ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 28127-00023 MEERE: 2014/11/04

1. t#RKRUEH1ER

EEHDBATE : Ezetimibe / Simvastatin Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{2 R D GHS 5%7

REBEM. /R D RH2

RS B AR DRt

BEEMESEE (REIEC © BEH 1 (R, A, S8, 8)
=)

KERBEEME B (& N -85 K

%)

KERBEEENE B (18 D Ra2

%)

GHS SRILEFH

BRREXIEDVRIL : % %|
R . fElR
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 28127-00023 EER B 2014/11/04

ERAEE % 1ER . H315 RIEHI,

H317 7 LILX—MEERIGER T HEZTh.

H372 REfICH =5, RIIRERBZIC L SiEz (AT, A,
BHag, B OEE,

H402 KEEMIZHE,

HATl REIEGRISSEIZ & > TKREEYIZES,

T EK:

P260 # CAZ|MA LGN &,

P264 Bk MEITREZFZ K <ES 2 &,

P270 CORGEFERT S EZI2. REXIFEREE LGNS
Es
P272 B EINT-FEKRITIEESNOHIBT NI &,
P2I3 IRIEADMHEZ BT D &,

P280 REFRZERTH &,

HREE:

P302 + P352 RIEICf17E LI=1GE : 2EDKTHI Z &,

P34 S HBNE Z(E, ERDBRR /" FHTERITHI L,
P333 + P13 RIERIEBXIIE LA (B) NELBGE : EED
PR /FUTCERZTHIL,

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

P91 R ZEIINT 52 &,

B3
P501 N, BEZTADBIN-VERRICEEST S &,

GHS A FIZZLE LB LMD EREEFH

EELGBIERRVEBESNGFE © BLANRICADE. BBHBRIENEEZEZEHH 5.

BEEEOME MI. NV RT3 LLEZEDERADMEDMIC, BEREMED
MLAREZERTDEEALDHYET,

3. MERUHSER

EEHE - EEHOR . EEY

5

=22 CAS &S E2HE (% w/w) BIRAREE
5

Z)La—2X 9004-34-6 >=10-<20

IF¥FIT 163222-33-1 >=10-<20

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

ATT7YUBRIRIIL 557-04-0 >0-<10 2-611
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 28127-00023 EER B 2014/11/04
1|
4. HREE
— {7 KA1 R D EBEHMOBENL. ST CNENEZITELICEENDEZER:
215,
ERNESICIEBE. TEEREAHIBESIE. EDIETE
%‘j—éo
RALESE D RUVAATESES. BB TESOBERMARET S,
FERNENISEICIIERBE TEREZIT5,
BEICHEL-ES D B L-EE. BEBIZZEDKTALLGLCEE 15 pREIKER

HEOLWRLENS, FELEKRIREHZR S,
EBRLEZXZ(T 5,
BEADRICKREXS.

HEBERT DRICERITES.

BRICA-T=HE D BIZASGEICE, KTELTTL,
RIFAH Y MK T 2EBICIERKETEREZIT 5,
RARAATZIEE D BRBFRAATIZGE . BEICHENAEGL,
EERDBEN DB EICIIERHETEZEZRIT5,
KTAZELLCTT
AMERECERMEEROE @ RERIH,
HEELGBIRER TULF—MEERISEECTEEN.

RHIIH=5. RIREFISEBICKDEHFOES,
BLANIRIZASD &, BEBHBRIBNSEEZ DS ENH D,
LREEZY 2EDRHE D MARSERERFBELORL2ITEREZIL., HEESIhTLER
EREZFERATHI L. BREOTFRENHSBEIE. HESD
BYGEAREEZSREOCE (BERE8E5E) .
EERICH T SFRGEREE | XPFRESIUREREZEZERTH &,

5 KKEFDHEE

W 755 A o JKIESE
it 7 )L a—)LiasE kF
ZEtxFE (C02)

IR XA
80 TIEAR B 7R LVE K] AR,
HHEORIKRAEN D BMLADERZEITS, EXFRICTHLEOHMH CANS

BMLTHEYBRENFET DERLABREDRRLAH S,
RRERYM~NDBRREIRRICEERETEENH D,

HERBERIEY L REERIEY
EREEY (NOX)
ZvRILELED
ERERIEY

BEDHXAE D BRBORR EFDREICE C TEYGENFRERA S,
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f é 7-‘_ 9 :/_ F Apllhlin
Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 28127-00023 EER B 2014/11/04
KHEHOBRBEANT LH=-HIZKEEET S,
ZETHNIEREBEI VT FENKEEN BT,
Rigim b BBE#3C &,
HMEITHOEDRE NKEREICIE, BREATERFIEZEFERT 5.
REEXFEART S,
6. BHEOEE
ANRIZRT 5 EEEE, RE | REEZFEARAT S,

BERUVRRREE

REICHNYT HEEEE

HLADRTRHEDAERY

2

ZEGMYFZLDT FNA R (HB T ES]R) O, BARE
BO#RERICEN (IRE 8 Z23H) .

RIE~ADOHBHZERITSZ &,

REEHALTHL, BAPIENZLEDH D,
BRINERFKEREL. 89T 5.

MHAE LK ERTERZWNERIE, A BBERICERT 5.

CENELDIE. RBELDOINMERETROERY . EYLER
I L. BET D,
MLADZEIHFADORBERITD (THahHhE, HLADEREL
REODEEERICKSER
MLANESFICTHRLBEETHESINS EBREDES
KT H5DOT, REAICHLCAZEBESETIEELALY,
ARG EHRE. BRETHEICIE. EAEARSIUVEDR
BlIC-THIBT B &, TORBIZERSNE=HMEIZDWL
THREKTHD, EQORUNEREINEIHNEHERT IHEN
H5,

ASDSDEB 1I3HLV15IZHENT, ABARKRE L UVE®D
EHRHOREDHY .

1. BEVWERUVRELOIEE

ks
BAtTr xR

BFEER, 2&KRR
RERIRFEEE

HESHMNEBHEL., BEAR MIBINLEBRZSIZRIIT L
nH5,

BT EM, EE, FREAFEFESER L EOEY LT
HBEZHET D,

BULGHBMSEENOTTOAMEAT 5,

BRIEOKRMRIZFH T,

MLAZRALEWNI &,

BRARAFELZLN,

REDiEfERITS,

BikWRIIREZLCHES 2 &,
BISBREREDHKRICEDE, EEXEHOEERLUREHED

425



ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON

RE= WETH:
10.0 2024/04/06

BBES
28127-00023

AiIEIZRET H: 2023/09/30
#MEERLA: 2014/11/04

ETHREICHVRYRS I &
MLADERKEEREZBAET S,
FRLENVGEICEIBRZHDTE L,
BOENEMNSESITS,

BESHMEICH LTFHUEFEE LS L,
CHEGREFRTHEEIC. REXITEEZ LGN &
RNOCEEMZEHLEL. RE~NOBREEZR/DMEIZCT S L5
B9 5,

ER1EH
BEOERPIZIEEMEADIE EOTRENENH HHE L.
EEBFRODELICTA ISV IV VI VRTLEEUVREV Y
J—%#FZBELTLEEL,
FERABIHRERVEEEZZILT S,
BERINFEEKRIEXEEMIOHIAGWNI &,
FBREINERKRITBERT SHNKET S &,
T7N)TADMBHLEARL—T 3 VICF, T2 =F7a
vho—)L, @UEEANESRE. BULKRLES LUVF
ZBREFIE. EXFAER. EXERLEERFOFERADL
Ea—%8CENAHYET,

Ffih [B] ¢
BAEXE

®RE
REGRESEH BWYLESRNILDDNEBRRBICANKTHE S,
BEOREICH>TRET 5,
ROBGIFEHE V> L LITRE LA
EEREH

EMEIEME

RERRRDVEMH BESHEVME MRTZL,

8. [F<{EBMHLRUVREHE

EERRBICETIRIBRERR/HFRRE

5% CAS HS B (RER | EBRE/REER | KA
£E) EIEBERE
/IO0—X 9004-34-6 TWA 10 mg/m° ACGIH
I¥FIT 163222-33-1 | TWA 25 pg/m3 (OEB 3) | ER
HEHY HIBR | 250 ug/100 cm’ RER
SUNREBTFY 79902-63-9 TWA 25 pg/m3 (OEB 3) | ER
FFHA1EER: DSEN
HEHY HIBR | 250 ug/100 cm’ RER
ATFFTYUBTIRUI A 557-04-0 WA (IR AGE 10 mg/m’ ACGIH
)
TWA (FEI% 2 3 mg/m’ ACGIH
)

B, RXEBFVRRERES S, 2T0=FT) >
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 28127-00023 MEERE: 2014/11/04

TEBILRMBHRTICKYERESA, WP EBZIZRHRVERS L
DHENHYET,

BETONHBSLIVEEBTELEVWIY 7ADEEYOREF
<5 ZAT, BEAYOERBICEYLZMFEMNARELRZY E
T . A—T 2T A AHEITINA R)
A—=ToNV RO TERIMELET,

RER
MR RERESE D EYREFEREENFATELRNGS. it@ﬁ(g&ﬁ
THEHA FSM4 o OEENDIE BN RIN-HEEIL,
RREREEZFERALELL S,
TJA4NE—24TF D WHITFRYM T
FOREER
ME O MEAKEFR
e D FREFCETERTAIEEFRELEL LS,
IEOR#EER DA RV R ERERFZEL LLEXT—VILEERT %,

EEBREL L IIEEDIZEOZVRE, S X+, T7AY
W ENRET BIHE(X. BRI ILEERT 5,
MLA, SRAF, 3LLEI7RYVIVICENEESLOSINS
AR HBIESIE. TJT—RAP—IL KL LLIEZZEDIEFAD
L7 z—RBEOTIOTFI a3 vEBRALELL S,
RERUVEADRESR D AZIA—LELKIEEBRERAO—FEFRALELL S,
MEREABEHLEWVWESIZ, EEINDIFZIRVICEIE, K
EBOSH— AU bEEMLTHERALELELES WBl. RY—T
bJV 7oy, RFR FMETR—YRE) ,
REIN-AHMEDOHIKBRZER CHEIEEMLEHETIT-

'C (S,
9. MEMERTILFEHEE
W3R IR RE R /S
& o T—8%L
R D T—A%L
KoL EVEDE L T—RAL
AR R R L T—RAL

BRXSVBRRVHEER @ T—274L

AIATE (B, =UE) DMI AV RY DT LLLEEDEIDREDEIC, BEFEYE
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
10.0 2024/04,/06 28127-00023 MEVERB: 2014/11/04
DMLAEZTRRTHIEENLAHY £9,
TR GRIR) . FT—AkL
BETREARVIEERLBER AIHRER
BREHEDOLRE /AR ER : F—4274L
&
BREFOTRE/BIATE : T—42%4L
[}
CIPS = T—a%L
SRS F—5nL
pH T—R2EL
RRRE T—REL
BASAGE . F—aHL
FHE
IE (EhFh1EER) D T—A%L
AfRE
KB D T—A%L
n-49%/)—IL/ KNEBERE : T—2%EL
(log {iE)
ERT . T—AkL
BERV,/ XITHEANEE
HE L F—AHL
HEH 4 R B L F—anL
IBRES o JEEEE
R b4 DOAREGRITEBIEEYMEE L TIEREINGL,
278 L F—anmL
T4
WFYHA R . F—aHL

7125



REF—5y— b

Ezetimibe / Simvastatin Formulation

RE= WETH:
10.0 2024/04/06

BBES
28127-00023

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2014/11/04

10. REMRUVRIGHE

R RIGHERE L TRESEE NG,

E2IREN BHEOIKETIIRE,

fElRAE RIS AT REME MI, N RY VT LLEZDEADNEDMIC, B
DY LAZZHRT 2EENLAHY ET,
BOBRILERIERIET S ENDH D

BT HNEEH B, K. KIES
MLADREEZTEITS,

EMERYE ERAL

ERAE R RRERY BRAZLGCOBERYIEH SN TR,

1. FEHEHER

AREMEDHLRERROER

AEEL

A

R &%

£
RIZA-=-15&

FIRARIRELERICEICRY DETEAL,

%

)IO0—X:
2EE ##Oo)

2EEE (RA)

2EEE BR)

IEFIT:
ansEl @0

2EHEE (RA)
2EE BR)

ANEE (ZOMmOREER)

LD50 (5w k): > 5,000 mg/kg
LC50 (T k): > 5.8 mg/|
BREERFME: 4 h

HEBRRE MLA/S X F

LD50 (*4%): > 2,000 mg/ke

LD50 (5w K): > 5,000 mg/ke
LD50 (™9 R): > 5,000 mg/ke
LD50 (X): > 3,000 mg/ke
BE: T—42%L

wE T—4%GL

LD50 (5 k): > 2,000 mg/ke
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON

RES ETA: BBES BTEIZRETH: 2023/09/30
10.0 2024/04/06 28127-00023 YIEERL A 2014/11/04
BERE: BERN
LD50 (v 2 R): > 1,000 - < 2,000 mg/kg
BERE BN
SVINRBRTF U

2EFEE B0

ATFYIEBIT RO A

2EFEE B0

AtEE @R

REEaE /Rt
RIERIE

YUNRREF U
&
(&)

ATTI BRI A

2
#ER
5%

LD50 (5« k): 5,000 mg/ke

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

LD50 (5 k): > 2,000 mg/ke
#i%: OECD SRERH A K51 > 423

FERAV M COYMEFLIEEEYEISHEOROSHEILE

LY,

wHE: LT IMEI/ONIT—RIZEDL
LD50 ("4 F): > 2,000 mg/kg

HE FELTmEIRBONT—2IZE DL

e
RERIHGL

A
T3 E O RS R

A
RERIHGL
BT IMEMTONI-T—RIZEDILC

RIzxY 5 ERTREGE/RRHE
FIATREAERICEDCRY AFETELL,
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 28127-00023 MEERE: 2014/11/04
5%
IFFIT:
| i S
SR : IRANDOFIEA L
OUVINRBRF
|E L E
-2 D EAERI
ATFTPYIBIITRIIL
(= S
R . IRANDOFIEA L
5 L BT AMENSBLNET— 8RS
WoE R % 2% 1 4k S 1 B J8 IR
BEEREE
FUILX—MUEERIGZRITHEEFN,
PR 58 B e
FIFARTRERIEHRICE DK R Y DETELELY,
0%
IF¥FST;
SHERA AT L 2RI E—1 3 URE
b . FEILEY R
R D et

SUNRREF Y

|7tx%>b E FADREBREEDIKIRE-IFEERAHY ,
tER &1

ATPYVEBERT DL

HERA A T D RF VA E—Ta B

RED TR D RIS

2 D EILEY R

ik : OECD E&H A K541 > 406

faR Do et

2 L T AYENSBLONET—RIZETLC

4 IEfRaE RIRE
FIATTRE G BRICE DR Y NFETELLY,
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ié;—‘_ a :/_ F Apllhlic
Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04,/06 28127-00023 MEERE: 2014/11/04

5%

)0—X:

in vitro TOEEEM

in vivo COEEEEMN

IEFST:

in vitro TOEEEMN

in vivo TOEEEMN

SUNREFY:
in vitro TOEEEMN

in vivo TOEEEM

RS A T MENE AL D ERRAL R WES)
R Rt

HERA A T in vitro BHEBYHREC T ERRR
R

HERY 4 T WAL ARMBR/MEEER (in vivo ffEHEMER

E%)

B wHR

BERE: SRAHRAAEEE
R a

HEBRY 1 T MEME RN S EIRRALEHER (AVES)
RBEEE: REFRCEOFEREFEFEFE
R e

HEgA 4 7 LBEKEE
FARVRTL: ARBD Y 285k
R fE

HERA A TR
B IIX

AR 54
’EER &0

R

B4 A T MEME R S EREATRAER ANES)
R et

HBRAA T TILAYBET vEA
R e

HBRA2A T REREE
R 2

HERZ A T in vitro HELBMMRECTFERKAR
R Bt

HERAZ A T MR ER
B Yv9R
BER% £0
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RET—HFV—F

Ezetimibe / Simvastatin Formulation

RE= WETH:
10.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
28127-00023 YEERKAR: 2014/11/04

ATEMIRRERRME - TR A

vk

RATFTYVUBITRIYL:
in vitro TOEEGEM

A

BER

REAE C ETEMRBRARERRE L THET S LETER
LY,

HERS A T in vitro BHELBYHRECTFERAR
R
HE BT PEMTONT—RIZEDL

HERZ A T in vitro 2EKEEHR

7% OECD HBRAA K54 > 473

R

wE: BT IENSBOAT—RITEDL

HEBRY 1 T WAENERN S EIFRALESER (AMES)
R
HE BT IMENTONT—RITEDL

FIRARIRELERICEICRY DETELL,

%

)O0—X:

2

R EREH
R 55 e ]
#ER

IEF=T:

2
RGNS
R 55 i i
R

2
bR
R 55 i i
#ER

2
RG2S
iR 55 Fr
FER

vk
BRARAATZIHE
12 8

P14

Ty bk, AR
#0 (85)
104 8

=45

vk AR
#0 (g5)
104 8

P

TYR
#0 (85)
104 38
(£

12 /25



REF—5y— b

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

PEIRICK S D&

IEFIT:
FIRIZR T 82

5
S
S
o
R
2
S
&
m [

RES ETH: BEES: BiIEET A 2023/09/30
2024/04/06 28127-00023 YIEERL A 2014/11/04
SVINRBETF U
[ TIR
52K #n
|FZErR < 928
(RS N—45—pg
EEs14 7 B, Bh
e NHDHMRDE MR TH2EEHRIEIEMNTELY,
(=3 Jv bk
BREZR #n
|FZErRE 25
EZEs214 7 Friig, BIRER
a5 CNHDAMEDE MIRTHEEHRIIENTHLY,
HESEY
FATRESERICE DR YNETELL,
5
)O0—X:

RS 4 T — R ETEEERER

B oy bk

BRERE SRAFAATEEE

R 2

HERA A T 2HEEe S / MEBRERE
B Ivhk

BRERZR. AP AATEIEE

R fE

HERA2 A T 2FEEESN / VEHIERE
BoYyhMARBEIUAR

4 FE A NOAEL: > 1,000 mg/kg AE

MR ZREICEEEL, . BRRERSEEAL,

HEa4q 7 xE

B ovhk

BERK #0

FAZEM: NOAEL: > 1,000 mg/kg {AE
R AEEEIEEL,

HER2 A T B
B ¥

13/25



ReF—8L— A
Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 28127-00023 EER B 2014/11/04
BEEK: &0
ZerE M NOAEL: > 1, 000 mg/kg (A
R AEXEILLL,
OUVINRBRTF

BEYRICH I HRE

BEIRICH I HRE

ATFTFIVUBIITRIY LA

HEgA A T ENEA
Bovyh AR

BREZK &0

4 REH: LOAEL: 25 mg/kg AE

HEB44 7 2RI L UVBRERER

B oy bk

BE#K 0

Bt - BRIRE1M, : NOAEL: 25 mg/kg A&
R ETFEZEELL, , BEFEIELL,

REBEA T ZRMELUVRRHRE

B oyx

RERK #0O

BT - BBIREM, : NOAEL: 10 mg/kg AE
BR EFEEFEL, . AEEEEFEL,

HERA4 T BN L UHRRER

B oy bk

BEREK 0

BT - BRIR =1, : LOAEL: 60 mg/kg AE

HER: A AIRES,

BE EUT2MELIEONET—2IZE DL

HEBRAA T £/ REERRI)—Z U ERERSEMNME
HEHEHER

B ovhk

BERE: A& RAALESBE

Hi%: OECD SREEHA K541 > 422

R pEM

BE BUTIYEILEONET—2IZEDL

HEBRYA T ZRENE L URRERE

B oy bk
BERE: A AATESE
R fE

#E: BLUTAMELLFOoN-T—2IZHEDIL
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES ETA: BEES: BTEIZRETH: 2023/09/30
10.0 2024/04/06 28127-00023 YIEERL A 2014/11/04

BHERMNBREYE (EERIT]CE)

FIATRE G ERICE DR Y NETELLY,

HERMNEREYE (REECE)

RHchH-5. RIIRERBICLSEE (FE HA, K& B) OESE,

B

SVINRBRTF U

HE RO AT . BFEE, AR, SRR, B

TEAAD K D REICH-5,. RIIREFCEIZLIERDES,

RERSEH

A%

Z)0—X:

2 oy kb

NOAEL : >= 9,000 mg/kg

b aE ) D BHRAAREEE

IRERRE : 90 Days

IFFIT:

2 N

NOAEL ;1,000 mg/kg

BEZK > n

PR :90d

5 D BELAECRRIEIBEIALGHL-=

& AN

NOAEL ;1,500 mg/kg

BE5ER D80

i 3AliEd | :90d

= D BELCAEFREIBE I,

[ DWYYR

NOAEL . 500 mg/kg

BE5ZR D80

IR EER 90 d

= D BELAEECREIBREIALGHL S

2 PN

NOAEL . 300 mg/kg

B E5E% - u

E%EFEH%FBE] 1 &F

k= D BELAECREIBREIAGH, S
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
10.0 2024/04/06 28127-00023 EMERA: 2014/11/04

SVINRBETF U

[ R

NOAEL : 5 mg/kg

L OAEL : 30 mg/kg

RERER © 0O

IR SR : 14 - 104 Weeks

12 B 25 . Bl 2=h, HERR B

2 N

LOAEL ;10 mg/kg

RERER © 0O

PR EE B : 14 - 104 Weeks

12 B 25 . BFEE, =h, B

(i Lo

NOAEL . 30 mg/kg

LOAEL ;50 mg/kg

REZR © 0O

ERNILE D R, B

ATFTYUEETT RO A:

& AN

NOAEL : > 100 mg/kg

REZR D BAAATEEA

PR : 90 Days

e T AMmEMALEOoNT—2IZE DL

BIAREN

FIRATRETIERICE DR Y RETEALY,

5%

IFFIT:

EEE

ANEIZx T 2 REHER

5%

IFFIT:

A AATBE ©OfEK EESE, MER, BM, TH, B FRAE, LRERE

fE, HhnEH, BEERHE

16/ 25



REF—5y— b

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: AiIEIZRET H: 2023/09/30
10.0 2024/04/06 28127-00023 #MEERLA: 2014/11/04
R & BE:TFULX—RGERISTCENDH D,

RARAATZBE

ERORE RS BT
fEIR: ERERREAE, BBE BR B HER

BRI BERR

12.

X9 BF M

BEL (B

SOVOFEQKEERHEY

B KEEMIIXIT HENE

LC50 (Oryzias latipes (F1A % #)):> 100 mg/|
RREERER: 48 h

HE BT IMEMTONT—RIZEDL

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

BREERFRA: 96 h

7% OECD RB&RA A K54 > 203

&% BARERREICSTH2EMEL

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

#i%: OECD REEHA K54 > 202

EZ: AEERFEICSITS2EMHEL

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

BREERFME: 96 h

77i%: OECD FRERA A K54 > 201

% FRERFBICETLIEHEL

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

BREERFR: 96 h

A& OECD ER A K54 > 201

&% AMERMBEICETLIEHEL

BRAESZEREE (Pimephales promelas (7 7y bAY K/
2)): 0. 051 mg/|
BRFERFRE: 33 d
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R ZE =

REF—5y— b

Ezetimibe / Simvastatin Formulation

;ETH:
2024/04/06

BBES
28127-00023

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2014/11/04

[Tx9 BEME (BIEEN)

M-27045— (KERREEE
tt &H (815 )
MEMIZHT HEME

B\
RN
H*

(s e aY=—3 3

WA T HEM

SOVIAEQOKEESHEY

TUOVIFOKEEEHDY

B KEEMIIXIT HENE

7% OECD EBRA A K51 > 210

BRESEREE Cyprinodon variegatus (Y—FAAY K=
/=) 4 mg/l

RREERER: 7 d

BE REERREICHTI5HEL

RANEFZERE (Daphnia magna (X4 22> 0)):0.282 mg/|
IREERFR: 21 d
% BARERFEICH T EMHEL

1

EC50: > 4.4 mg/|

BREERFMAE: 3 h

HERA A T FEIRINH

A% OECD SRER A A K54 > 209
BE AEERRBIZST55HEL

RAEZERE 4.4 mg/l

BREERFM: 3 h

SHER AR A T IR N

#i%: OECD REEHA K54 > 209
w5 AEERREIZSIT55HEL

LC50 (Pimephales promelas (77w kA KX/ %)) 2. 91
mg/ |

RREERFRE: 96 h

A% OECD RER A A K54 > 203

EC50 (Daphnia magna (74 =<>3)):3.5 mg/|
RREERER: 48 h
Hi%: OECD HEEHA K54 > 202

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

BRAESEEE (Pseudokirchneriel la subcapitata (%:%)):
25 mg/|
BREERFME: 96 h

EC50: > 30 mg/|

BREERFM: 3 h

HERA A T FEIRINH

7% OECD HERH A K54 > 209
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RET—HFV—F

Ezetimibe / Simvastatin Formulation

RE= WETH:
10.0 2024/04/06

BBES
28127-00023

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2014/11/04

ATFVUEBRITRI DL
BEN

X9 BEF M

WA T HEN

BEY - HE
5%
+)L0—X:
"Eﬁﬁﬁ

IEF=T:

SOVAFEQKEEEHEY

L KEEYICHT HEN

RAEZERE: 21 mg/l
RREREER: 3 h

HER SR A T FER N

Hi%: OECD REEHA K54 > 209

LC50 (Leuciscus idus (3 M—FE)): > 100 mg/|
BREERFME: 48 h

A& DIN (FA Y IEMRHK) 38412

w5 BT IMEL/TONT—RITEDL

EL50 (Daphnia magna (A =<>0)):> 1 mg/l
BREERFM: 47 h

BERME: KIEE S

ik $84 67/548/EEC, Annex V, C.2.

&% BT EMEIL/FON-T—RICEDL
BEEBREICETI2EMHEL

EL50 (Pseudokirchneriella subcapitata (#%)):> 1 mg/|
BREERFRE: 72 h

WERYIE: KIEE >

7% OECD RB&RA A K54 > 201

wHE: LT IMEI/ONT—FIZE DL
BREERREICESITAEEEL

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

WERME : KIEE S

A% OECD SRER A A K54 > 201

&% BT omEIS/FON-T—FICEDL

EC10 (Pseudomonas putida (¥a—KEF X - TF4)):> 100
mg/ |

BREERFR: 16 h

WERME : KIEE S

#E BT smEsro/onzT—2I2& DL

HR: ZofEt.
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RET—HFV—F

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RE= WETH: BEES: AiIEIZRET H: 2023/09/30
2024/04/06 28127-00023 #MEERLA: 2014/11/04
E N HR BORETRREL,

K THOREMN

SVINRBRTF U
o

K THOREMN

ARTTUIEBRITRII L,
SO

ERERKE
B%:

IEF=T:
EAREREMN

n-A+49%/—IL/ KDERZERH

(log &)

DUNRRETFU:

n-A%o %/ —IL/KNDERFRE

(log &)
RATFTPYVUBTT RIS L

n-A%o %/ —IL/KADERFRE

(log &)
TEFDOBEE

%

IEFIT:
BREDD ST

£ 6.8 Y%
AR EE R 28 d

hnsk 5> #2: 50 %(4.5 d)
ik OECD ERE&AA K54 > 111

R RES e

K5 AR: 50 %(3. 2 d)

R S EETL
HE BT IMEMTONT—RIZEDL

#2: Lepomis macrochirus (FJL—F)L)
EWiEERERF (BCF) : 173

BREERFMAE: 97 d

7% OECD ERB&RA A K54 > 305

log Pow: 4. 36

log Pow: > 4.07

log Pow: > 4

log Koc: 4. 35
#i%: OECD REEHA K54 > 106
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REF—5y— b

Ezetimibe / Simvastatin Formulation

Apuhlic

-5 ORGANON

RES ETA: BERE BTEIZRETH: 2023/09/30
10.0 2024/04/06 28127-00023 #EMERLR: 2014/11/04
AV OBAOFEN
JEZY
thnEELE
T—R1L
13. BELDIEE
BEESE
BRREEY A BAREOBRHEIZLNLDT B,
BEME T KAEEH L TIE A S AL,
FEREARBRRUEE ZOERIE. VA IONLFERITERED-HIZ, BRI FZI(T1-
BREYWIBEEIZRFTET 5,
BFICEENEWNES., REARELTEET S,
14, BXEDIEE
E3]5 53kl
& £ &% (UNRTDG)

EEES (UN number)
[EE#ix & (Proper shipping
name)

EE 5 $8 (Class)

B EMR (Packing group)

Z X)L (Labels)

REREMH

fZe 8% (IATA-DGR)

UN/ID &5 (UN/ID number)
EE# %4 (Proper shipping
name)

EE /%8 (Class)

B EMHR (Packing group)
Z X)L (Labels)

WawEr (Y (Pack-
ing instruction (cargo air-
craft))

WatER (REWH) (Pack-
ing instruction (passenger
aircraft))

REAEMH

73 L &% (IMDG-Code)
EEZES (UN number)
E&#i%£ 4 (Proper shipping

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

(Ezetimibe, Simvastatin)
9

11

9

ZH

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

(Ezetimibe, Simvastatin)
9

11

Miscellaneous

956

956

ZY

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 28127-00023 MEERE: 2014/11/04

name) (Ezetimibe, Simvastatin)
EE 5 $8 (Class) ©9

A/ ZE#R (Packing group) o111

Z ~R)JL (Labels) 9

EmS 32— F (EmS Code) . F-A/S-F

BEEEYE &S - EED) 0 EE

(Marine pollutant)

MARPOL 73/78 Mi&E I1 B U IBC 3— FIC L L oHAME SN DK AEME (B - EZKD)
S IKBORAICIEIEK S,

Bl PR
EoREDERGIX. ]’HE 15258 I 5.
R DOREXE

CCICRBEATLDIEES . BROBMETOLOT, KRET -2 — FOFRTHRHGS
NEESICHABESN-MHEOFEDOAITEDIVTVET, WX EE. REFE. Nvr—oH%
A XEMFOMBDRBDERICEY ., EREINSAREELHY FT,

RERLCRHERHES cIM

15. BRZES

BEER

HRBAE

ek, FEEMBRMICEHAE LG,

e 33

BELEME. BERECFME. BEFMIEEMEICKILEL,
HEREM/MEE

WEENBELEShIFAED

JEER

WEDHRAIZRITEIRERED

EH

BEEENLEHARYME

EH

ERFREDRBH oh-LEWE (BRELEYVEHE)
EH

ZRREORBHoN-LFEYE FHREHEFZHE)
JEER
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
10.0 2024,/04/06 28127-00023 MEERE: 2014/11/04
‘ BAMELBAITREREVRUVUEEY
EESTED 2 (EITHARE9
x4 EHE (%) %
LR eI >0 -<10 -
‘ BMEERTIREBEVRUVEEY
EE ST & EITSE 18 %)

=23 5%
| P S AN -

BRARENE (BRSNS 577 0 2)
B2

RECEMERETHHRA

JERRY

S EFRARAI

R

ZILEILSRhETF R

S

ARBFIPEFEHRAI

S

FERE/MELETS - WRE— (BEY)
JEERY

SR URIMEFE

JEERY

LM EEHIBEEERE

JEERY

BEHRARRE

JEELL

UE 500805

JEELL

iR €%

fEHAIE 2, 3 &LBRYMETAIRE 1. AEHEME
22 %

FEATIRAISE 194 £EBRMERAIRE 1T TOMDOEEY
BESTRERVELKEORHILICET 5%
(5 iE A 8% D AERAEMEICEZY LA
18 S ik L EEEEYE
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 28127-00023 MEERE: 2014/11/04

FREE R U MR f IS %
FMRERBHERY (@ - @AZA)
JEZ Y
BEREMBAERE @dE - @A)
e Y
BEEVONER VERICET %1%
EXREY
COHBOBRSIZDODVWTEEAS ORY M) —~DEBEIFR :
AICS ORE
DSL L ORE
IECSC CORE
16. ZDHDiEHR

ASDS [CHENWTHBLREHEZDBHNMRNEDRENMERTOERIL. EXMETHIEEE
BHEYT

5| Rk D HMEMIT—4. BEME SIS (CEDILF—4. O0ECD eChem
R—2IILEIVERMILEYMER http://echa. europa. eu/ D&
RIER

URIN—2a U o EBESNERBREAXETE 2 AR THRFARTIATLET,

BftZ7+—<v b+ . #/RA/H
ZTDHDEEEED £

ACGIH © #E, ACGIHERRAME (TLV)
ACGIH / TWA o 8 EEfE. BEREMNET

ALIC - A—R S UTDIELFERASA AV RY; NTT - TS DILEREEME. ASTM - K
EMHHARGS: bw - (KE; R - EH UM, TERRME. EEEUNHDESNDHME: DIN -
FAURBHEELE DSL - BERYMEI R~ (BF%); Ex - FED XWORIEERET EEX
BNBHRE, Elx - FED XWOREERIFT EEZAONDIER/EE, InS - BREKOR TP
—JL; ENCS - L BZEDEEFLEME ) X b ErCx - FED XYDORIGERIFTEEZONDK
K&, ERG - RERWOFEIE; GHS - HRFM T L GLP - HEREREMRE: [ARC - EFF
NATRERHE. [ATA - EEMEEEHS IBC - BRIEZEHOESEEZD-HOMMOIEE
RUHRRICET SERMRA 1650 - 50%EEFRE: ICA0 - ERREMZEME. [ECSC - hER
FeEYELE: INDG - ERELERYRRE IN - ERESEHE. ISHL - sBRL/4EE
(BF): IS0 - EFZFECHE. KECI - REBFLFEMERE: L0550 - 50%HIRE LDSO -
S50%HEE (FHHEE) | MARPOL - MMICK DFRDMHULD-HDEMRER: no.s. - #I
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ReF—2U—F A

Ezetimibe / Simvastatin Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 28127-00023 MEERE: 2014/11/04

MBAMNARSN TS LD ZERRC Neh - FURAL NOWEC - EEZMHERZERE, NOAEL -
BAESMHRZEL AL NELR - BEEEZERFES NOM - A £ a2HA NTP - XEE
REMTOT S L NZIoC - Za—2—5 v FMEZEME AR, OECD - #Z3F1H HEASMME, OPPTS
- LEMEREM - AFHILER: PBT - oMY - ARSBHEN - HHME WE) © PICCS - 7
1 VEMEERE A R ) —; (QOSAR - (EEH) #EFEHEES, REACH - LEHMEDE
f. FME. B WS L UVEEE REACH) (ZB§¥ SFRAI (EC) No 1907/2006: SADT - B INESfE
BE; SIS - RET—H2Y— b TECl - 2 A [CEAFEDILEMED A VR M1 TCSI - &E1
EMEA R M) —; TDG - EEYE®E, TSCA - HEWMERHIECRE)  UN - E:&; UNRTDG
- BRESRIRMEEES. B - FEICHABRUFEICHEREML WHNIS - ERSRIRE
EUEMERBBRIATL

CORET—RI—FUUAT TSDS) &0V3) TRIT HFMUT TRFEH &0V D) K. FEH
BERICENT., BHOKEOMNH. FHR. RPESDLETERTHLHEHILEZLDTY,
AIEHIE. HEOREGEEKL., FHA. LE, RE, 80X, EERVCRRICETLIHI TR E
LTOAERSNTEY . WHARSREIERIIAERIEEZLTHLOTEHY A KRIEHRIE.
SDS DEEZICRSN TV AIRESNEHAICHTIIOTHY .. FZAHGAMORGZ EBAE
HET, XETORPTHEASNDBE., AXFRITERNGVRY . BRICEAESEOATRES
AHYES, ABEBOFERAFSMICEVN TR, FERRVHEZEZEZERY 55812, FRES
MORBRERBICETHAHEMOBEY L ZEH T, FRESMUDOERT 2HETOREDKR
[LHETHARHEBOEKEL., FA. LB, RUOREIZOVT, #EEEWVLES,

JP/JA
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