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1. ITE Ud HHI Bl Ugd=

gerd A1 Ezetimibe / Atorvastatin Formulation
frafansmyfdeat

! * Organon & Co.

gdr 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

B " +1-551-430-6000
TUTABTA CATBIA TR . +1-215-631-6999
3-Hel 1 Ul *  EHSSTEWARD@organon.com
TR o) Ry o ufaey
ReAaes yanT ;o ofwefig
ITINT R ufaey v s i i
2. @a¥ B ugaH

fomfor, vesRU 3R & SITd WaRATS 9T fradTaeil, 1989

Cica
SgEl-1 & 4T | A Fefd TFds & SuR @R & wu & giifpd 781 8

Sit. 9. 8g-auffevor
AT deg-si s fawedar  :  faum R (FR, 7@
- TRIGA 3R&(U (HIfGe)

arderfere (Sfivh) S @waRT @ faumTR

SI.T9.0Y. A9d dd
SlitcEEANEENES] : g %‘
Hohd Ueg - RICRI
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BT et e : H373 TRl o R 1Y el a1 GRTg TeiuioR (SR, 77d)
3T &Y T UG ThdT g
H411 SIeTeR Sitad IR e RIRd gu1a ok wry gt fasan|

wefourd/gdfau™ saM N

P260 &l ! FiY gRT UgUT - B |

P273 TTATRUN § BT ¥ URER & |

3R

;:ggamamawwaﬂﬁ%,a‘fﬁrmmw
|

P391 BAPBId UDHAd DR |

faror:

;_5}01 f&ss &1 FueRT Wied dw Siivd sREm A
|

3=y giferat et ufvomy wawey affeor 7Y gtar

e P 1Y FHID B IR 31 | Fifrep! oo gl wepell g |

Yd & T JH g W 3@ B Tt STer 3R @ § GD! 8 Tohdl! ¢
TR, TUTE T 3T A1 & SR [qWhieds Yd-arg fHefor a1 Jehd & |

3. 3[AUa! BT AUCASTTPRI

e sy L T
3qaq
IS I T (F9) - TR | TS (HFIAH) (%
w)
el 9004-34-6 >= 2\/:)\iv< 30
Atorvastatin 134523-03-8 >=10-<20
Ezetimibe 163222-33-1 >=25-<5
Ao WRe 557-04-0 >=1-<5
4. iy fafesr & Iurm
AT I8 . 3[R gHedl 81 Il dead 3l 9 af Y Afghd Wk T I B
T AT T 8 1 Yepl &1 &R fUfT 7 ey gare o
SR T GRT UgUI &1 1Y . gf 919 gRT U5 o foran Y, o areht gelt ga1 § o S|
AU U g4 W Rfedia ggan ol
TR @1 ¥ 9% g1 Y D UM AT e |
. T Yebe gIH W b e g |
IR 3G T YU g Y : gfe 3ifal & I ST o U 9 3S avE ol ||
Tfe S I 81 3R ORY TR, o Fafecia ggan o
3R 7t feram sme . gfe fTen oMY, a9 Ofvd |ad &I |
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&I Fahe B TR Fafd et [ganT o
U & Y Hg 3! de el HRd|
Yo Heayl @ 3R L e R el a1 gRIge aReror & WY gt (SRR Y
THTE, G g TR &t JHUH Uga ahaI gl
Yd & 1Y TS g R @] B D! e SR a1 B G
1 FH g .
Yd & 1Y b g W AT A At Sa- g v ¢ |
i fafdre & TReur L Uit Fafdc = aTal B ST YREM TR & ¢ d1fgy, T
ST B} UG B TR T 7Y afFadh JRETHD ITHRUT
P ITINT HRAT A1eY (TS 8 ¢ )|

fifercs & ford e L Qe 3R WA § IUAR B
5. JAFU=THA SUTT
Y A Hifgar SR
e eiat-UfaRTeR T
BT SIZAHTHIAZS
S T T

A (M) IR S THY ¢ IF

AU F RARRT TR Y@ 99 I A, ST WId B SR N AL 4 ga1 A 3R
PTH! AET A ThA gidl & o) fawpie b FHTaT 81 Iobd! g
T8 31! BT YUdh WA & i T WRT 81 Il g

GAAD &g IdTG! L BHRE RSy
qrS¢Io g Sy (NOX)
TR A
Ted Jaagey
(31TT) I & A=y i © g RS TF YA B o R aRfRUfT SR Smg-ury
qIATaRl & S ol

T {1 38T A & oIl Td-BeR &1 YA He |
SR U1 A1 YRIE g Al 3T & & I &ifag= deR Hara o

SIE &1 WTell HRam |
M & U ARV Sad W 1 OH WR, W9d-Ma3d 41 Suaor ugH |
IR ST R&fTcH® SUBRUT AT B |

6. AP IHD Fefiet ST
Jafdad AEYTF, RETAS ¢ ol &1 IS YA He |

JUHRT TUT SATITTBTAT IRiEa Fefeit sl (WS 7 37 ) 3R fdaTa gRem Suaui
gfeharg & gTal (TS 8 ¢ ) BT fUTeH B |
qaieR g raerfar . gIdTeRul # B ¥ URER HI |

g A1 QRI&f, SR 31 RArg a1 SetepTa Hi Ak |

T U T O Dl |1 U4 HeTaT |

Ife Ag@yul SABIG U T 81 Udb, 1 RITT YIB! Dl
SERER]
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THTS A AR B AJF | SADIA B! Bhp & o0, THE B AT d-gH gRT 3ford foss
& yard Td Wi THEd B
wg@ﬁ%@mﬁ(ﬁﬁ%%w@rmﬁ
H ) |
Yd P! Yde! W THHAD 981 ¢, Fiifd I GITT 1 | araraxol §
Fefie 811 W fawpie fArgor o wrar g
R a1 A1 fafaw 39 verd 1 foRfa ik Mo & &
forT @] 81 Thd €, T 8 31 AERIgay 3R SSeHy WR ot ot
9 yerd &) Refisl o gwrs o IuaT 3 9/ §Id 81 319 &l
fufa &= g1 s R foeiaw g g 81
$H THEITH & 31HTT 13 3R 15 $© WY U1 AT Revrvie

P IR H TR USH A 8|

7. AT 3R USRI

dH-ip! U . Qe fagyga s 8 T § SR fRefad 4o & wRuT fawpie g
Tl g
gUIfId gafurg 9, S &1 gAdcid ASSIT 3R dieiT af
i AR |

R / $a dfea=H ;R Sugad ardaraq | v #

TRI& gred & forg ;Yo DI UG gRT T80 A B |

grayt=an [BUNEGT
3Tt & 1Y qrdh § URER B |

I S 1Y I JHY T T IR IR T 7 34 J TRER B |
3B SHNFIG Ta5dT 3R GR& TAT3T & SR HHTd, it
HIIRT TRIUIOR Tha TR YR 61
Yd BT AT 3R STHEG HH I HHEH S|
9 TN H 71 81, fosat s |
1Y Td Usda & did 9 gR 9|
Rfae FR & ufded garrg e oA |
w@g@h@ﬁ@ﬁﬁﬁmﬁ@,aﬁ?mﬁwﬁwﬁ
DH I

Wia veRu o uRkfRufaar ¢ 31 ke T d9d T gU et # 3|
ORIy ¥ty fafodl & SAR SR A1 |

39 Uerdf ¥ 9 - fFufafed teR & diede & 919 939
fig sirfieuiig woiey

8. Siifew ferd=ror / foreft gram

WA G701 & AFED! & 1Y 3a9q

3T F Ty (F9) | g TR o e / YR
- TR (3IR&UT BT R
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 Ugdll 9R SIRI R &1 dRIE: 29.10.2014
e[t 9004-34-6 TWA 10 mg/m3 ACGIH
Atorvastatin 134523-03-8 | TWA 0.05 mg/m3 (OEB | 3[R

3)
Uig & T4 | 0.5 mg/100 cm? | 3ffdRke
Ezetimibe 163222-33-1 | TWA 25 ug/m3 (OEB 3) | 3fidRe
Uig &I IHT | 250 pg/100 cm? | 3fidlRe
AT ¥Re 557-04-0 TWA (@9 10 mg/m3 ACGIH
9 T 3
TWA (4519 | 3 mg/m3 ACGIH
3fe)
goifaafar fRasor gt Zelifafi ol & ofeR feemea g1 emaffad g
QT 3R IdTG!, BT, 3R TafaR0T BT 38T & e GMP &
Rigidl & TR Harferd foar ST 9zl
Hd R g oA 3R ififa &=t (S, 3iua-%g JApurd
fEargw) o AT BT WM A & g Iugad JHU™
Mol sl 51
gl GUTA B gAdH B
fooft sara &t InEht
o Gt ST L IR U ™Y ey dfeaw Suas T8l § O1 TeuieR
e SRR fGRM-fAERT & STex TauioR Ueiid & g,
Al T YRET BT SUANT DR |
flheer THR . e gBeR
g1l daeh sarg
gardf A gE
feguft D S99 T W fTaR &
iy Taeft sema L IS =TS A1 TR o 1Y GR&T I=AT UgH |
3R HTH & ATRId a1 Mafafy & @ &1 fRufaar, o a1 wRied
e |, At I v ueH|
IR Y, Y, T TR & AT 18 Yudhs & GH1aT g1, ol
Toefics a1 IR AT BT 3T TRE UgH |
1 Ud IRR Ja¢t s © gl g1 YGITRITEl Bie § B B
IR 91 &1 Jdg! T a1 & fo1e o1 571 W6 Hrf & SR R
feaiad o) |
Hutfad gfid wus Faraq & fore I SHifeiT adb-ia! &1
AT B |
Tl dath Iur D IR MR IYGNT & SR TG & 0 § 3 Pt YHIEAT B,
@ BT B S WM S BT 3G 4 Bt yorferar iR Jrem
TR U&H BR |
TN & SR, ST, YT a1 4= 7d HR |
Td FUSI B 81 & a1¢ g TR J SXaHTd B |

gfaum & gUId Tarad J SS-aia Fa=or ot wrten, 3fad
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I GREM IUBHRYT, IRy ST iR ufk=iie ufssarst,
NN Tar AR, fafeer AR SR sgarms

[RRELCIRSSEINRUIE RIS

9. Wifa® Td Traf~® 1T

fagmae N

a1 . TcHdl 9thg (HTh-aTse)

Tiey D 3T IuAs et

TiY BY Sg D ST Uy g

fom T K I |

Oge/dS &1 dagaH : 8T Suasy gl

RS Iga H1 fdg/ Iaa ST Iudsy el

@t

iR foig ;T el

iR Bt R D ST U !

SIaRiTedT (319, 19 ; ﬁ%ﬁwm&mm%H%?RHﬁW%a@ﬁww

SaaRidr (aRa uer) T R I

I fawpic AT/ IAR D 8T Suasy gl

SR T (3R

TaHfafe! fermie)

%A fawpie dur / e L Sl Uy gl

SIARITeTAT T (AR

THoHfafe! fomie)

I a9 L 3 Uy gl

10 T g ST IR |

RIEFREL) D Se Iude el
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 gl IR ST R &I dRIG: 29.10.2014
fayTS Turies: (@A . 3eT uds gl
g AIe/ar)
3 &1 aruHH D o IuAsy g
3ge o1 dIHH : SC1 IUAs g
igar (i
fawifct Sl IuAs el
fqepic® oRayE ;. fowpies gl
STRIHRUT & TORTHTT g uerd a1 fyyu & siRfieRre Fiffea 7€t far mar |
JAMUIAE HR : ST IUdsY g
HUI BT A © ST1 IUAs g
10. fR=aT auT wfafeaar
URIeR : fftfprarsiierar & WAk & = H T e |
g fRRar D I wfRufe A RR B
uRewery ufafeanait : géﬁwm&mwaq%aﬁmmsmmﬁww
|
Ao SHiRNBRS Toic & Ty Ufferar B epr g
g gifyfeaal 9 o< : U, SaTel Ud Rt
4 B! g1 J A |
ST T iRy Teley
3qge uerdf I sfaw D PIS TR I (BoRSY) 3ye et Jd g
11. fawmasnfora g
TrHT SRETT (TRTAISR) & IR I1Y GRT TG0 Al
A IHSRY @ U
AL
3@ ¥ U
GIERGLIESG
JUAS THGR R A Ngpd Tal|
3aUq:
Jqa:
g e famaddr ©  LD50 (FET (}2)): > 5,000 mg/kg
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THT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

Ugal §R SR} A Bl dRIG: 29.10.2014

Tg. 31U, Fa:
26491-00021

4.1 29.09.2023
GIEERERELIESE T LC50 (J8T (RT)): > 5.8 mg/l
fora Ta & ford Tuds (TaTdieR) gafT: 4 h
URI&(0T ATATaRUT: Yei/paiar
GEECEIRAELIESG LD50 (FIR): > 2,000 mg/kg

Atorvastatin:

dig e fasTadar LD50 (IET (}<), gfeeti 3R Hiam: > 5,000 mg/kg
LD50 (¥ (AT3), T 3R Htemn: > 5,000 mg/kg
Ezetimibe:
g e faTaddr LD50 (JgT (X€)): > 5,000 mg/kg
LD50 (H{¥ & (HI3H)): > 5,000 mg/kg
LD50 (&): > 3,000 mg/kg
LR REACNIESKIL . fewoft: Se1 Suasy Y
g i faumaddr o feuguft: Ser Iuas Y
g fasraaar (RUSR & 3= LD50 (IgT (X€)): > 2,000 mg/kg
1) TRIHRH & I FCURe-ad
LD50 (H{¥ & (HI3H)): > 1,000 - < 2,000 mg/kg
TRITHRH & I FUReI-ad
ARy e
g e faTadar . LD50 (JgT (X€)): > 2,000 mg/kg
TP OECD Utefur femmficer 423
Sfiera: uard a1 fireor &t pis AiRae Siage fawraadr 781 8
fewoft: v St IRt & Ser W enenfia
GEECEIRAELIESG © D50 (T/RIMRM): > 2,000 mg/kg
feuoft: v St IRt & Ser W enenfia
91 & fore ergeRY S
JUA] SHHRI W aFffpd gl
AdYUd:
Atorvastatin:
Tt SR Ra |
gRoma D Il H A e
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 Ugal IR ORI 3 B dRIG: 29.10.2014
Ezetimibe:
I DRI
gfRomd N R AT N
ﬁﬁrﬁwﬁw
I DRI
gfkomg N R A N
fewuft C T o grEfE & e W muTiRd
™R 97 gfasdea
JUAK] SHHRI W aFfipd gl
AdYUd:
Atorvastatin:
PG| D WM
SR D ogueE
gfRomd 3G A Se Tl
Ezetimibe:
Tl R Ry
gRomd ;3G A Se Tt
Affrmm whe:
wrofifer RN
gRomd 3G A Se T8t
feuoft D U o grEiEl & ST W SuiiRa
oI IT IHS GUTE BT
AT B gATS AT
JUA] SHHRI W aFffpd gl
YTI-UYTH D GITSTdT
JUAS TSGR W A Ngpd Tal|
3HdUd:
Atorvastatin:
e & fee . AHTS IR %
U (TRIUIER) & G | s ore )
ToTTfa : TR fom
gfome . BUTHSD
Ezetimibe:
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014
e B fe L ORISR o
Tt e o
gikomy . BUTHD
ﬁﬁrﬁwﬁw
e B fe L ORISR o
YU (TFIUIER) & I A Y AU
I e o
LRG| :  OECD Ustefur femnfder 406
gfomy . BUTHD
feuoft D U o grEiEl B ST W SuiRa
SiaT] 99 "ereiidt
JUAK] SHHRI W aFfiepd gl
AdYUd:
EGGIGE
IEBIEERIREESIE] Tl ot frw: dadifear et fausdta ufvads @t §ifa (AMES)
TR TS
T80T D1 b IRR & TR W] DI DIRABI3M BT Sii
IaRad= gdtemr
TR TS
ISRIEERINEESAEE]] L ORI T e TRl o TS e I TRI&
(Shfad gTof # ArscioiHfcd IRW)
USO8 (H139)
TAIBRA &b I T T
TR TS
Atorvastatin:
IEBIEERIGEESIES] © Tter & fore: faudta Safkad wd
TR1&0T YUITelt: Salmonella typhimurium
RIS D

e ot fre: fausdta Iafads wa
TRI&0T JUMTE!: Escherichia coli
TRUMH: BUTHES

TR B fH: IRR & F18% WU Y HIfRABT3 BT S
IAREd qieu _

07 FoTTel): TS IR BB BB
RIS I ED
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014

TRI& B! fbe: R sprdfes fafmg e
TYeq0r YU ATl 3ReR BB HIRIBN
TR HUe®

fSHcIhaRe 37 faar L TRIE B e SA-dial AR gy ¢
TSIl gV (H139)
PHIRBT YHR: Y T
TRAHIE & IK: AS
URUME: BUMTHED

Ezetimibe:

IEBIEERIGEESIEM] D Tl ot few: dadifear Seeh faudta ufvads @t S (AMES)
Aerafae TaaeH: Iihaur Tamu=y & 91y a1 foqr
LRI I ED

e aiRyet 34 faer ORI B fhH: YRR & I18R WU B BIRIB13M BT S
IaRad= uemr
IR IR ED
fewguft: uer SRt IrEfEt & e W snuid

RI&01 B T BN TR ¢ 3 fagl
TPBT: OECD Utequr favmcer 473
ECIERIERE Y IED

fewuft: uer St IERET & e W nuTid

e ot forwy: Sadifar Teieft faudia ufvads &1 Sifa (AMES)

ECIERIERE Y IED
fewuft: uer St IERET & e W nuTid

JUA] SHHRI W aFffpd gl
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THT e &1 fafd:

Tg. 31U, Fa:

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 29.10.2014

4.1 29.09.2023 26491-00021
3dd:
Jqa:
PG| ;@1 Q)
THDHY P I . e
frda g & ford duss 7298
(THIUTSR) Gl
PIEIE BUTHD
Atorvastatin:
PEIIG L Y% (AT3Y), g 8k Hier
UAIh A & I D R (AAfrepT T
o g & o) Ius © 29
(TRTTISR) g3
NOAEL ;200 farm/fem IRiRe HR
LOAEL : 400 /AT IRING 4R
gfomy . BUTHD
&g 3fqaqd . TR
eI ; %;E),qm(ﬁ;ﬁa)
TAIh I & IR : GISERIL L
o g & o) Ius © 29
(TFUIGR) ol
LOAEL : 100 faIm/fem ARG 1R
qeg 3fagd D HYg-HeTay o
Ezetimibe:
LRUR + 81 (Xe), Ha (faw)
THHRME & I . Hg/MRad (Gl FHRIT)
o g & o) Ius 104 I8
(THIUTSR) gl
gikomy . BUTHD
LR - T8I Re), TR (A)
A B & IR . g/ (G FHRIT)
P g7 & ford gudh © 104 I8
(THIUTSR) gl
gikomy . BUTHD
PTIIR] : W(ﬂ]@'ﬂ)
TEIHTH & I T UM (Ao HRIAT)
P g7 & ford gudh © 104 I8
(THIUIGR) gl
gikomy . BUTHD
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 gl IR ST R &I dRIG: 29.10.2014

3T fawTaan

JuA] BRI W a¥ifpd el

3AdYd:

Jqar:

3R F UHTE L ORI B b Uep-iel greare farerddr srema
golTar: <81 (<)
UGB & I: e o
RUMH: BUTHES

TR & e muyEal : gem & ford: Bt / SIRey &1 uwia fasm
gTifar: T ()
TEh Y & ;T o1
URUMH: BUTHES

Atorvastatin:

3R & UHTG : TYequr & foee: witferdY / smmy &1 Tt faserg
geTifar: T (Xe), Al (i)
Jd¥aT: NOAEL: 225 farm/fem smifves R
TROIH: U5 &HdT TR UHIG el

Tefur 1 foper: Wicferd) / 3Rmy &1 Tl faer
gelTfar: @1 (<), R (@)

JaaT: NOAEL: 175 farm/fam smiftes R
ORI Yol &l IR UG el

T RYF eyl gofe: gg7 }e), Arer (thad)
fapraTa® faurddd: NOAEL: 20 f&/feT IRIRS YR
ORI SR UHTa =gt 1, Yor-mey fRg) fawradan
fewolt: a1 faTadar o1 sraeie- favar Tl

TSTife: BRI, AraT ()

TEH A & IR AifGH

fomr s fauTadar: NOAEL: 100 fim/fam IRiRe 1R
Ui yor-rHey FRig] fasmear &t

Ezetimibe:

SR & YHTG D TRIET B fope: W / SR &1 Wi faer
gorifar: g7 (¥c), I 3R wiar
JdRaT: NOAEL: > 1,000 firm/fm =méiRes 4R
ORI Yol &1 R UG e, Ty fRg] fawrear 76t

MY RYF e uuEl - gdem ot fw: faer
IolTar: <81 (<)
THH T & I AfAH
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Ezetimibe / Atorvastatin Formulation

THT e &1 fafd:

T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014
fomraTd® fauTadarn: NOAEL: > 1,000 f&RT/fd T IRIRS 4R
RuTH: HIS ufded UHTE el
e ot fore: o
TSI @RI
THIh R & I HiRdD
fomraTd® fauTadarn: NOAEL: > 1,000 f&RT/ T IRIRS 4R
IRuI: B8 Ufagd THTE et

AR we:

SR & YHTd L ORiEr B fohe: et YA adre/fadTg Tl ULleu & diy
e o1 aTeht e TR & fasTaadT &1 sreag=
golTar: <81 (<)

TEHTB R & I FRTa oA

TBT: OECD Uteun fzmfcer 422
giumH: HundHS

fewuft: uer St IEfEt & e W nuid

MR RYF e uuEl - gdeor ot few: yormiw Ry faem|
golTar: <81 (<)
TEAIHTE & I FTd a1
IR IR ED
fewguft: uer SRt IrEfEt & e W snuid

STOT - U d Sif@H

JUA] BRI R aFffpd gl

STOT - SIgI™T Sf@aH

fret o R e refie a1 TRIgT ToUeR (SRR, 79a) SiT 1 I Ugal Iodl o |

3dad:

Atorvastatin:

TU& (THIUTER) & IR S CUGASRII

q&I 3faqd R, maa _

e ;e 1 gRIgT SR&U B W 3 (SIRTY) ) HE uga
Igpargl

U GRTS fauraar

3HdUd:

Jqa:

Tt L gRI (T)

NOAEL - >= 9,000 mg/kg

& I [EARANE
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Ezetimibe / Atorvastatin Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014
o g & o Ius : 90 Days
(THIUTSR) g3l
Atorvastatin:
S| © g1 (), gfed ok Hier
LOAEL . 70 mg/kg
Ui R b IR : TIRIS (st dro)
frd g9 & ford Tudh . 52 Weeks
(TRIUISR) g3l
& 3{qgd o R
ESIG] Dol
LOAEL . 10 mg/kg
TG & I Afa® (AfereT T
frda Ty & ford duss 104 Weeks
(THIUTSR) G
&g 3faaq . TR
Ezetimibe:
LS -
NOAEL © 1,000 mg/kg
TEAH A & I . Afe®
fram g7 & ford gudh © 90d
(TFAUISR) ol
feuft . e Aeayul ufdea yuTa &t ga T8 e
ot L R (XQ)
NOAEL © 1,500 mg/kg
TEH A & I . Afee
fram g7 & ford guds © 90d
(TFUISR) ol :
fewoht : forsht Aeayul ufdga UuTa &t T et el
PCIII . Y& (H13Y)
NOAEL : 500 mg/kg
TAIHTA &b I ;
fram g7 & ford Iudh © 90d
(TEIUISR) g
fewoht : forsht Heayul ufdga UvTa @t T et el
LS -
NOAEL : 300 mg/kg
TEAH A & T . Afe
frda g & ford Ius 1y
(TFIUISR) gaTl
fewuft . foreht Heayul ufdga UHTa @1 T el et
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Ezetimibe / Atorvastatin Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014

EEITY L TR (XT)
NOAEL : >100 mg/kg
- e

Rpad T % R} WU . 90 Days
L TH O qEiEt & Se W seia

LI ECLEI
YA TSR R Fifgpd gl

H{dYUdq:

Ezetimibe:

LRI

U9 S| & 91y 3gya
3qyd:

Atorvastatin:
EURSEIl L MR HigORE & <, Ypbae, U & 941, IR Jaeh a8,
Hedl, Ue o, foreR vl §f dgara

Ezetimibe:

[BURESRI] L NR: RReEE, Aadh, I, 3%, Ue G, HiafRmy # <,
S0 499 gy oA, WS &¢, Sief & ac

12. TTRfRAfaw T JE=T

TifRufas fauredar
3HdUd:

Jare:

EENICARERIESEI : LC50 (Oryzias latipes (ST HE®T)): > 100 mg/l
o Tg & ford Fudh (TauIoR) g3l 48 h
fewuft: ue i It & et wR snerfa

Atorvastatin:

B ENICARELIESKI] . LC50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): > 92 mg/l
P amy & ford WU (TaIUIoRR) §31T: 96 h
TIBT: OECD TRIE feRIHGRT 203

SHATT Td o de-Xfed :  EC50 (Daphnia magna (dTcR Tl)): 200 mg/l
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Ezetimibe / Atorvastatin Formulation

TTHI TRmeE ot fafd:
4.1 29.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 29.10.2014

Tg. 31U, Fa:
26491-00021

NNELCLIESKI

QaTa/STad are @) fauTedar

Sitarugedt o faurerdd

Tl oI fauredar (RRerfaes

[ELIESED)

WA Ud 3 Ae-fgd
ENENERICSEINERERINES
[ELIESED)

Ezetimibe:

HSoll ! fauTadar

ST T 3 de-fed
SNERAELIESEI

AT/ T bl fauTerdn

o T & o) Hudh (TaioR) g3l 48 h
TheT: 3 3. .St e A= 202

EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (T\f@ﬁ)): 108
mg/|

o T & o) Hudh (TaioR) g3 72 h
Tt 33 . T fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q(-_\:ﬁ)): 14
mg/|

o wg & ford Hudh (TaioR) g3 72 h
Tt 33 . T fdwr 201

EC50: > 1,000 mg/l

| b g % o7 U (THUIR) g4 3 h

T80T Dt b Y- | ®dlde

NOEC: 0.49 mg/l

P ama & ford Tue (TaUIoR) g3 33 d
T Pimephales promelas (W@E ﬁﬁﬁ)
TpT: ot . S T w210

NOEC: 0.2 mg/I

' P amy & ford WU (TaUoR) g3 21 d

SIS Daphnia magna (dIc} tIFFT)
T ot 3.3 2w fAdwr 211

LC50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): > 0.125 mg/l

| - ama & ford WU (TaUIoRR) g3 96 h

TBT: OECD Uteun fgzmfAcer 203
fewoht: fadaar &) dm R B fsreddr 78

EC50 (Daphnia magna (dIcX tWﬁ)): >4 mgl/l

| o Tg & ford Fudh (TauIoR) g3l 48 h

e o $ 4t & e Adw 202
fewoht: facuar &) dm R B Rsreddar 78

EC50 ( Pseudokirchneriella subcapitata (8% 2aTd (Tesil)): >

0.317 mg/l

P gmy & ford WU (TaUIoRR) g3 96 h
T 3 3 4t S e A= 201
fewguft: faotgar = T )R SIS fasTedar Tat

NOEC ( Pseudokirchneriella subcapitata ('&RQI BIECI] (Qc_\:ﬁ)):
0.317 mg/l

o Tg & ford Hudh (TauioR) §3MT: 96 h
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Ezetimibe / Atorvastatin Formulation

TTHI TRmeE ot fafd:
4.1 29.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 29.10.2014

Tg. 31U, Fa:
26491-00021

Siarugedt o fauredd

Tl ®I favredar (RRerfaes

WA Ud 3 Ae-fgd
ENENERICSEINERERINES

TH-Thaey (RRePIferep Siefek
[ERIESE])

AR we:
A3l B fauradar

WA Ud 3 fe-3fea
NNELCLIESEI

CIRERIRRBIEARC LIS

TWeT: 3 3 3 S e Adwr 201
fewgoht: facad & T R oI faTeddr 78t

EC50: > 4.4 mg/l

| b g % ford U (THUIER) g4 3 h

TRI&0T &t b Y- § T @dlae
T 3 3 S e A 209
fewgoft: facradr o Har R w1 faTadar 7gf

NOEC: 4.4 mg/|
o g & ford Hudh (TaUioR) g3 3 h
TRI&0T Dt foh e YT-IRa # T dlde
e o S 3 S e A= 209

fewoht: facad o T R B fauTeddr 78!

NOEC: 0.051 mg/l

P ama & ford Tue (TaUIoR) g3 33 d
SIS Pimephales promelas (ﬁﬁ%—s ﬁﬁﬁ)
TeT: 3t 3 0. F 2w = 210

NOEC: 4 mg/l

fpa gma & ford Fudh (TaTAeR) g3l 7 d
SIS Cyprinodon variegatus (‘«’ﬂEI%TS’ ﬁﬁﬁ)
fewoft: facradr &t Fid R o5 fauredar T8t

NOEC: 0.282 mg/|

' - amy & ford Tue (TaUIoR) g3 21 d

SIS Daphnia magna (wwﬂ
feuoft. facaar &t o w FHE fauradar 7t

1

LC50 (Leuciscus idus (TS Gﬁtf?)): > 100 mg/l

| o Tg & ford Hudh (TauIoR) g3l 48 h

TIPT: DIN 38412
fewuft: uer St a1 W nuTid

EL50 (Daphnia magna (dIcX tI?ﬁ)): > 1 mgl/l

| P gy & ford WU (TaIUIoR) §31: 47 h

T fopar oI a1 uerd: S gHEfoIT 3w
T AT 67/5482 3.4, Ta o, T .2.
fewuft: ver St IrEfEt & e W nuTid
facTar ot W R IS [AuTedar T8t

EL50 ( Pseudokirchneriella subcapitata (8% RaTd (Tesi)): > 1
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Ezetimibe / Atorvastatin Formulation

TTHI TRmeE ot fafd:
4.1 29.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 29.10.2014

Tg. 31U, Fa:
26491-00021

Sitarugedt o faurerdd

TR 3R g Hfordr
H{dUdq:

Aegeite:

Sfdh THHUIT B &FdT

Atorvastatin:

mg/|

o Tg & ford Yudh (TauieR) g3iT: 72 h
T fpaT 9IM a1 yerd: o gHEfo Sfe

T 3 3. S T Fdwr 201

fewuft: uer St IrEAET & ST W nuTid

facrad &) T R ®Ig fasredar T8t

NOELR ( Pseudokirchneriella subcapitata (Bﬂ??la'l?f (Q(-_\:ﬁ)): >
1 mg/l
fordm Tma & ford Tudh (TaIISR) g3 72 h

T a1 SIH a1 yard: o gHTifod S
T 3 S 3 S e Ak 201
fewuft: ver St IERET & e W nyTid

:  EC10 (Pseudomonas putida (ﬁ?ﬂﬂ?ﬂ EI%ET)): > 100 mg/l

o Tg & o) Hudh (TaUioR) §3MT: 16 h
X T o a1 yerd: Sia SEmEifod Sfw
fewuft: uer St IEfEt & e W nuid

D OROTY: AT & A1 WHTas diic o SashHueR]

CRISPSERNEEISI

WA STHHUIAT BT & L UROIE: T & 1Y Ui diids ° HIHHUBRI
@rfsTsiad) 7 814 aran
SIHHUET: 7.7 %
P gmy & ford WU (TaUioR) g3 28 d
THT: OECD Uterur fe=mfAdsr 314
Ezetimibe:
A SAHHOIAT BT & ;RO YT & Y U s dRid § SHTHHUGRT
EfSUSa) 7 8F aran
Sfde aHHUET: 6.8 %
o Tg & ford Hudh (TauioR) gl 28 d
O # RRT D o AN 50 % (4.5 d)
Tt 3 3. . e Fdwr 111
AR Wave:
4 SfaprUT Bl &FdT ¢ GRUTH: SAISwRYd T8l @
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Ezetimibe / Atorvastatin Formulation

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 29.10.2014

TTHI TRmeE ot fafd: Tg. 31U, Fa:
4.1 29.09.2023 26491-00021

fewuft: uer St IERET & T W nuTid

Furfaa wfde J=a=

3dad:

Atorvastatin:

faUTS T[uriep: (T log Pow: 1.62

g AIe/Ar)

Ezetimibe:

EICERSERE] . USId: Lepomis macrochirus (ﬁﬁlﬁ H’l’fﬁ?‘-‘ﬂ)
™ Tma & ford Judh (TauieR) g3l 97 d
TSR Bdex (FRITTw): 173
TRIST: OECD TRIEUT fE=M+e=T 305

faUTe Turies: (T log Pow: 4.36

SfgeIe/ar)

AR e

fayTsT Tutieh: (G log Pow: > 4

ST aTn)

firdY o wfa=fteran

3dYd:

Atorvastatin:

qafarr Heft B faaror log Koc: 2.84

Ezetimibe:

TG0 Hall § fadror . log Koc: 4.35
WRIBT: OECD URIEfUT fG=MAG=T 106

3 yfagpd gy

331 I gl

13. Fger Hifgard

frem & e

/N F s 7Y (Ter) . FHo Pl AT H Od B |
YT fafadl o=y has |

gfta A L Tl fEaa B A Bl ¥Sd B Tl Hited B Srg ettt ar

T & ford o S|
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Apuhlic

-5 ORGANON

Ezetimibe / Atorvastatin Formulation

TeHIuT Tene &t fafd: .31, AR A IR SIRT HRA B ARIG: 04.04.2023
29.09.2023 26491-00021 gl IR ST R &I dRIG: 29.10.2014
3R 3T fafAfEy =181 fovam Tam: sgad Idie & U |
e &3
14. URag= gaAT
Siaeigiy faferaw
UNRTDG
UN dsR UN 3077
Ar9e &1 g A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ezetimibe, Atorvastatin)
a1t 9
e U I
NE] 9
JOieRU & ford WaR-Th |
(BoTed)
35 € &t T3 oft 3R
TH/3MTS B TR UN 3077
CAR:RIGIE Environmentally hazardous substance, solid, n.o.s.
(Ezetimibe, Atorvastatin)
a1 9
ofesT g9 i
NEN] Miscellaneous
Essreict &1 fgarad (A 956
EIFSEE)
fEeareic @1 fgerad @ gars 956
EEE)
JOieRU & ford WaRTh i
(&oTed)
31S TH E1 Sft-wis
UN FR UN 3077
Ai9e &1 98 A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ezetimibe, Atorvastatin)
aif 9
OfeTT U [
NEN] 9
EmsS dfgar F-A, S-F
BLERRAC &l
IMO SUFBRVN & AR P H gikagd &
3MYfe fpe TTU Mrsae & fore amg =gt
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Ezetimibe / Atorvastatin Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014

SuaRTHdt & fore faRiy wraenf=rai

Tgl fau 7T ufikag avife_ur Had GeT & WieH! & o §, 3R THHE U ¥ 3Fidbss Al &
0T IR 3T & SR b 39 qRe STet Yie & HieR 39T qui faar mar ¥ uRkag @t fafdy, S
BRI, 3R &t a1 ewr & faf ot & fafdears & 3R uRag e fim-fir 8 9d B

15. faf~ramae Ja=n

verdf ar fireor F i g, W@y, 3R yaiarur & fafawfaem

39 ITeA ¥ 3faud fAmfrfad gHa=< v ¥ gfua &

AICS : fyffea &t

DSL : Fifa 7Y

IECSC : fyffea &t

16. 3= AT

EEILEKCARRIRE ©29.09.2023

Sifafvad SH®RT

a1 2ife & dhad & ford . %o HId SDSs, OECD eChem ¥ 3idRe® dd-id! scl, 3T

PRI B R GRASICE| qicd Wiel aRuME a1 GITUg RIS TorT,
http://echa.europa.eu/

feri® uReu : RAAmad

3 SEIARE & quf arey

ACGIH © guHU| ACGIH HHRET d1H (TLV)

ACGIH / TWA ;. g-de, guy- 9o i gd

AIIC - STNfIe I Bt SiReferars @l ANTT - mﬁaﬁ'ﬂgﬁnﬂ@qﬁaﬁm ASTM -

ARt It uterr JRIRIET; bw - STST BT G9; CMR - BRI, Geol-d IT Uoi-+ favar; DIN -

THA AFSIHR0 IRIF & U AFS; DSL - aiqwﬁaﬁﬂ(m) ECx - x% Wfdfesar ¥ et
TohaT; ELx - x% Ufdfohdr I TSt ST &; EmS - ATUTdbTei Uegdd; ENCS - ﬁwﬁvﬂq
RS Terd (S9F); ErCx - x% s & ufdfhd § &1 e, ERG - SUrddIa ufafshar
TES; GHS - WWWWW;GLP-WWHW|ARC-WW@|§¥TW$W
ToidT; IATA - aguﬁa%trq@ﬁw;mc-uﬁwﬁwwmﬁaﬁ
asﬁnfmaﬁ?ww%ﬁm HfgT; 1IC50 - 31T 3w ad RIS ddhg; ICAO -
RIS AR faAA W6, IECSC - I # Hieal IS Uerdl 31 3dedl; IMDG - SRy
FHE WIS HI; IMO - SRS FHsl W16, ISHL - 3T Ref 3R WY B (SIUH);
ISO - AF®IHRU & T SIRITI W16, KECI - ST HISET T 3dedl; LC50 - TR0 el
BT 50% BT Glddh Jdbgd; LD50 - URI&UN SHTETEl BT 50% B didd TGRID ( mwww)

MARPOL - STgToll ¥ UGNUI &1 AbUTH & oY SfeRiSIa T9a; n.o.s. - 31 FAfEY 78T Neh -
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Ezetimibe / Atorvastatin Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.1 29.09.2023 26491-00021 Ugal §R SR} A Bl dRIG: 29.10.2014

705, NO(A)EC - 3@did F fohar Tar (ufagd) wHE ddba; NO(A)EL - 3@adid- = fear
(@B ) THTE TR; NOELR - TR-3{TAIHH-07 UHIG daH &X; NOM - TGRS AfRyes fom;
NTP - TP fau-fas s1fehH; NZIoC - 38T &t ol o $dedl; OECD - i wedl 3R
faeT TE; OPPTS - IMMAM® JREM 3R UGN AHUW H1Afad; PBT - VTR, H9-THAH0N 3R
fawred yerd; PIcCS - T 3R I9EAfAE el ot fireidig gded); (Q)SAR - (WD) WA
TfAfafy Tafer; REACH - JRIUN T¥E 3R IR UoiahRul, eide, WRISGR R ufady aRug &1
fafam= (EC) H. 1907/2006; SADT - Ta-dtadT 3fqge dqHH; SDS - JR&fM Sl 2ie; TCSI - argad
TS Terd gdest; TDG - WA ATd &1 URAeH; TECH - UTSe's HISaT I 3del; TSCA -
fawTe uerd Fdzon sififaw (Tge Isa SfkeT); UN - §gad J1F; UNRTDG - BIM®RS IMHH &
ORTET IR TG P BT RABINRY; vPvB - Tgd W IR Tgd 9a-THAHRUT IG; WHMIS - HT-
RIc] WaRATb AUl o1 Jurat

U & ST 2T & SUS THIRM BT dRG B ¢ T THSRT gAR I, THHRT SR 3y &
IR T § | SHBR B QRI&T &1 I JUTA, TIRT A, UichaT I3, T v, TRagd o,
fAYe o3 IUT Bls & ol Sad AFfex[ & =0 § fewmA forar mar § qur {6l UeR &t ard a1
T[UTaRT T fAfERT 18] [T SITET | Juds Sl T SHeRI 59 SDS & XY IR ggar Tt had
fafry areht @ Weftrd § qur sps el &1 fosdt oy arlt & waeE o ar fanedt s ufshan A, 99
I UT3d H 7 FdT91 7T &1, TRNT - WR 94 a1 81 Tabell ¢ | It viiansdi &1 arg 811 W, waied
¥ ifaw IadTe o SDS-TH & IUGHIdT BT 3Mbe B Ted 28T B, YANT B, Ufshar d
TYT TR = & 3 3ty &1 & falry Tl & SRt ofk RymeiiRent ot wften s =g |

IN/HI
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