215-631-6999
# R R O EOSIR
R EE
2. BRAEMOEN
LR 6HS 5%
RS R &% 2
R AR R4 1

HEFNEREE (REERL

=)

KERBEHEN B8 (2
%)

KERERENE RY (18
%)

GHS SRIILER
feRAXIE RV

R MR
fEREEER

yeX o

H315 RIS HIH#,

H317T 7 UL X —MRERIGERE T HE TN,

H372 RHAICH =5, RIIRERTIC L SiEE (T, BHHA,
HeE B) DOESE,
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Ezetimibe / Simvastatin Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/16 28127-00016 #EERH: 2014/11/04

HA02 KEEMIZHE,
HAT1 RERSRTHIEZEIC K > TKEEYIZH I,

REXE:

P260 3 CAZ|A LGN &,

P264 ERik WMEISEEH K< HES 2 &,

P270 CHOEREFERTHEEIC, REXITEEEZ LN
Es
P272 B EINT-FEKRIIEESNOHIBT NI &,
P2I3 IRIEADMHE Z BT D &,

P280 REFREERATH L,

HREE:

P302 + P352 HIEICHHE L1=1BE : BEDKTHS Z &,
P14 [ HBENE T, ERDRR "FHTERITHI L,
P333 + P313 HERIBRIEIFE LA (B) NEL-HE  EED
P FETERTHILE,

P362 + P364 B IN-KEEXWRE. BERT HEHICITERE
4H L,

P91 M ZEIINT 52 &,

B
P501 I, BHREARBIN-VEHRICEET S &,

GHS FEIZEZE L E WML DERB ST

EELGHERVEEENDFE © BLANRICADE, BEHGRIBNEEZLEZLL8H 5,

BEEREOHME MI. N RY VT LLEZDEADNEDMIC, EHRIED
BLAZRZHERT H2ETNLHY FT,

3. MERUHSER

LEME - BEEMORA . EEY

5%

=2 CAS &= EHE (% w/w) BERAREE
&S

Z)La—2X 9004-34-6 >=10-<20

I¥FIT 163222-33-1 >=10-<20

SUNRBRTF 79902-63-9 >=10-<20

ATT7YBIITRIIL 557-04-0 >=1-<10 2-611

4. HREE
— BT FNA R D BROBAEL. NN TCABNEERELICEEDEZEZ

&'-J-éo
ERARSICIBE, FEERBAHDGEEE. ERMOETRE
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Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
2020/10/16 28127-00016 #EER B: 2014/11/04
ZIT5
JRALT-HE RWAATEZIES. FIBTERDER~ABEHT 5.

REIZftELI=5E

RICA-=154&

RARATEBE

BMERRVCEREERDR

HEELTRHIRER

WREEZY 2EDRE

EEICH Y HFATTERE ¢

IERMNIBN DG EICIIERMETRREZ1T5,
EML-5E. EBICZENKTLHELCES 15 NEKREE
EOLWRLENS, FELEKRIREHZR S,
ERELEEZ(T5,

BERAORICKREEXS.

HEBERT DRICERITES.

BIZA2=8BE1CIE,. KTEKLFTT L,

FEAHY BT 2B IERLETEEREZIT5,
MARAATZIEE . BE(CHAELY,
ERDBENDIGEICIIEEREETERE2IT5,
AKTOELLTTL,

AEplp

FULX—MERERGERZTHEEN,

RHIchz5. RIIREIELKBIZK DEFZDOEE,
MLANERICAD L. BBHMERIENEZLIZELH S,
HHBMARERIELDREITEEZILL., HEINATULSR
EXEZFERTSL, BEOREENENHLBHEIE. HE 8D
WYL EANREEEZSEBOZ L (JEEB 8 #38MH) ,
IEHBEEBLIUEREERTH L,

5 KKFFDIEE

Y 75 KA

0 TIEAR DR LVH K
BREORIKRESTE

HEREEIEY

JKIESE

fit 7 JLa—)LEH k|

bRz (C02)

3 2R 5 K H

MEGTL,

MLADERZEITS, ZRFICTHLEEDHHMH LA
BLTBYBANENEETHEMLABRDERASH S,
RIREBRYM~DBREBIRBEICEEZRIZTEELH D,

RERERILY
EHREH NOx)
ZvRELEY
EREIEY

BEDHXAE BIGORN & BHDIREICIE C CEYGHEKFRZRL S,
KRAHDBRZE AT H=DITKEEET S,
ZETHNIERBIEI VT FERKEEI ST
RighoBEESEDH &,

HRZEITSEDRE KKBFIZIE, BIeXMFRBEERT 5.
REEZFERT D,

6. RHFDIEE
AR D EEEHE,. RE @ REEZEEAT D,
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Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
6.1 2020/10/16 28127-00016 #EER B: 2014/11/04
BERUVRIFEE REFWMYFZNDT (R (HB T E3HR) ©, BAAKE

REICNYT HEESHE

HLADRTRHEDAERY

2

BO#HREFHEICEN (HE 8 ZZR) .

RE~AOBHZERITSZ &,

REEHALTHL, BAPIENZLEDH D,
BERINERFKEREL. LHT 5,

A E LK ERTERWERE, A BBERICERT 5.

CENFBDE FELEHIMERETROERY . BYLRSR
CBL. BEY 5.
BLADZEZHADREZEETD (TahL, HLADEREL
EREOEEZERICE HER .
BLANERHITHATRETHRESN S LERXEDERS
ERHET HNT., REICHLAZEBRSETEILR LA,
AERERE. BETSRICEK. SMABBARESVEOR
B> TRET S &, TORBICERASAE=YEICON
THLRHETHD. EQORANBERSININZHRT HLEDN
Hd.

ASDSDIEB 3EIV152HENT, AHBBRELVED
ERFDEHDHY o

1. BEVWERVRELOIEE

ks
BT »f 2R

BFrEER, £AHBRK
ZERFIEEIR

ffih ] 8
AEXE

HESHASHEL, BEBEFARMIBIKLEBREESIETRIT &
n"H5,

B E, EE, FREAFEESERKL EOEY LT
BEFHET b,

BULGHBESEBENOTTOAMEAT 5,

BEOKMRIZAT ALY,

MLCAZRALEZWNI &,

BRARAFELZLY,

REDEfERITS,

BEWVRITREELCEKS T &,
BISBREREDKRICEOE, EEHOHERLUVUREHED
ETREIHORYIES Z &
MLADEREEEEZBHEITS,
FRLEWGSIZIZIBRZRADOTE <,
BOEMEMNSESTS,

HESHMEICH LTFHUEFEE LS L,
CHOEMFEFERATHEEFIC,. RBEXITEEZ LGN &
FNOEREMEHILEL, BE~AOKBEER/NMRIZCTELS5E
295,

3| o:1]
BEOEADICIEEVE~DIELEOTREMENH DEEIF.
EEBFROBELIZTA ISV VI VRTLAE LU RSV v
D—%#HRELTLIEELY,
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Ezetimibe / Simvastatin Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 28127-00016 DEERR: 2014/11/04

FRABIHRERUVEEZZILT S,
BRINFEFEKRTFEEEMSGHIBNI &,
BERINF-KRITBERT HRIICEKET S &,

27N TADMBMLEARL—L 3 VICk, ToP=FO
vha—)L, BUIGEANESRE, BULGKRLES LVE
ZBREFIE. EXEFAER. EXERLEERFIOERD L
Exa—%&EOCRELHYET.

rRE

RELGREERY D BRI RILODNERRICANTE S,
HEOREICHE>TRET 5.

EMZIEME D ROBGBEE VO L LITRE LA
SRERAE

RERRHROLEMH DESHUVME MRGL.

8. IF<EILRUREIEE

ERBRRICETIHSHRBERR/HFRRE

%) CAS &5 R (RER | EEBRE/HFAR | H#t
&) 4

tZ)La—X 9004-34-6 TWA 10 mg/m* ACGIH

IEF=T 163222-33-1 | TWA 25 pg/m3 (0EB 3) | W
HEEY HIR | 250 pg/100 cm’ R

DUNRBRFL 79902-63-9 TWA 25 pg/m3 (0EB 3) | WH

S #1HE#R: DSEN

HERY HIER | 250 pg/100 cm’ RED

ATT7IBIITRII LA 557-04-0 TWA (| AR | 10 mg/m’ ACGIH
%)
TWA (FFRiR | 3 mg/m’ ACGIH
%)
R xR DA REXEBFIVREEZRET SO, £2T00ZTFTUY
TEBEIRFREICLYEES N, GIPBERICHVERS
SRENHYET,

BECOIHELUVEETELRVIYZADEESYDOBEF
<S5 AT, BEYOERBICEYZIMFIEMALEL LY E
I ., A—TF T A4 RMEITINA R)
F—ToNVRYUTHEZEIMELET,

REA
EIRFARER D BYILEFHSKEENFETELRWNES., TFIEETM
THREAA FSA4 o0ERNDIX BN TREIN-HEIX, FF
WMREREZFERALEL LS,
TJA4NE—R4T D WMEFRYA T
FOREER
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RE= WETH:
6.1 2020/10/16

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
28127-00016 #EERH: 2014/11/04

#HE

e
RORER

RERUVEEDRER

FERMETS

FREZBETERTIAEERFALELL S,

Y4 Fo—)L FFEREREL LTI ILEERT S,
FEREEL L IIEERIZEROSVKE, SR+, 70V
W ENRET B, BRI —JILEERT 5,
MLA. SR+, HLLLIEIT7OYVILICEAEES LSS
AHEMAHIBEIE. 71 —XP—ILEL LLIFZFDIEFLD
L7z —RBOTIOFoavEBFERALELL S,

A= T74—LH LIFXERERHI—FEFALELL S,
MERAHABELEWVWKESIC, EESNADIFZIRVICEDIE, (K
FBEOH— AV rEEBMLTERALELLES B, RU—T
Ly, T7RY, EFR, FLNMETR—YHE) ,
BRINT-AREMDHIKIRER CIHEEILEY L AETIT-
TLESL,

9. MEMRTILENEE
YIR IR RE
&
AR
RioLE0EDIE
b e R A
R RXITHE R R U R #E
ATEATE (B, sK)

AR GRIK)

F—a#iL

MI, N RY VT LLEZDEADNEDMIC, B
DY LAZZHRT 2EETNLHYET,

F—a#iL

BETRARVERLRFR AIARS

BAEEHE O LR / AT LIRIE
BEEFEDO TR / AT TIRIE

EIPS

BAENEE

F—a1L




REF—5y— b

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RES ETH: BERES: BIE%ETA; 2020/03/23
6.1 2020/10/16 28127-00016 IEERA: 2014/11/04

FhE

FFE (BhFhMEER) FT—AR71L
REE
KB T—A27L
n-4%4 4%/ —IL/ KD ERZRE T—A27L
(log 1)

AT T—RHL

FERV/XITHEAZE

HE F—A1L

AR HRAFE F—A1L

e tEdis JEIRF

FRb 4 A8 R XEEMME & L TIEDEI AL,

NF=E T—A27L

pieat =i

HFHARX T—A27L
10. REMRUVRGHE

RISt RiHREE LTlEaEEI NGy,

LR EH BEDIRETIEIRE,

fElRAE RIS REME

MI. N RY VT LLEZDEADNEDMIC, B
DY LAZEZHRT 2EENLHY FET,
BUOBRILERIERIST S ENDH D

BT HNEEN B, K. KTE
MLADREZEITS,
EMERME ERAEF
fERAE D RRERY BRAEGHBERMIEH SN TR,
1. HEEFEER

AREMEDHLHRERROER

BiEEH

mA

K&

23501
RIZCA--15B&

FIRARRE L ERICEDCRY DETELRL,

7123



ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON

IRES WETH: BRES: ATEIZRET H: 2020/03/23
6.1 2020/10/16 28127-00016 #EERLB: 2014/11/04
3%,
I A—X:
SMEM #E0) : LD50 (5 F):> 5,000 mg/kg
SHESEE ]A) : LG50 (T v k):> 5.8 mg/l

RREEEER: 4 h
RERRE MLA/Z X+

ansEE BF) : LD50 (U4F): > 2,000 mg/keg
IEFST:
2MEM (E0) . LD50 (5w ):> 5,000 mg/ke

LD50 (%2 X): > 5,000 mg/kg

LD50 (): > 3,000 mg/kg

2MEME (]RA) D wE T—42%5L
2MET BR) D wE T—42%5L
SMUEE (ZOMMORK) : D50 (5w k):> 2,000 mg/kg

rEEE BREA

LD50 (=2 X): > 1,000 - < 2,000 mg/ke
BREER: BER

SVUNRBETF U
2MsEHE @) : LD50 (5 k): 5,000 mg/keg

LD50 (% 9 R): 3, 800 mg/kg

S AN =47k SHFN:
SME%E #EN0) : LD50 (5 k):> 2,000 mg/kg
7% OECD RE&RA A K54 > 423
FERAV M COMEFEILEEYEIAEOBROSHEILE
LY,
#E BT smEsrs/onzT—2I2& DL

2EEE B : LD50 () > 2,000 mg/kg
#E: BLUT ELFoNT—2IZHEDIL

RERRE/RiEtE
R ERIE
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETH: BEEXE: BIEIZRET A 2020/03/23
6.1 2020/10/16 28127-00016 FEVERL B 2014/11/04

%

IEFIT:

i) oYX

R D RIEREAGL

VNRBEF Y.

iz S

"= D PEEORERIK

ATFYIEBIT RO A

(£ Lo

R D RIEREAGL

"= T AMmEMLBON-T—RIZEDL

BIZxd 5 EELREM/BRIBHE

FIFARTRERIEHRICE DK R Y DETELLY,

5%

IF¥FZT:

(] Do

R . IRANDFIEA L

SVINRBRTF

iz S

wE D EDRIE

RATFPYUBEBITTRIYL:

iz S

R © IRANDFIEA L

wE D T AMEINSELONET—RIZE DL

PRI 38 B R SIS B 8 Rt

BB

FUILX—MEERICER T SEN,

PR 25 =X E 1

FIFRTRERIEHRICE DR Y DETELLY,

5%

IFFIT;

HER2 A4S D REIUTAtE— 3 VB

& D EILEY R

HER Do
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation # ORGANON
&S ;ETH: BERES: BIEIZRET A 2020/03/23
6.1 2020/10/16 28127-00016 PE4YERKA: 2014/11/04
SUNREFY:
TEAAD R D ERFADOREREEDORIEELITEELSAH Y,
HR D B
ATPYUBITITRIDL:
HERA AT S G 2 e a2 ]
EENOERK D HEEM
& . EILEY R
Hix . OECD #E&H 4 FS1 > 406
HR Do
e LT AMmEIMNMBLONET—RIZE DKL
SEMAERR M
FIATTRE T IERRICEDCRBR Y R ETEALY,
%
£)L0—2x:
in vitro TOEEEMN D REBRAA T MEMERAWNSEIREAREERE (AMES)
R 2
HERA A 7 in vitro HELEIMHIEGFEEHER
R 2
in vivo TOEEEMS o HREA 4 T I B ARMBR/MEELER (in vivo MIREEMER
ER)
FE.THRX
BRERK: fRAHAALTEBE
R 2
IEFsT:
in vitro TOEEEMN D REBRAA T MEMERAWNSEIREAREZERL (AMES)
REGEHE: REFHIEOFEEX-IXFEE
ER e
HEA A T 2BEKER
FRARRTL: AEDY) 2 Bk
R e
in vivo TOEIGEME D RERA A TN ER
FE.THR
R BE
BRERK &0
ER e
SURREFY
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 28127-00016 DEERR: 2014/11/04
in vitro TOEESM L HERA A T BAEME R B EIRIEAE R HER (AES)
R
HEBA AT TN YBEHT vtA
R 2t
HRERA A T LBEREE
R 2t
HERA A T in vitro BLBYEEAET ERRER
4. [ats
in vivo TOEEEH L RERA A T NG
. Tv9X
BEEK: &0
R 2

AREMRRERRME - TR A 0 RSB EEMRRERALERFRE LTHEI S LETER

vk LYo

ATFVUEBRITRI DL

in vitro TOEESM L RERS A Tiin vitro HELBYMRECTFERAR
R
HE BT PEMTONT—RIZEDL

HERA2 A T in vitro BEFEEERER

Hi%: OECD REEHA K54 > 473

R e

BE BT 2MELIEONET—2IZE DL

HEBRY 14 T WAEMER N S EIFRALEHER (AVES)
R
wE BT PENFONT—RIZEDL

BHRAM

FIFATRE A ERICE DR Y DETEHL,
5%

£)10—X:

& D Swk
BEZ% D ERFARAATEEE
IR ERRE 128

R CEM
IEFT:

& DYk AR
BEZK © #0 (g8)
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Ezetimibe / Simvastatin Formulation i ORGANON
WES  %ETHE: BIMES- STEET A 2020/03/23
6.1 2020/10/16 28127-00016 SEVERE: 2014/11/04
TEAT . 10458
ER -1 i
iE DSy bk, AR
BRERZK © 0O (gF)
R = R D 10458
ER =1 i
& DN¥IR
REEK ;0 (gH)
R 2= R R © 104 58
R D et
VINRBF Y.
& DN¥IR
BEZIK Co#0
BRI B . (A
ZERlEzs DN—4—J§
Em24 S o BFEE, B
i L CHOOMENE MoRT ABEEHEEMTHL,
ig Do w bk
AR S DO
R 2= R 2%
EEaA T L OBFEE PR
e D ChoDHRDOE MIT HEEMIETEMNTEHLY,
HSTEEMY
FIRTTRE A BRI S R Y HMETEAL,
0%
)L0—X:
RIS T B L ORERA A T — TS MR
Bov bk
BERE: RAAAVTEBE
R 2
BEDEEADLE L REBRAA T BHEEN / EERL
Eovbk
BERE: fRARAATEEE
R 2t
IFFIT;
RIS T B L REBRAA T BN / NEERE

BoYyhMARBEIUAR
A58 F3: NOAEL: > 1,000 mg/kg AE
MR ZREICEEEL, . RRERSMEEAL,
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Apuhlic

Ezetimibe / Simvastatin Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 28127-00016 DEAERE: 2014/11/04
BEORE~DEE HEBA( T BB
oy
BEEK: &0
2tk 44 NOAEL: > 1,000 mg/keg A E
R AELEIILL,
HEBA( T RE
g oyx
5 R 42
e 244 NOAEL: > 1,000 mg/ke 1A E
R AEELELLL,
SVNRNREF .

PEIRICK S D&

iy
o
S
o
ot
2

S
&
m [

ATFTPYVUBITTROY L
IEIRICHT S B R

HERA A T EEA

Boy kAR

BE#K 0

HBEF: LOAEL: 25 mg/kg {AE

HERA4 T ZRBINB L UVBRREREE
oy hk

BERE #0

Bt - BBIREME,  NOAEL: 25 mg/kg AE
R EHFEEILLL, , AEREELL,

HEAA4 T BN L UHRRER

FE ¥

BERK 0

Bt - BRIR =1, : NOAEL: 10 mg/kg AE
R ETFZEELL, , BEFEIELEL,

HEEa 4 T ZREMNBLURRHEE

B Ivhk

BERK #0

fE - BBIREM, : LOAEL: 60 mg/kg AE

ER: AR,

& BT smELIEONET—FIZE DL

HEBAA T £/ REEER V-V ERERSEHEMR
HEHERER

oy bk

BERE: SRAHRAAEEE

A% OECD REEHA K54 > 422

R pE

fmE BT 2mELIE/ONET—FIZE DL

HEBR2 1M T ZRME S URRERE
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON

&S HETH: BEEE HIEZETA: 2020/03/23
6.1 2020/10/16 28127-00016 IEERA: 2014/11/04
B oy bk
BERE: A AATESE
R fEt

BE: BLUT ELFEON-T—2IZHEDIL

FERMESBSE (EEIT R

FIRARIRELERICEDCRY DETELL,

FERMESESTE (REFICR)

R#IcH=5. REREEZRICL2ES (T HR, S B) OEE

A%

SVINRBRTF U

EREER . BFEE, AR, SRR, B
TEAAV R D REICh=S. RIIREIFCEICLIEFZDESE,
RERSEH

A%

/O0—X:

i DSy k

NOAEL : >= 9,000 mg/kg

BREZR D BRAAATEEE

IRERRE : 90 Days

IFFIT:

i N

NOAEL : 1,000 mg/kg

BEZK 0

PR :90d

% D BELEEEREBESINLGN T
i AV

NOAEL ;1,500 mg/kg

BE5ZR ©#0a

i 3AliEd | :90d

% D BEELEEERESBESIAEGENL T
& DOWYYR

NOAEL : 500 mg/kg

BE5ZR ©#0a

IR EER 90 d

% D BEELEEERESBESIAENL T
i N

NOAEL . 300 mg/kg
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation # ORGANON
&S WETH: BEEXE: BiIEIZRETA: 2020/03/23
6.1 2020/10/16 28127-00016 IEERA: 2014/11/04

REZR C#0

R 25 e N - =

£ . BELCAEEEREBREIAG, ST

SVINRBETF U

& R

NOAEL . b5 mg/kg

LOAEL : 30 mg/kg

RERER © 0o

IR SR : 14 - 104 Weeks

Za5s . Bl 2=h, HEKRR B

2 N

LOAEL .10 mg/kg

RERZRT © 0O

PR EE B : 14 - 104 Weeks

ZHIRE 25 . BFEE, =h, B

iz Lo

NOAEL . 30 mg/kg

LOAEL ;50 mg/kg

RERER © 0O

IR D R, B

ATFTYUEETT RO A:

& D 9wk

NOAEL : > 100 mg/kg

RERER D BIAATEEA

A 25 B : 90 Days

e T AMmEMALBOoNT—2IZEDL

BIAREN

FIFEETREAEMICE DR Y DFETEAHLY,

5%

IFFIT:

JES% Y

ANEIZx T 2 REHER

5%

IFFIT:

BRAAATEBE ©OfEK EESE, MER, BM, TH, B SFRE LRERE

fE, HP0HEH» i
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RET—HFV—F

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
6.1 2020/10/16 28127-00016 #EERH: 2014/11/04
VUNRRETF U
R & BE:T7FULX—RGERISTCENDH D,

RARAATZIHE

ZRealEss: B
K ERCERGRE, BRAE BRR BRE HEX

BRIl BEER

12.

IEF=T:
y:E--1kd

TOVOFEQKEBERHEY

(s e aY=—3 3

BEKEEYIHT HFEH

RSN (BMHESM)

LC50 (Oryzias latipes (1A% #)):> 100 mg/|
RREERER: 48 h

HE BT MEMTONT—RIZEDL

LC50 (Pimephales promelas (77w kAY KX/ 7)) >
0.125 mg/|

BREERFE: 96 h

7% OECD BRI A K54 > 203

&% BARERREICSITHEMEL

EC50 (Daphnia magna (A=< >3)):> 4 mg/l
RREERER: 48 h

#i%: OECD REEHA K54 > 202

BEZ: AEERFEICHSITS2EMHEL

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

BREERFfE: 96 h

7% OECD ERERA A K54 > 201

% FRERFBICETOIEHEL

RAESLERRE (Pseudokirchneriel la subcapitata (#%)):
0.317 mg/|

BREERFRA: 96 h

A& OECD ER A K54 > 201

&% AMERMBEICETLIEHEL

RAESZLERE (Pimephales promelas (77w kAy KI/
2)): 0. 051 mg/|

RREEEERE: 33 d

A& OECD E&R A K54 > 210
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Ezetimibe / Simvastatin Formulation

R EE =

6.1

;ETH:
2020/10/16

BEBES:
28127-00016

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EERH: 2014/11/04

SOVAFEOKEERHEY ¢

X9 BFE (BIEEN)

M-2790458— (KERERE
tt &H (815 )
WMEMIZHT HEMN

SUOVIAFEQKEERHEY ¢

[xd 5F M

BEKEEYICHT HEN

WMEMIHT HEMN

BRAESERE (Cyprinodon variegatus (—TRAAY K3
J—=)): 4 mg/l

BREERFM: 7 d

BE AEERRBICET55HEL

RAREZERE (Daphnia magna (A4 32>0)):0.282 mg/|
IREERFRE: 21 d
&% AMERFBEICETLEHEL

1

EC50: > 4.4 mg/|

BREERFE: 3 h

RERAZ A4 7 FEOR N

7#i%: OECD HE&RH A K54 > 209
% BARERFEICE T5HMHEL

RAEZERE 4.4 ng/l

BREERFR: 3 h

HER R A 1 PRI

7#i%: OECD RERH A K54 > 209
BE RHEEBRRBIZHITS25HEL

LC50 (Pimephales promelas (77w kAy KX/ r9)):2.91
mg/ |

RREERER: 96 h

7#i%: OECD HE&H A K54 > 203

EC50 (Daphnia magna (F# X< >3)):3.5 mg/l
BREERFRE: 48 h
A% OECD SRER A A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#k%)):> 25 mg/|
RREERFRE: 96 h

RAEFLERRE (Pseudokirchneriella subcapitata (#%)):
25 mg/|
BREERFR: 96 h

EC50: > 30 mg/|

RREERFRE: 3 h

RERAZ A 7 FEOR N

7% OECD HERH A K54 > 209

RAEZERE: 21 mg/l
RREERER: 3 h

HER AR A T FEOR N

7% OECD HERAA K514 > 209
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RET—HFV—F

Ezetimibe / Simvastatin Formulation

RE= WETH:
6.1 2020/10/16

Apuhlic

-5 ORGANON
BIEEE BIEIZETA: 2020/03/23
28127-00016 PE4YERKA: 2014/11/04

ATFTFTIVUBIITRIY L
y: &2

SOVIAEQOKEESHEY

X9 BF M

B KEEYICHT HFMH

WMEMIHT HEN

“REH - HEYE
5%
Z)0—X:

E RN

IEF=T:
£ o

KPTHOREM

LC50 (Leuciscus idus (a4 M—7&)): > 100 mg/|
BRFERFRA: 48 h

7iEDIN (R4 ITERBME) 38412

&5 BT MEL/FON-T—RITEDL

EL50 (Daphnia magna (A=< >2)):> 1 mg/l
IREERFRE: 47 h

WERME : KIEE S

#i%k: $85 67/548/EEC, Annex V, C.2.

wHE: LT IMEI/ONIT—RIZEDL
BRERRECRSTIEMHEL

EL50 (Pseudokirchneriella subcapitata (#%)):> 1 mg/l
IREERFRE: 72 h

WERY A KIEE S

A% OECD SRER A A K54 > 201

fmE: AT mELIT/ONE=T—2IZE DL
AEERREICRITAEHEL

NOELR (Pseudokirchneriella subcapitata (#%k%)):> 1 mg/|
BREERFMA: 72 h

WERME: KIEE S5

A% OECD SRER A A K54 > 201

HE FELTmEIRBONT—2IZE DL

EC10 (Pseudomonas putida (> 2—FEF R - 7F4)):> 100
mg/ |

BREERFMA: 16 h

WERE : KIEE S

HE FELTmEIRBONT—2IZE DL

HR: ZofEE.

R SFo@EETEAL,
£0fE: 6.8 %
MR 28 d

K5 R: 50 %(4.5 d)
Fiik: OECD RERA A K54 > 111
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Apuhlic

Ezetimibe / Simvastatin Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 28127-00016 DEERR: 2014/11/04

SUNRRETF L

S MR SR 2R RET e

KB THOREMN

ATFTFTIVUBITRIYL
R

EHEREN
A%

IEFST:
EAREREN

n-+49%/—IL/ KDERFEHK

(log &)

SUNRBETF U

n-A+49%/—IL/ KDERZEH

(log &)
ATTPYUBITITRIIA

n-A+49%/—IL/ KDER{ZEH

(log &)
TEDOBEE

B%:

IEFST:
REDD S

TV VEB~DREE
L
thDFREZE
T—AIL

hnsk > £2: 50 %(3.2 d)

HR. ST L
#E BLUT PELLFELON-T—2IZEDIL

#&: Lepomis macrochirus (FJL—F)L)
EWiEiEERF (BCF) : 173
BRFERFRL: 97 d

7% OECD ERB&RA A K54 > 305

log Pow: 4. 36

log Pow: > 4.07

log Pow: > 4

log Koc: 4.35
7#i%: OECD HERH A K54 > 106

13.

BELDIE

BRERE
BRREEY
BEBRRRUVEE

H5 BBERDRENIZRE LD T D,
EDRHFE. VYA ILVFELFREDEHIC, BRIZZITT=
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Ezetimibe / Simvastatin Formulation i ORGANON

BEBES:
28127-00016

BIEIZET H: 2020/03/23
#EERH: 2014/11/04

RE= WETH:
6.1 2020/10/16

REEVULEXREICRTT 5,
RICEENEMES. REARELTEET .

14 BXEOEE

BRI

= _E #a3% (UNRTDG)

EEZES (UN number)
EE#i£ 4 (Proper shipping
name)

EE5 48 (Class)
BERE K (Packing group)
Z X)L (Labels)

finZe %X (IATA-DGR)

UN/ID Z% (UN/ID number)
EE#i£ 4 (Proper shipping
name)

EE5 48 (Class)

B EE M, (Packing group)

Z X)L (Labels)

HwatEr (EY) (Pack-
ing instruction (cargo air-
craft))

HWaEafER (REH) (Pack-
ing instruction (passenger
aircraft))

REREH

7 L #;% (IMDG-Code)
EEES (UN number)
EE#i£ 4 (Proper shipping
name)

E&E 5 $8 (Class)

B2 E MR (Packing group)

Z X)L (Labels)

EmS O2— F (EmS Code)
BEEEME (&S - FED)

(Marine pollutant)

MARPOL 73/78 MiE & 11 RV IBC 2 — FIZL 5 X oRAMES IS BFEME (&Y - EZY)
ZE,

e SN KEORGAICITIE
&l AR

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(Ezetimibe, Simvastatin)
9

11

9

UN 3077
Environmental |y hazardous substance, solid, n.o.s.

(Ezetimibe, Simvastatin)
9

11

Miscellaneous

956

956

#ZH

UN 3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Ezetimibe, Simvastatin)

9

11

9

F-A, S-F

Zo

EnREDERF L, HEB 15 238I 5,
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Ezetimibe / Simvastatin Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/16 28127-00016 #EERH: 2014/11/04
A DR ERE

CCICRBENA TV DEES I, BHROBMETOLHT, KRET—2— FOFRTHEHS
NEESICHABEESN-MHEOFEDAITEDIVTVET, WES . REFE. Nvr—oH%
A XA DRANERIZLY, EESNLARENHYET,

15, BRZES

B AR

HRhE

fElRY. HEEMRBMICSZI LA,

E&&

BELEVE. BERECFVE. BEFMIEEVEICKILEL,
FBRER/EE

WEENFLSIIAEY

L

WEDHAIZZITIREREY

L

EREEHLESARYME

JEER S

ERFREDEH oh-LEWE (RELFEVEHE)
JEER

ZRREORH oh-LEWE FHREHEFEMEHE)
JEER

BAREZENTREBRVRVEEY
EE ST ED 2 FEITRAIRE 9

L8 = 2RE (%)

ATT7IV VBRIV IL 327 >=1-<10

BRFERTIRECRVRUVEEY

EE ST & FRITRE 185K

LEH &S

ATT7IBIIRVIL 327

HECEYEEE TR
JEEL Y

SR EFRhRAI

JEEL Y
FILXILErchETRHRA
JEEL Y
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RET—HFV—F A
Ezetimibe / Simvastatin Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/16 28127-00016 #EERH: 2014/11/04

AREF LS FRHA
JEER
FBEREHEERTE - WRF— (BERY)
JEEZ
YR R EHEE
JEER
LB B IR R SRR EE
E
BEHRARRE
E
DE 00805
E
R £i%
BRI 2,3 REKRYMETIRE 1: AEUEYVE
2e ik
FEATRAIE 194 FEBRYMERIRE 11 TOMOEEY
BESRERVBLEEDORILICEY 5k
(5 FEAHE D AEREMEICEFZE LGN
(EELE P L BEERYE
G2 PANNCELEUE 385D

FREFIAEHERE (it - AR
I

WEMERBAERY @dE - @A)

JEE% Y

BEEVONEBE VERICET 5%E

EEREY
COHBOBBICODVWTEEAS VRY M) —~ADEHIFR :
AICS > N

DSL N

IECSC R

16. E Db 1EHR

5| B >k D BHE#MT—42. EME DS IZEH I F—4. O0ECD eChem
R—FILE X UEIMNEEWMER http://echa. europa. eu/ D&
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 28127-00016 DEAERE: 2014/11/04
BER

Bft7+—<v bk . %/B/H

ZOMOBENET

ACGIH . k@, ACGIHEREEE (TLV)

ACGIH / TWA . g ESRY. ESRIMETLY

AlIC - ZA—R FSUTDIELERA AR M) ANTT - TS5 DIILEREERKE, ASTM - X
E#M RGBS bw - (KE; OR - A, ZEFRKE. £HESEENHLESNLIME: DIN -
FaURBHaEsE DSL - ERYMEY RN (BF%); Ex - FED XWORIEEREFT EEX
bNBDRE, Elx - FED XWOREERIFT EZEAONSER/EE, InS - REFKOR TP
—JL; ENCS - L TZEDEEFLEME ) X b ErCx - FED XUORIGERIFTEZEZLNDK
R&R RG - BRSO F5IE; GHS - HRFAMI X T L GLP - HERERHEE, [ARC - EHIR
DATRZTHEE, [ATA - EEMZEERS, IBC - BRIEFSDOESHEEEXD-HDOMMOEE
BRURKICE I 2EFRRMRAI; 1050 - 50%EFRE: 1CA0 - EFREREMEME: [ECSC - hER
FleEYEAE: INDG - ERELERYMRIE IN0 - ERESEHE. ISHL - FsBRE/4EE
(BA); 1S0 - EFRE/LHME. KECI - REBRFLFHMERK: LC50 - 50%EHILIRE: LD50 -
50%HEE (FHHEE) | MARPOL - MK BFRDMHLD-HDEMRER: no.s. - #I
mAMARSINATVEEHDZERRC: Neh - FUHAL NOWEC - EHFMHLZERE, NOAEL -
BESTMHZEL AL, NOER - BEAEHZELRTEIS: NOM - A X2 a2XRAI NP - RKEE
REMTOT 5L NZIoC - Z2—D—F v MEEME AR, O0ECD - #ZFH NHEASMEME, OPPTS
- LEMER M - AFHILER: PBT - #OMRRMEN - ARKBENE - HHMEWE) © PICCS - 7
1 VELEMEA oAV )= QSAR - (EEH) BEFMHER. REACH - LEHMEDE
$x. &Fffi. 3B WAL UEE (REACH) IZBI¥ H#RAI (EC) No 1907/2006: SADT - B hnEs 7
BE SDS - R&T—4Y—F; TCSI - BBILEMEAS R ) —: TD6 - ERYEE:
TSCA - EEMERSEA CRE) ; UN - E:E; UNRTDG - EfESERYEEES, vPvB - FEEIC
HOMRUFEREICHEEM, WIS - ERSRIREETUEVERBRI AT L

CORET—RI—FUUAT TSDS) &0V3) TRIET HHFMUT TRFEH &0V D) K. FEH
BEFRICENT., BHOKEOMNH. BFHR. RPMERDLETERTHLHEHIHLEZLDTY,
AIFHIE, HEOREGEIEKL., FA. LE, RE, #E. EERVCRRICETLIHI IR E
LTOAERSNTEY . WA BSRIIRIIREREEZLTHLOTEHY FHA. KIFHIE.
SDS DEEEZICRESN TV AIRESNEHAICHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETOXPTHEASNDEE., AXFRITERMNGVRY . BRICEAESEOATEEMS
AHYFET, ABRBOERABFSMICEV TR, FERRVHERZTEZERY 55H8IC. FRES
MORBRBERBICETHEAEMOBEY L EZEH T, FRESMUOERT 2HETORENKR
LHITHAHBOEMZL, FA. LB, RUOREIZOWT, #EEEVEY,

JP/JA
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