TR SeT 2t Lo

Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

1. ITE Ud HHI Bl Ugd=

geref AT . Ezetimibe / Atorvastatin Formulation
fafansmyfdeat
S Organon & Co.
gdr ;30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

SILAGH : 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt

2. @R ® ugaH

fomfor, vesRU 3R & SMITd WaRATS 9T fraaraedl, 1989

Cica
SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

Sit. ¥, eg-aeffeur
A deu-a e fawraaar  : fum 3 (RR, waa)
- RIGA SR&0T (HfE)

re1fere (Sfivh) e Wkt & faumTR

. T9.09. d9d daa
Sifad &1 femrera : ‘g ‘g
Tohd Teq S GICE
B Tra=t e : H373 e o9 R < S1a a1 gRIgd TaaeR (BRR, 99@)
3T 1 THRI UG Tehal g
H411 STereR Siad IR e R U9 3R 91 g faser|
wgfaardgdfau™ sam S

P260 ﬂjﬁﬂﬂmmﬁﬁl
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Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
P273 IIdTaRUT H 316 ¥ URER B |
I

;@&m&m&mwwaﬂﬁ%ﬁﬁ%mmw
|

P391 TADIG UHAd B |

IGGIELYE

P501 & &1 FUeRT Wiepd die SRuvid dREH o
B

3= gIfrat et aRumy waveg aeffewor =1 gami

e b A1Y b B IR 3@l A FiFD! oo g Fabell 5 |

4 & 1Y T g TR 3T 7 it sTa iR a1 B gt gl gl ol
TfehaT, THTA TT 30 1Y & SR [ApIed Ya-arg fs/01 a1 9hd g |

3. 3AGYAl BT GUCA/SITHBRI

e s p T

3quq

™S AH AU (BY) - TR | TS (HIACRA) (%
wiw)

A 9004-34-6 >=20-<30

Atorvastatin 134523-03-8 >=10-<20

Ezetimibe 163222-33-1 >=25-<5

AT ¥rRe 557-04-0 >=1-<5

4. yyfie Rifesr & Surg

T ATg . 3R GHcAT gl 91 d81gd ol A ol dl AfSHhd Tt ¥ garg B
T TEUT TG 3B T Wbl Bt gR fufa H fafreiia garme |
SR GRIUGUIGI ST © I W1 GRT TG0 X foran ST, ot cirlt el gar # of Wi |
&I Pebe BiF TR Fafdeita 9ganT |
3R T ¥ §US g1 oY D U AT A |
&I Tehe B WR Fafd et 9ganT |
3R 3@ T YU g1 ST : gfe il & g oe ot o ¥ St ave o |
I S I g1 3R OIRT ¥R, df fafdrci dgai o |
3R e feran smg : gfg fATe S, 99 URd 9d R
&I Tehe B TR it [ganT o
U & 1Y 48 3] aRE Hedl R |
e Tl Fefr 3R ; FITe W &Y O RIg SR % Y ST (SIR) B
THTG, G g IR & IHYH Ugal G g
Yd & 1Y b g W AT A T Sa- 3R < A gt
B &t gl
Yd & 1Y b g W TG A Tt Sa- g I |
Tyfie fafdre & TReur L Ui fafde SR aTal B ST YREM UR & &1 d1fey, T

SRIH Bt YU B9 TR YA T dAfdads YRETHD ITHT

2/22




TR SeT 2t Lar

Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

PT IUTNT HAT 91T (WS 8 W )|

fafraas & ford g L T SR WA § IUAR B
5. JFRE U™

Igad =M= difgar T R
Tasmgia-uferiedt T
HIE SEAHHARS
/T T

SR (I FH d AHT ¢ 3T

PR F ERA AR TR : 4@ 99 I A, a0 WId B SR B AEH 4 ga1 B 3R
HI%! JE1 H ThA Bl § d fawmie for Su1aer 81 o 8|
g8 SdTG! P YUd WA & RTT U WeRT 8 Il g

WRATE g ITG! ; BRE RSy

(3TT) G & foRy adieh

SIS SRSy (NOX)

Ted Jagey

L g ARSI YA B3 o R aRfRUfT SR Smg-ury

JIATaRUI & 3% Bl |

g f&sdl D1 38T A & oIt TTA-BER b1 YA DR |

SR T AT GRIEA § Y 31T & &7 & &fagH deR Fevra o
EUECIRCINEREIY

M & U ARV Sad W & OH WR, W9d-Maf3d 419 Suaor ugH |
JUDHRT AT R&fTcH® SUBRT AT |
6. 3T AT®H e U

Jufdad qEUT, WeTAS ¢ Aol eI IS YA HY |

JUHRT TUT SATUTTBTA WRIEra FsfeiT sl (WS 7 37 ) 3R afdaTa qRem Su@on

uferarg & AA! (TS 8 ¢W ) BT SJUTE B |

YgiaRuit graeT=ar : IR0 H B ¥ URER B3|
I =1 YR, SR 3 Rerg a1 Iaepta &1 A |
Hgftd Ui T O B @1 Td T
gfe Ae@yul SAHId U AT 81 Udb, I RITG UAHTRET B
gferd H1|

THTS A MR B AJAFT  ©  TADIA B! Bhep & o0, THE B AT dgH gRT 3o fosy o

& erd ud adid THd B

%mfrﬁwﬁﬁmﬁﬁwaﬁ(@ﬁ%ﬁ@awﬁmﬁ
T ) |

Y & Tde! W TS 1 81 <, F0\b I qaiy [r A ardraRor 3
Jefiel 81 W fawnle firgor &9 e g

g 1 A1 faf g 59 yard &) famft ok Rueq & &
forT A B Tobdl €, T1Y € 37 ARy 3R 3Mgeay R it st
(39 Uer Bl Refisl ) Tprg § IUAT A o1 S |1 37T B
fAofg o ghm f B famftam arp 81§
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Ezetimibe / Atorvastatin Formulation

THRUT Ty &1 fafd:

3.5

16.10.2020

Apuhlic

-5 ORGANON

3ifdH IR SR} HRA B dRIG: 23.03.2020
U IR SIRT %A &I dRIG: 29.10.2014

Y310y, |
26491-00015

T THSITH & SFIHIT 13 3R 15 o R I1 131 Reprgei<
&b IR H DRI UG Bl 8 |

7. AT 3R USRI

dH-p! U : %@mﬁﬂ%ﬁvﬁﬂﬁaw%wﬁmﬂza
ol g
UifId gafurg 9, S &1 gAdcid ASSIT 3R dieiT T
3{fohg aTdTaR |
R / $d dfea=H ;R Sugad araraq | T $
TRI& gred & forg ;Yo DI UG gRT T80 A B |
BIECIERI] et 7@
i@l & Ty Td I uRER S
T P Y T JHY 9P T IR IR U 7 34 J TRER B
3B ARG TaFdT 3R GR& TAT3T & SR HHT, il
PRIV TRIGIGR 3THA TR SR B
Yl BT ITGA 3R SHTd HH I HH gH S
S 9T | A1 81, fea §5 39|
q1Y Td Usde & did 9 gR 9|
Rfae AR & fdgd gardrg Ireq oA |
w?ﬁ%ah@ﬁﬁﬂﬁﬁww@,eﬁ?mhwﬁwﬁ
®H |
WRIEd R & uRkfUfr 33! dRe ¥ o9 bt gl fesai & 39|
fa=Iy W1ty fafomt & HSRU Y|
S UeTdl § : Fgfafed TeR & Uiede & 91y | -
g shRfieofig woleq
8. Siifaw fordmror / fAeit gRem
FTRIT 01 & AFS! & I1Y 3/agd
3qgd I T T (B¥) | 9 DR =01 greret / 3R
- IR (3IR&IUT BT Rt
UHR) HITCIA
T 9004-34-6 TWA 10 mg/m3 ACGIH
Atorvastatin 134523-03-8 | TWA 0.05 mg/m3 (OEB | 3fidRe
3)
Uig &1 U1 | 0.5 mg/100 cm? | 3fidR®
Ezetimibe 163222-33-1 | TWA 25 ug/m3 (OEB 3) | 3dRke
Uig &1 AT | 250 pg/100 cm? | 3fidR®
s Wme 557-04-0 TWA (@9 10 mg/m3 ACGIH
9 I 3
TWA (4919 | 3 mg/m3 ACGIH
SIR)
gofifarafiar fmor gt Eolifafar ol &1 afeR feemeA g1 emrffad g

422
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Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

IRV 3R IaaTal, BT, 3R Tafarur & & & folw GMP &
Rgidl & TR Hanferd faar S Azl
T R =0 S 3R i &3 (19, 3iua-5g AU
fgarg) # il BT RIMAR Ab & o Iugert JhuH
Urenfifeal TR €1
[ GUTA P gAdH B

foreit 599 &t I el

YT e s L 3R Ui W Ry dfeaw Suasy T8 8 a1 TeueR
ATH T SRR fE=m-Fde & 18R vaauioR UelRid #Rar |,
AT Y RET BT ST PR

fiheer TR . Eeu UeR
BT Taeh s=rg

gard D A e

et LS9 Tl W AR $

3iE Faeft s D YIgS i AT TICY & WY GRATAAT TR |
3[R BTH & HIEIS a1 Tiafafd & eet ot fRufea, o a1 Toiiey
e &, <t Sferd e v |
IR Y, Y, T7T TRINEICT & A1 1Y Yudhs & FH1aT g1, ol
TRiTee a1 JR ER BT 37 W& UG |

91 U9 IRR d9¢ft Fmma ;g a1 vANTRITET i B S He
IR 1 &t Al § Fa1d & fo1U B} off g1 B & 3MYR TR
feaeiad o) |
utfad gfid wus FMaraq & fore Ifra SRifeiT aob-ia! &1
XA D1

Gl Yot Sur D SR I ST & SR I & WU H S BT GHET 8,
@ BHTH B & WM & BT 3G O B yonferr iR Jrem
QR UeT HY |
TN & SR, ST, FHT1 31 Yoa= 7d 3|
TN HUS! B U & 916 B R J SqaTd |
giaem & uyTdt HaraH o Seiifafe Aa=o ot gefien, Ifaa
fGaTd JR&T IUHRN, Ifad SIifei 3R ulk=nes ufoarst,
e Tasdr ARA, fferar AR sik srawiTgst

=01 o1 SXAHTE A BT A1
9. Wifa® Td Traf~® 1T
fe@rae Rt
| : HCHA 9 (ATh-aTse)
Ty : 3T U e
Y BT g © 3T IUTH T
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Ezetimibe / Atorvastatin Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
diwg L ST Uy ol
fOaa/ds &1 argaE © SC1 IUAs g
RIS I9a &1 g/ Saa 3T Iuasy g
kil
T fag b |
BT B R : 3T SUAs e
STARITAdT (319, 79 ) : @%ﬁwmmmwa?ammq\a—mﬁrww
|
ST (ARd gar) D ST Uy g
I fawpie T/ ST © ST IUAs TR
AR T (30
ToHfafee! formie)
FH fawpie diar / el © ST IUAs g
SAARITEdT ST (TSR
Todfafere! formie)
Gl RG] © ST IUdsY g
U ary g 8l IudAs el
H10& g © Se1 IUAs TR
T 8l IuAs el
- o
Ut faergan : 0.019/
QU Turies: (T L 3T Uy gl
gAY
SNCISTI=M &1 aramH L ST U g
3Uge &1 dgHH= © ST IUAs g
Jigar (i)
IR wrgAafesd © ST JUAs g
faepies urRaya . fowples =t
AT & URGHTT g uerd ar iy & siRfieRe Fiffea 6t fear mar |
3D HR SESTUIREREE ]
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Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

Ul I HIU

D 3l IuAY et

10. fRRar auT ufafsaar

PIGEIN : ffforamRiiaar & WaR & U H arfigd el |
T fRRar D g wifRufo A fRR g
oRewery ufafeanai : @%ﬁwmmmwa?ammq\a—mﬁrww
|
Aol SHRNBRS Toic & 1y uffehar B v g
g9 uRfRufoal @ o : I, SaTe ud Rt
¢ D! T Y Ab |
G Tt L 3Ry Teley
3Tge Uerf ¥ snfaw PSR dId (FoRSY) Sqge uerd Jd gt
11. fawrdsnfora g
TG SREUN (THIUIOR) b IR © A1 GRT TG0 H=Al
T ISR T U
e
i & Fudh
GIERCLIESE
JUAS THGRI W Ngd Tal|
3dadq:
EEGISE
g Mifaw fasradar LD50 (ZET (X<)): > 5,000 mg/kg
GIEEREIELICSE © LCS0 (I8T (RT)): > 5.8 myll
foe wHg o ford Tueh (TeTdioR) ofm: 4 h
TYe107 ITATGROT: YT/
SIERCEIRRELIESG LD50 (/RIMR): > 2,000 mg/kg

Atorvastatin:

SIERIECERCRIEREI] LD50 (I8T (X<), gfeeti 3R Hiamn: > 5,000 mg/kg
LD50 (AN& (AT3¥), gfeeii 3R Hiam): > 5,000 mg/kg

Ezetimibe:

g M fawradar LD50 (8T (}<)): > 5,000 mg/kg

LD50 ({8 (A13)): > 5,000 mg/kg

LD50 ($): > 3,000 mg/kg

7122
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Ezetimibe / Atorvastatin Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT HRA BT ARRG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
SIEERSRACRIESGI : fewgoft: o1 Sudss 8T
g Oty fauTadarn : fewgoft: o1 Sudss 8T
g fawraddr (few S & 8= LD50 (TET (}<)): > 2,000 mg/kg
) & I §C
LD50 (¥ (HI3)): > 1,000 - < 2,000 mg/kg
TRITHRH o IR: FeuRei-ad
Afafrmw whe:
g e faTaddr . LD50 (JgT (XT)): > 2,000 mglkg
TAPBT: OECD URTeun fa=m-aer 423
Sficra: gard a1 firgor &t s AR Siage fawTaadr 781 8
fewuft: uer St IEREY & T W nuid
e i faurear . LD50 (GXRN): > 2,000 mg/kg
fewuft: uer St IERET & T W nuid
1 & e ergereTaT
JUAK] BRI R aFfiepd gl
AdYUd:
Atorvastatin:
Tt G | B
gRomd N R AT NE T
Ezetimibe:
Tt G |
gRomd N R AT NE |
Afafrmm whe:
Tt G RR o)
gikomy G kA LE |
feaoft L U oI grEiEl & Ser R SuiiRa
™R A7 gfarkdeq
JUAS] SHHRI W aFffpd gl
3dd:
Atorvastatin:
S| G RO
EiEQ D gVew
gfRomy : 3G A Se T8t
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Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
Ezetimibe:
Sl R RN
gikomg : 31l H @ T8l
ﬁﬁrﬁwﬁw
Sl R RN
gfikomg : 3Gl H Oa T8l
fewuft C T o grERE & e W uTiRd
oI IT UG GUTR BT
1 B U
JUA] SHHRI R aFfipd gl
YTI-UYTT S GITGHar
JUAK] SHHRI R aFfiepd gl
AdYUd:
Atorvastatin:
e ot fred . ARfAESRE o
U (THIUTER) & IR A Y AU
Tt ;TR fom
RIS . BUTHD
Ezetimibe:
e ot e . ARfAERE o
ToTTfa : o foed fom
RIS . BUTHD
Afafrmm whe:
e ot b . ARfASRE o
TU& (TFIUTER) & IR A g D
ToTTfa : TR fom
LRG| . OECD Uudierur femnfd=r 406
giome . BUTHSD
fewuft T o gl & ST wR erid
SiaTY] Id "EeHRid
JUAS TSGR W A Ngpd Tal|
3HdUd:
Jare:
IEBIEERIREESIEM] Tl ) few: dadifear Seeh faudta ufvads @t S (AMES)
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TR SeT 2t Lar

Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

LRI I ED

TR B fh: IRR & S8R WU B HIRABT3 BT Sh
IARad Ttem
IR I ED

s aiReT 34 faar D OR1E0T Bt fohe: IAHUTRAT & TIRIINITSC QEaAYeh g Uier
(Stifaa wroft # Arseoies uRa)
TS g8 (H139)
TAIB R &b ;T T
LRI I ED

Atorvastatin:

fSIeInRd 37 fagr D IR 1 e famia Iafkadd e
TR1&0T YUITelt: Salmonella typhimurium
URoH: SBUMTEHD

Teur B frw: fousdta Iafkads e
TRI&0T JUMTE!: Escherichia coli
RUMH: BUTHES

Tefur B fobed: IRR & I18R WYY BT BIFRB13MT o1 S
IRad gieun _

&7 FoTTelt: TS IR BB BB

IR IREED

wierr @t fhw: e wafes fafmg wa
&7 FoTTet): TS IRER BB BB
IR IR ED

ISBIEERINERESEEE]) L WK1 B e SH-dlal A eIy e
TSIl g (H139)
UHR: RY g1
THH R & IR AfaH
RumE: BUMTHD

Ezetimibe:

IEBIEERIREESIEM] Tl ) T dadifear et faudta ufvads @t o (AMES)
Heraifae TadideH: Iinaur Tamu<ay & 91y a1 foqr
TR HUmEHS




TR SeT 2t Lar

Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

BB UPR: Y AT
TEH A & I A
TR S

ﬁﬁrﬁwﬁw

fSHcIhaRe 3 fagt D TRIET B fhe: IRR & S1Ex WHUTRAT B DITRABISHT BT i
IARad Ttem
LRI I ED
fewuft: uer St IEREY & e W nuid
RI&01 B fheT: BT TR ¢ 3 fagl
TBT: OECD Uteur fazmfAcer 473
giumH: HuTdHS
fewuft: uer St IEREY & T W nuid
Tterur @ fore: st Y faudia uftad- ot s (AMES)
giumH: HundHS
fewuft: uer St IERET & e W nuTid

R EE |

JUAS TFHRI TR qipd al]

AdYUd:

EGGIGE

EEIY L 98 (XQ)

TIPSR & I R AN

frdd T & fod Iuss 7298

(TFAUISR) ol

RIS BUTHD

Atorvastatin:

I : %um)g%vmaﬁwﬁa

TEAIH T &b I ;

frda g & ford Ius

(TFIUISR) gaTl

NOAEL : 200 /AT IRiRe 1R

LOAEL : 400 fT/feT IRIN®G 4R

giome . BUTHD

&g 3Haaq : R

I ; %(:c’),ﬂm(ﬁo‘ﬁﬁ)

UGB R & I ; GINEZRCIL I

frda g & o) Iush L 29

(TFIUIGR) gl

LOAEL 100 FERTI/fHT RIS 4R

&g 3faud HG-HDHTAT T
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Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT HRA BT ARRG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

Ezetimibe:

EEI - 781 (), A1 (Aa)

TP & T . He/MiRae (4T FHRT)

o g & o Ius : 104 9T

(TRTATSR) g3

IEIE . BUTHSD

BTl - g8 (9), R ()

UwHHRA & I © g/ (T FHRIAT)

P g & o) Ius : 104 9T

(TRTATSR) g3

L IEIE . BUTHD

RG] PP (3)

UwHHRA & I . g/ (T FHRIAT)

T I & ford dudh L 104 GWIg

(TRTAISR) g3l

L IEIE . BUTHD

3T fquTaRan

JUAK] BRI R aFfiepd g

3Addd:

Jae:

3(ARdl & JHTG D ORIEUT Bt fohe: Uep-Uigl TS e favTaddn sfera=
goTifar: T (X©)
TEAIHTH & I a1
gRkomy: Funds

TR R & AP R UG GO0 BT 5w BRI/ SiR™ 1 Twil fadbra
golTar: <81 (<)
TG & I FTd a1
TR HUnES

Atorvastatin:

3R B YU

: UNequr 1 foeed: Wiferd) / 3my &1 Tl faser

gelTfar: TeT (<), AreT (haa)
JaaT: NOAEL: 225 farm/fem siifves R
TR Uoi T &HdT TR UG el

Tequr B foeer: Witferd) / ey &1 Tt faser
gelTfer: @1 (<), R (37a)

Jdar: NOAEL: 175 farm/fem smifves 1R
TR Uoi &HdT TR UG el
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Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

miw R & Ao uuEl © yofa: 981 }<), A1eT (thaa)
fapraras faureaddn: NOAEL: 20 firm/fam iR YR
URomH: RIS THId a1, Yor-miey fRrg] fasredan
feuoft: A1q fawraddr &1 sadie- favar |

Tl TR, AraT (T aa)

TP P IK: HikAD

fomraTH® fauTadar: NOAEL: 100 fimm/fam IkiiRes 1R
Ui yor-rHey g fasmear 7t

Ezetimibe:

3R & UHTG D O o1 fore: e / 3T T Wil faeTy
goTTfa: @1 (Xe), G 3R Hiar
Jdar: NOAEL: > 1,000 farm/fm TkiRe 4R
GIROMH: TS & IR GHTa Tol, THRf RIg] fawraar =&

MR & e wRuyEl @ oo 3! fow: de™
golTar: <81 (<)
TRAHTE & I AfeS
fapr T fauTadar NOAEL: > 1,000 fBrT/fam IRIN® HUR
UfRumH: H18 Ufdgd UHId et |

TR0 o fh: faprg

TSI @RI

TP P I HifkdD

famraTeT® fauTadarn: NOAEL: > 1,000 firRT/fd T IRIR® 4R
U ®is Ufded THE 81|

A wWhave:

3Rl & gUTd L WK1 B e fauTdaar g die/f[AdT WhiH uia & iy
SIERT O ATl D QRIS &1 fauTadT &1 sreag=
goTifar: T (X©)
THThRM & IR FH1a o
TIBT: OECD URIEfUT fE=mie=r 422
o FBoMTES
fewuft: ue it It & et wR snerfka

TR RIg & fabra R uHE! ¢ glieiu Bl b Yoy Rig faer |

gelTer: 8T (RT)
TAIBRA &b IE: FRTe T
IR I ED
fewuft: uer St IERET & e W nuTid
STOT - Ushd SifaH
JUAS THHR W A Ngpd Tal|
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TR SeT 2t Lar

Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT HRA BT ARRG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

STOT - SgT sifEgH

e o9 R i @1l a1 gRTgd TRidieR (KR, A97aT) o &) I Ug dl Iddl g

< CREN

Atorvastatin:

YU (THIUIER) & I S CUGASRI

T&I 3faqd R, 79 .

e L 2t AT ORI SREUT BN IR ST (SRR BT IHuT g

Igpargl

U I fauTarar

3dad:

Jarer:

gt LRI (@)

NOAEL ;. >=9,000 mg/kg

TEAHYH & I ;

fram g & ford guds : 90 Days

(TFUISR) a1l

Atorvastatin:

I L TRl (<), gfew iR wiar

LOAEL . 70 mg/kg

TwHHRE & IR . MY (AT g

frd g9g & ford Iudh . 52 Weeks

(THIUTGR) G

&g fqaqd . "R

EEIG] gl

LOAEL ;10 mg/kg

TEH A & I Afa® (AfereT T

frda g & fod dus 104 Weeks

(TRITTSR) gl

&g 3faaqd . "R

Ezetimibe:

LS Dol

NOAEL © 1,000 mg/kg

TEAH A & T . Afee

P g7 & ford gudh © 90d

(TFIUISR) gaTl

fewuft : forsht Heayul ufdga UvTa @t T et el

BT L gl (e)

NOAEL : 1,500 mg/kg

TEHIH & I nfee
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& Ser e

Ezetimibe / Atorvastatin Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
o g & o Ius © 90d
(TRTTTSR) g3
feuft . ot eyl ufdgd wHTa &t e e et
PITII] D U (HIZY)
NOAEL ;500 mg/kg
TAIH R &b I ;
o g & o Ius © 90d
(THIUTGR) g3l
fewuft : foreht ARyl ufdga UHTa &1 ET el e
PRI Pl
NOAEL ;300 mg/kg
T Th R & I '
frda Ty & ford duss 1y
(TFUISR) oMl
fewuft ;e ARyl ufdga UHTa &1 gET el e
Afafrm whe:
B L gRI (T)
NOAEL : >100 mg/kg
TIPSR & I ;
o THg & ford Tues : 90 Days
(TRIUTSR) gt
feaoft D U o grEiEl & Ser R Sutid
AT WaRT
JUAS THGRI W Ngd Tal|
3dad:
Ezetimibe:
P
U4 S| & |1y 3gya
3dd:
Atorvastatin:
et o L SR HiGUREN § 8, yprac, U § 99, Ia) dadi ad,
Heo, Ue Fal, forR verd & agama
Ezetimibe:
[BURESRI] L NR: RS, Aaeh, I, 3, Ue G, HiaufRmy # o,

S 499 gy oAl U3 &, Sisf & ac
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TR SeT 2t Lar

Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
12. uiifRufaea Ja=m

urfefRufae faumamar

HdYUdq:

Jqar:

EENICIRCLIESE] LC50 (Oryzias latipes (ST HS&T)): > 100 mg/l

Atorvastatin:

| o wg & o Hudh (TauioR) g3l 48 h

fewuft: ver St IERET & e W nuTid

EENICARELIESEI] - LC50 (Pimephales promelas (ﬁ??%%’ ﬁﬁﬁ)): > 92 mg/l
P Imd & ford WU (TaIUIeR) g3 96 h
TPT: OECD TiefuT fa=mfc=T 203
SHAT T 3= Ae-3fed . EC50 (Daphnia magna (dTeX Til)): 200 mg/l
ENERACLIESEI] o Tg & ford Hudh (TauioR) g3l 48 h
T ot 3.3 . e Fdwr 202
aTe/STelg el &Y fasTaddr EC50 ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)): 108
mg/|
o g & ford Hudh (TauioR) g3 72 h
BT 3t 3 3 B, 2w = 201
NOEC ( Pseudokirchneriella subcapitata (83} RiaTet (Teoih): 14
mg/|
feb e §7T & ford Fueb (ToRIUISR) gafT: 72 h
et o133 SN ¢ Frdwr 201
Shtarugedt o fauTerdd : EC50: > 1,000 mg/I
o wg & ford Yudh (TaRUieR) g3 3 h
TRI&UT 1 fhe: YTH-URATE H Feprac
T3l &I fauradar (RR&1fae  : NOEC: 0.49 mg/l
fSTaRTa) P amy & ford WU (TaUToR) g3 33 d
T Pimephales promelas (%%‘s’ ﬁﬁﬁ)
T o .31 . e A= 210
WA Td 3= Se-Ifed : NOEC: 0.2 mg/I
SRR fasradar (Rre1fere P Imy & ford WU (TaUIoR) g3 21 d
[ELIESED) USTd: Daphnia magna (9Tex U<l
T o 2.3 . e fdwr 211
Ezetimibe:
B ENIEARELIESKI LC50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): > 0.125 mg/l

| fpa Ima & ford WU (TaUIoR) §31T: 96 h

TBT: OECD Uteur fezmfAcer 203
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Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

fewgoht: facadr & T R oI fawTedar 78t

SHAT TE 3 e-Xfed ©  EC50 (Daphnia magna (ATeR Tel)): > 4 mgl
SR fauTaddn o Tg & ford Judh (TauIeR) g3l 48 h
TheT: 3 3.3t e A= 202
fewoht: facuar &1 dim R o3 fauradar T8t

QaTel/STelIg Uiel F fawieddl @ EC50 ( Pseudokirchneriella subcapitata (8% RaTd (Tesi): >
0.317 mg/l
™ Tma & ford Judh (TaIISR) g3 96 h
Tt 33 . T Fdwr 201
feuoft: facaar &1 B R SIS fasradar 78t

NOEC ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)):
0.317 mg/l

P Iuy & ford Tue (TaIUIoR) g3 96 h

TPT: 371 3.5 8. e =T 201

fewguht: factardr &t S W $Is fawrear Tat

EICIYEI RACNIESEI : EC50: > 4.4 mg/|
T T & ford Hudh (TaqUTeR) gefl: 3 h

TRI&0T Dt b Y- § ®dlde
e 3N g 4 S e A 209
fewoht: facadr & T R B fauTedar 78!

NOEC: 4.4 mg/l
o Tg & ford Hudh (TaUioR) §3MT: 3 h
TRI&0T Dt foh e YT-IRa H ®hlde
TWeT: 3 S 3 S e A= 209

fewgoht: facradr o a1 R oI fawTeddr 78t

ool ol fauredan (RReifers © NOEC: 0.051 mgll
[CLIESED) o W & ford Hudh (TaioR) goil: 33 d

SIS Pimephales promelas (ﬁ%%?s’ ﬁl?ﬁ)
T 3t 3 0 F. 2w = 210

NOEC: 4 mg/l
o Tg & ford Hudh (TauioR) g3l 7 d
SIS Cyprinodon variegatus ( ﬁl?ﬁ

fewguft: faoraar &) Waﬂs‘ﬁwﬁ

ST Td 3= He-fed . NOEC: 0.282 mg/|
SR fqTerdn (RReTfere o wg & ford Hudh (TauioR) gofm: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil

feoft: ferar @1 A W IS fasTerdar T8t
TH-thaeRy (RRepifered wieer @ 1
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Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
ﬁﬁrﬁwﬁw
EENIEARELIESEI : LC50 (Leuciscus idus (e 3f1t)): > 100 mgll
™ Tma & ford Judh (TaRTUISR) §3T: 48 h
AT DIN 38412
femoht: we SR IR & Ser iR 3neTid
SHAT T 3= e-3fed ©  EL50 (Daphnia magna (dTex Wih): > 1 mg/l
EECRELIESG o T & o) Hudh (TaUIoR) §3MT: 47 h
X forar o aTer gerd: ST gHmEifoTd iR

T AT 67/5483.3 4., Taw o, T2,
%mvﬂ:wﬁxﬁwm‘@éau?&nwhﬁ
facrgar &1 I R 18 fauraddr T8t

QaTel/STelTg Uiel F fawieddl @ EL50 ( Pseudokirchneriella subcapitata (831 QiaTet (Tesil)): > 1
mg/|

ﬁmﬁw%ﬁﬁwﬁ(wu‘m)g&n 72 h
X T o a1 erd: Srd SEmEifod S

T 3 S 3 S e g 201

fewuft: ver St IEREt & e W nuTid

oo &1 T R oI fauTedar T8t

NOELR ( Pseudokirchneriella subcapitata (Eﬂ‘\ﬁﬁﬂﬁ (Qﬁﬁ)): >
1 mgl/l
- Imy & ford Tue (TaUIoR) g3 72 h

T fopar oI a1 uerd: ST gHEifoIT 3w
T 3 S 4 & e g 201
fewuft: ver St IEREt & a1 W nuTid

GﬂHTUJGﬁﬁﬁW - EC10 (Pseudomonas putida ( @WE@GT):VIOO mg/l
P Imy & ford WU (TaUIoR) g3 16 h
e fopar o a1l verd: Srd wHmEifod 3w
fewuft: ue it It &% et wR sneria

TR 3R SrasHaforar

3{d9d:

Jae:

Sfde SAHHOIAT BT & ;RO G & Y U idd dRid ° SHTHHUGRT

@Efeusiaa) g aran

Atorvastatin:

A SAHHOIAT BT & : RO G & Y U s dRid ° HIHHIGRT
CRIEESENEREEISI
STHHVMET: 7.7 %
o Tg & o Hudh (TauioR) gl 28 d
THT: OECD Uterur fe=mfdsr 314
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& Ser e

Ezetimibe / Atorvastatin Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
Ezetimibe:
Sfdd SAHHUIT BT & L ORUTH: GO & 1Y Wihidd dile § SashHUbR]
EEfsTsiad) 7 8 aren
S U 6.8 %
o g & ford Yudh (TauioR) gl 28 d
U A fRRAT D OTATT AN 50 % (4.5 d)
T 3 3.4 S e FAd=r 111
ARy e

Wfdp 3ITHHUIAT Dbt &

Tyifaa Sfae J=9ua
3Ad4dq:

Atorvastatin:
fayre Tuiies: (T
g AIe/ar)

Ezetimibe:

Sifae T=g

fayre Tuies: (T
i HIel/arT)

ﬁmﬁw;

faUTS T[uries: (T
NTICEEIIE])

firdY o wfa=fteran
3{d9d:

Atorvastatin:

qgiaRur Feft A faaRor

Ezetimibe:

JUiaRUT FHelt A faaRom

. gRuT: SRSSEd e gl
fewuft: uer St IrERET & e W nuTid

log Pow: 1.62

. U Lepomis macrochirus (ﬁﬁﬁ “véFlﬁ?‘-‘H)
o wg & ford udh (TaioR) gl 97 d
TRAHIICRH Baex (FRITTW): 173
Riep1: OECD Tdiefur fanider 305

log Pow: 4.36

log Pow: >4

log Koc: 2.84

. log Koc: 4.35
BT OECD Udter feenfad=r 106
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Ezetimibe / Atorvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014
3= gfdgpd UHE
3T I TEl
13. Fger ifgard
frem & a8ie
/N I w1 7Y (gere) L W fafaet sy s |
ity ofd D\l fEa ®l 3 o) g9 B aral bateie! A gt ar
T & ford o oma|
TR 3= fafafcy et fopan T srogad Sdre & 9 d
fAueH &1
14. Ufag= gaAT
Siaeigiy faferaw
UNRTDG
UN dsR : UN 3077
Araed &1 get 19 :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ezetimibe, Atorvastatin)
gt )
OfeT g Sl
GEG] 9
35 U &1 -8t ot 3R
TH/3MTS S TR : UN 3077
CAR:RIGIE :  Environmentally hazardous substance, solid, n.o.s.
(Ezetimibe, Atorvastatin)
gt )
OfeT g Sl
q9d . Miscellaneous
fSsamacl @1 fgar@d (@RTM - ¢ 956
[EESEN)
fEsaracl ® fearad @i gars © 956
SEE))
qgiaRur & ford WA Dol
GEER)
3Mg T 3 Si-dis
UN dsR : UN 3077
Araeq &1 e 9| :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ezetimibe, Atorvastatin)
a1 © 9
o g [l
NE] o9
EmS dfgar : F-A, S-F
TS UGy gl
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TR SeT 2t Lar

Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

IMO JUHRUN & AR 4T | ufiagd &
3myfcf fobu 1T Mg e o fore Ay et
STANTHdt & fore fay Araenferat

TgT feu T ufkae arffeur daet a1 & TEioHl & forT §, SR ThHs ©U ¥ sFtds Il &
o TR 3Mefd § S o 39 WRen S1et Rite & ieR 9T vl faan a 71 uikas ot fafYy, S
3R, 3R &g a1 exr & fafget & fafdearali & SrgaR uRag arffevur i 81 goa g1

15. fafrarae Jan

gerd a1 fgyor & R Gren, Wy, 3R yatavor & faframfaus

39 IdTeH & 3faud fAwfifl@d sHa< iy & gRa §:

AICS C i 8

DSL : fyffea &t

IECSC o fyffea =&t

16. 3= AT

Sffaf¥ed SIS RY

a1 2ffc & dhad & ford . %= HId SDSs, OECD eChem ¥ 3idRe d@d-id! scl, 3T

TIRT fohdl T axaras Iéd Wiet aRumm aut RIE I Tei,
http://echa.europa.eu/

fei® ey : RAAmad

3 SEIARE & quf arey

ACGIH . gudu| ACGIH IHRET A (TLV)

ACGIH / TWA . 8-Ue, gHY- go 3id

AIIC - 3R Taal & sffeferars gal; ANTT - aﬁaﬁt@m{&rqﬁaﬁqﬁxﬂ ASTM -

AT ATt uierr SR bw - Sial BT Fol; CMR - BRI, Jeol-idb IT Yol fasaT; DIN -

SHT AFHIHI0 SR & oY AFH; DSL - aiquaﬂf&%ﬁ(m) ECx - x% Wfdfshar ¥ a1
g, ELx - x%uﬁm‘v’r@?ﬁr—ﬁ%ﬁa EmS - 3{TOTdadTei regd; ENCS - IﬁGETGﬁT:IE
NS gerd (STAH); ErCx - x% Jla &x Uidforar & &7 Hdhad; ERG - TATddmIe ufafdbar
TES; GHS - %F%WWW%W;GLP-&E&WWUW|ARC-WW&|3¥?W%%E
TSl IATA - SRS arg aRaeT THIRIERH; 1BC - WY AR # WaRAIeh HTE! a1l
[ % fmtor Sﬁimaﬂ%ﬂz 1?%%050 - 3T &rfé%c%ﬁfrww Hdhg; ICAO -
SR AR fa\== T76+; IECSC - RS el $HS; IMDG - SR
T WORATS AI; IMO - SRS THe! W16; ISHL - ST R SR WA B (SITUTH);
ISO - AU & T RIS W13, KECI - HIRAT HIS[ET T 3dedl; LC50 - T el
B 50% PI Ulddh Hbg; LD50 - UH&UT HEIEl BT 50% Hi Ol GRID (I °ldd RID);
MARPOL - STgTSi & UEHUT 31 AU & o SieRfsta Tie; n.o.s. - 3t FAfE® ¥, Neh - fereft
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Ezetimibe / Atorvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
35 16.10.2020 26491-00015 Ugell IR ORI H Bl dRIG: 29.10.2014

a8, NO(A)EC - 3@did- 7 fdhar Tar (ufaed) wHE ddba; NO(A)EL - 3@did- = fear
(UfdEd) TG TR; NOELR - TR-3{JdIGH-a1g YHTd e aX; NOM - TGRS Afdaes fad;
NTP - P10 fau-fas S1fshH; NZIoC - 38T &t ol o $dedl; OECD - i wedl 3R
AT &, OPPTS - IMMAM® JREM 3R UGN AHUW HHAfad; PBT - VIR, Hg-THAH0N 3R
fawred er; pIcCS - TORA 3R I9EAfAE el @t el gded); (Q)SAR - (HIEHTES) TRaAT
Tfafafy Yey; REACH - TRUTT T4 3R GG USiehRul, edid, MAHR 3R ufasy uRkug &
fafAam= (EC) . 1907/2006; SADT - W-digdl 3{qde drad; SDS - YR&T sl =ie; TCSI - drgarH
TS Ugrd $est; TDG - |ARATD ATd $T URagH; TSCA - fauraa uerd = siftfream (wgad
T 3R, UN - TGa IY; UNRTDG - BIHGRS FHM & URasT R Ggad Y BI RABIRY;
VPVB - §gd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HT-RId WRATdH ATt a1 Jorett

Y &M S¢7 Tte A SUF THIRH &1 dRRG B &} T THSRI §AR I, THHRT SR {3y &
IR T § | BRI B QRI&A &1 I JUTAH, TIRT A, UichaT I3, T B, URagd o,
fAYe o3 IUT Bs & ol Sad Anfex[ & =0 § feumA fovar mar § qut {6l UeR &t ard a1
ToraRTT &1 fAFGRT T8l AT ST | Judtsy B! T TSR 39 SDS & XY W ugar! Tt Haa
faRry armh © Tefid 8 aur SDS wrht &1 ot oy Il & Tate H a1 fasit o ufshan &, 5|
T UTd § =1 SATaT 7 Y, TRINT o’ IR 9 el 81 Gahcll ¢ | i vaarafl &l ] 81 W, yaiad
¥ oifqm ITE & SDS-UTHH FT JUGHIT HT BT B Aed 88d B, YA &, UiehaT F
TUT T A P M0 ity &1 & falRiy W & SR SR Rywriv=i ot weften o =R |

IN / HI
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