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Simvastatin Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

1. ITE Ud HHI Bl Ugd=

geref AT :  Simvastatin 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 WR e oiR ufaey
ReaTss wam T 1 3

2. @R ® ugaH

foafor, vesRUr 3R & SMITd WaR-Te 9T fraaraeil, 1989

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

Sit. ¥, eg-aeffeur
JHS! GABRIA/ITo o fqurt3
<l B gUTe A : faumT g

fAfya deg-sim efes fawedar  :  fum R (R, 7, =-dfeT (@m), sifa)
- GRIgd 3R&

SABIAID () ST War - faumT 3
dd@Ife® (i) Seig @ @ fqumT 3

SI.T9.0Y. A9d dd
SlitcEEAREENES] : %
Hohd g D dTaAt
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LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

BT =i e . H316 @91 § gedb! 9 ST BT ¢
H317 & Taell Jaeht ufaferar Sad &= Iadr 31
H373 <Y PTell= a1 TRTg TaRUIoR (RITR, He, Th-difae
(W), 3{TE) 3N B TR Uga G & |
H412 SR Sitad TR a1 uHTg 3R 1Y 81 gfRaR |

wefourd/gdfau™ saM N

P260 Yc PI I gRT Tl 4 B |

P272 fagitd HUS! & HRIRIT ¥ T16R o ofF Bi AT 7 |

P273 TR0 § BT ¥ URER &1 |

P280 &P ¥ U |

JR:

P302 + P352 3R @dl TR 81 dl d IR UMt ¥ &l Sref

P314 Tf¢ 3o TEYH &Y, by & 9amg o

g333+ P313 3R &l R e a1 W= 81 FIaadiy darg/ &

|

%?%62+ P364 g HUSI BT TR IAR ¢ 3R T: TN § gt
|

faror:

301 Sadvyy f&sd 1 FuerT Wigd aw SRuivd dREM o
|

3= g1t et uitoms ey arffewor 48 giarl

o & I TS g1 TR 3@ B ity ofa 8 Iabelt g1
TR, TUTE T 3T 1Y & SR [aWhied Yd-arg o1 a1 Jehd & |

3. 3Gyl BT HUCA/SITHBRI

Terd/frsror . foyo
3[agq
SGICIEEA It H T () - TR | NS (HFIAH) (%
wiw)

Simvastatin 79902-63-9 >=5-<10
TRAS 9005-25-8 >=5-<10
el 9004-34-6 >=1.<5
e o AFgrRISe 5949-29-1 >=1-<5
TReTH SRR S 13463-67-7 >=01-<1

4. yyfye Rifesr & Surg
T I8 . 3R gHeAT 81 U1 ddiad 3 9 7 ) Afshd TTh I Jarg B

T AT T 8 1 Vepl 1 &R fRUfq A Rifeadia gare o

AR WY gRT U8Vl &1 WY ;i I gRT U8 R foran g, |l areht Gelt g1 # o S|
fafercita Tgan ol
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Simvastatin Formulation -z ORGANON

LB TemeE ot fafd:
4.3 23.03.2020

3ifdH IR SR} HA B dRIG: 13.09.2019
U IR SIRT &R &I dRIG: 21.10.2014

Y310y, |
24369-00015

TR @1 ¥ U& g1 Y

IR 3G I YU g

3R 7 ferar sme

T Aeaquf d&ur SR
TUIG, G ot SR 8t

Ty fRafec & T

Fafedd & ford I

. WS gF W, [ @9l ST Igdd UM § B B

T avd Td S IAR |
fefeita wga o
YN ¥ Ugd a¥d g |

TN ¥ Ugd A o Bl st @ |

: gfg offEl ® I SE o U ¥ 33t aRE o

Ife S I 8 3R SR IR, af Fafercdia wgam |

. gfe ferar e, a9 ORd Ad B3|

0T Yebe B R ffh iy A5 of |
Ut & 1Y 4§ 31 aRg Pedl Bl |

. AT H E! 9d IUd Bl o

I Tl e uffohar Iew R Wbl g .
ﬂﬁmgﬂﬁmwéﬁws?ﬁﬁ(ahm)ﬁwug’m
THdT & |

Yd & 1Y b g W ATE) A At Sa- g v ¢ |

D UTYTH foifdscd R arell o ST YREM IR & &1 aNgy, T

SRIA Pt YU B TR YT T Al GRETHAD STHRU]
BT IYGIT BT A1RT (TS 8 37 )|

. e SR TNt ¥ SUER SR

5. 3Rr=HE U™

Iugad SHPRm= difgar

SRIT (31TT) g1 o JTEq
TR & SR fafy @R

GAHP G- TGl
(31T) G & faRy adieh

RC Y

Tdpeid-afaRid FmT

BT SAHHIAZS

[/ T
BINTE
LYW 1 Y AP, ST Td Bt SUTRTY A TS ¢d §a1 A 3FR

BB HET T Tha gid! & o) [Ipie 3 FHIGT 81 gl 2
T8 31! BT JUdh W & i Th WRT 81 Jhdll g

. BRE AFEeY
L g RS T YA B o R aRfRUfT SR Smg-ury

JIATaRYT & 3IHd Bl |

T fosdl B 381 PR & oY TA-BER BT TIRT By |

SR U1 BT YRIE g Al 3T & & I &ifage deR Hara o
SIE &1 WTell HRam |

M & U ARV SAd W & OH WR, W94-Ma3d 41 Sua0r ugH |
RG] STt Y&TE® JUBRT TN He |
6. 3T A el U
Jufdaeds qEy, WeTdAS  © Aol eTeTd IS0 YA HY |
JYHRUT TUT STATIDRTA IR g% Rt iR AfFaTd YRET IUHRON & gl B
fehaTy SUFT N |

YOTaRUNY raeT=ar

. ygiaRr § fage @ s9r
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Simvastatin Formulation -z ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

I HAT RI&, SR 3 Rra a1 Sadd & A |
Hgftd Ui T U DI G Td HepTe |
¢ He@yul SABIT UId A1 51 Tdbs, dl RIFIT UTeres1Ral !
gferd ®1|
THTS A MR B AJF | SADIA B Bhp & o0, THE HR AT dgH gRT 3o foss o
& yard Td Wi THAT B
smfrﬁsmﬁﬁmméwﬁ(ﬁﬁﬁﬂﬂ@ﬁawﬁmﬁ
H ) |
Yd DI Fdel |R THHAA A 8 ¢, Tl I Ug19 AT | aIderol §
el 1 WR fawnie fyor a9 ST |
R a1 A1 fafaw 39 verd &1 foRfa ik Fue &3 &
fore AN 8 Ihd €, T1Y B 39 ARigey iR rgeny wR off o
@9 yerd &) ReliSl & g & ITERT A a8 S g1 39 Bl
fufa & gi s PR foriaw arg g €1
39 THSITH & SfHIT 13 3R 15 F© RIFG a1 AP Revrsri<
F IR A TSR TS B & |

7. TATA 3R HSRUT
dH-p! U Qe fagyga s 8 o § SR fRefad 4 & wRu fawpie g

Tl g
gifed Yafur Sar, S &) Saadie ST SR |t a1
SHfehd qTATaRTT |
R / $d dfea=H Ryt Suged gt § ua #1
R g1ye & forg IO BUS! R A1 fRA )
BIERIED NEARINENE UG CRY
et 7
3Gl & 1Y I 4 GRER R
3t SN Tesdr 3R GR& TAT3H & SR FHTd, 5t
PRI TRIUIOR THA TR TR B
Yd BT AT 3R ST HH Y HHEH S|
e TART H A1 51, {Ssa1 95 T |
d1Y Td Usda & did 9 gR 9|
Rfds R & Ufdsd gaiur de= o]
FAPG, Falg 8 T AP DI AU I, 3R TafaRor & w17 I
HH O 3|
Wi veru ot uRkfufaar © 3rdt @R 9 dad T gu fesal A 34|
TRy ¥y fafodl & SFAR SR B} |
3 Uerdl 9 o : Fofafed geR & Tiede & 91y 7 39
GIERICRIERYIBRUT R

8. Sy fordmoT / fAeit gRem

HRIRS G701 & "D & 1Y 3agq

IEEEE [t (@9 [q@uer | Fdzu uree / YR
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Simvastatin Formulation -z ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
- TR (3IR&UT BT PRENICK
THR) HIACIH
Simvastatin 79902-63-9 | TWA 25 ug/m3 (OEB 3) | 3fidRke
3fdRad SH®RI: DSEN
Uig- &I T | 250 ug/100 cm? | 3dR®
TS 9005-25-8 TWA 10 mg/m3 ACGIH
e[t 9004-34-6 TWA 10 mg/m3 ACGIH
TR SRS 13463-67-7 | TWA 10 mg/m3 ACGIH
SIEEICRIES)]
golt=rare fAazon gt Soiifaf fFgamn & ufR fSega g1 wmaifad 8in
BT 3R ITa!, BT, 3R Tafarvr &Y e & e GMP &
Rigidl & TR Harrferd foar ST anfgul
i R A= e 3R ififa &3t (S, Siu=-% sy
fEarsa) & DN BT RFTR A6 & o Iugad Awum
TreNfiferar st § |
G G BT FAqH D
freft aama ot InEh
g Gadt =g . 3R vuid R R dfedw Sudsy T8 § a1 TeueR
3feper SRR faan-Fdi & arer vagtioR yaiid e g,
A 4 GR& BT IUTI DY |
flhee’ TR . e ghR
g1l daeh s
gerd ORI g
fewuft : S9d T W faaR &
Sirar dath sama L 1se RIS a1 T o 1Y GR& I=AT UgH |
3R HTH & HIETe a1 TIfafafy & gt ot fRufaar, o a1 wRieed
e |, at Ifad v ueH|
TR Y, Y, T TR & a1 1 Guch o) GHrar &),
TRiTee a1 IR gR BT 37 W& UG |
@ ud TR et s © el g1 YT Bie § B B
IR &1 &1 gda! ¥ a1 & fo1e &1 571 et Hrf & YR W
feaiad o) |
Hutfad gfid wus Faraq & fore Sfra SHifeiT aeb-ia! &1
AT BR
Tsal Gadt Iur L TR I SUANT & SR I & T H 3 Pt U 8,

T BHTH HA & RIF & B 3G U B Joierdl SR JRem
TR U&H B

TN & SR, BT, UIHT a1 Hu 7d H1 |

Tfd HUSI B OH P I1C &1 R | SXqATS B

giayT & Tt Tarad H Soiifafe fa=or &t aeften, Ifaa
fGATd JR&T IUHRT, Ifad SIfeiT 3R ulk=ne ufoarst,
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
NN Wsar AR, fafeen AR SR sgarmus
a1 o1 s3aaTd THd 8T iUl

9. Wifa® Td Traf~® 1T

femmace SN
[T Sl IudAs T8t
Ty D gTRgH
Tty Pt ggel : 8T Suasy gl
diwg D ST Uy ol
fUrga/ds &1 argaq . STl Iuds gl
URMYS I H1fdg/ IqeH ST IUA g
ARSI
T fag b
BT B R D TN gl
SIeRITdT (319, T ) ; géﬁwm&mwaq%aﬁmmsmmﬁww
|
SaerRITerdT (R Uerd) : a1 Iudsy e
3= fawple 91/ SR . gel Iudas T8t
AR T (30
THodfafere! formie)
&Y fawple Iar / ad . STl Iuds T8l
SaARAAr ST (ISR
Todfafere! formie)
aTY gard D yEy el
o8] AT g9 e
o8] 9l D gl IuAY T
g9 STl Iudsy T8l
P SE—
T | faedn : 3T Iuds gt
fqyTS TuTie: (@A . YA el
gAY
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Simvastatin Formulation -z ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
SNCIZRIRM &1 argq = gl IuAs TRt
3ge &1 qIHH © SC1 IUAs g
g (fapifch
frpifict sgaRfes . YA e
faeples uRayTa . fawples w81
STFITHRUN & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t frar T |
HUI BT A © ST IUAs g
10. FRU=aT auT ufaferaan
PINCARS : ffforamRiiadr & WaR & U B arfidd el |
T fRRar D I fRufe A RR B
oRewery ufafearait : @%ﬁwmmmwa?ammq\a—mﬁrww
|
Aol SHRNBRS Toic & Ty ufferar B v g
g gifyfaar 9 o< : U, SaTel ud Rt
& Bl g I Ab |
ST ATt iRy Teley
3qee- uerdf ¥ sfaw PSR dTd (FORSY) 3qge uerd Jd g
11. fawrdsf=ra g
TG SREUN (TRIUIOR) H IR © A1 gRT TG0 H=Al
T TSGR @1 § dudh
e
3@ ¥ U
GIERGLIESGI
JUAS TSGR W A Ngpd Tal|
3d4dq:
Simvastatin:
g M fawraddr :  LD50 (IET (RT)): 5,000 mg/kg
LD50 (¥ (HI3¥)): 3,800 mg/kg
THES:
g M fawraddr : LD50 (I8T (}2)): > 5,000 mg/kg
SIERCEIRRELIESG : LD50 (@IRN): > 2,000 mg/kg
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Apuhlic
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BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
Jqar:
g e famaddr LD50 (IET (}<)): > 5,000 mg/kg
GIEEREAELIESE L LC50 (J8T (RT)): > 5.8 mg/l
WW%@W(W)@M 4h
URI&0T TATaRUT: Ye/HaIaT
GIEECEIRAELIESG LD50 (FIMRN): > 2,000 mg/kg
Rifew ara AiETage:
dig e fasradar LD50 (N (HI3¥)): 5,400 mg/kg
GIEKSEIRACRIESGI) . LD50 (JgT (X€)): > 2,000 mg/kg
TRIBT: OECD URIEfUT fE=mAgsT 402
3fiera: yard a1 firsor Bt Hig T SfRIe fawTada et §
TS aH SIS 3TISS:
ICREITCERCLIEREI] LD50 (JgT (X€)): > 5,000 mg/kg
GIEE R EACNIESG| © LC50 (JET (RT)): > 6.82 my/l
e THra & ford Tuh (ToTIeR) oM 4 h
URI&(0T ATdTaRUT: Yei/paiar
3fiera: gard a1 fHrer Bt Bis 4T Srage fAuTaaar T8l &
@1 & foe e
T A ! g I BT 7
3dadq:
Simvastatin:
EIIG] G| B]
fewuft . HeIH @l DI ofad
Rifes sra AFETage:
IS SR Ra |
Rkome : Ol H S el
o T B 2 R FREIE 3 R
PIIG] SR Ray |
Rkome : Ol H S el
iR A7 gfakdsE
JUAS THHR W A Ngpd Tal|
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Simvastatin Formulation -z ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
3dd:
Simvastatin:
PRI G DO
fewuft AT I S AC [N
Eﬁlﬁ%’:
STl SR G IR
gRomd 3G A Se Tt
Rifew ara AiETage:
S| G RO
giomg L 3l B o, ) ol & iR fyadd
TS aH SIS S:
STl RGN
gfRomd 3G A Se Tl
oI IT UG GUTR DR
AT D gATS AT
a1 Tetol Geeh Ufcfohar Saw B gohdl B
YTI-UYTT Y GITGHar
JUAK] BRI R aFfiepd gl
AdYUd:
Simvastatin:
3idha D OIS H @l & SIS B JUTSAT (Tadidie) a1 ded
gfkomy . gRdld®
R’ﬁfl’l:i?;:
e ot fore L ORISR o
U (TRITIER) & I I U
Tt ;e o
gikomy . BUTHD
TS aH SRS
Rieor 1 foey . R fMp 1S TR (LLNA)
TU& (TFIUTER) & IR A g D
PG| o Y& (HISN)
giomH . BUTHD
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Simvastatin Formulation -z ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
SaTV] S ReTeHiadt
JUAS THGRI W T ipd Tal|
< CREN
Simvastatin:
fSFIciaRct 3 fagt : OYeur ot forem: SiRar g faudia ufad &t Sirar (AMES)
IR I ED
TRI&0 Bt fhd: &R TYRM IRy
gRkomy: Fonds
TRI&U Bt fored: Uiy fauye
gRkomy: Fonds
TR B fH: IRR & T8 WU Y HIfRABT3 BT Sh
Iafkad uieor
gRkomy: Fonds
fSIeIneRid 3 faar L WK1 B fhe: A thigae™ ¢
TSI gu (H139)
TRAHIE & IK: AS
TR TS
SitaTu] I TeToRIeT - L &Y DT Fol INTTY] HIRIHT IARATT & &G H qHIHR0T B
i T T BT ]
R’ﬁfl’l:i?;:
fSHcIhaRe 3 fagt L TRer B fohe: dacivar deeh faudia ufkad &t Sira (AMES)
gRkomy: Fundw
Jare:
IERIEER IS EESIEE L TR ) fw: dadifear Seeh fausta ufvads @t o (AMES)
gRkomy: Fondw
TR0 B fh: IRR & T18R WU B HIRABT3 BT Sh
IaRad= ueor
RIS D
IERICCRIISEESIEE] D TRIET B o AR o TIRINITST eI 1 URT&Or
(Shfad gmof # ArgeioHfcd TRW)
TSIl g (H139)
m%m ﬁﬂaé:n
RIS D
fafe® sra diFteage:
IERIEERIEESRE Tl ) fhw: adifear et faudta ufvads @t S (AMES)
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Simvastatin Formulation

Apuhlic

-5 ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

FIRSDAI
JUAS THGRI R aNgd Tal|
3H{dYUdq:

Simvastatin:

PRI
TEAIH A &b I

o g & o)) Ius
(TEHUISR) B3

&I 3(qTq
TR BT UHR

fewuft

IIIG]
TEABTE & I

frda g & ford Ius
(TSHUISR) B3
TR BT UHR

femofi

LRI I ED

TRIET Bt fored: IRR & T1ER YYD 1T URTE0r
GRUMH: ardfdes

Tteror o fore: st Y faudia ufvad @t s (AMES)
gfRumy: BUTdS

L TRigr B fhe: RIeTeRicT (34-faar AafaaH JF O

FrscoMicd o, BN TIerE)
golTar: <81 (<)
TSR & I FRTe T

giumH: HundHS

D Tl 1 fhw: dadifear Seeh faudta ufvads @t o (AMES)

LRI I ED

L ORIEf0 Bt fohe: S-dtal HISeh _Iaiia™ X

TS g8 (H139)
. BUTHD

i
<92 9tdlg
S SEEPIR)
: OR, s
I AT & RN 3 IS 1 He@ & IR A $© Udb dR T Hol

T g1 gl

;8RO
. Oifde
2949

. R, ursRISe
LAY & U 59 el &1 7ig@ & IR A $© U R ol Hel

T ghd1 gl
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Simvastatin Formulation -z ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

Jqar:
LRI I
TAIH A & I . fa e
P g7 & ford Iudh . 72 98
(THIUTSR) g3l
gikomg . BUTHD
TS aH SRS
PEIIRS L IR
TRHTHRH & I D T (YRR H)
frda g & ford duss L 29T
(TFIUISR) a7
RG] . OECD URtefur femmfrder 453
L IEIE ;. grdfd®
feooft L uforan a1 Hrfaret &1 & ol § uRifies e 8 Wbt g
FHIRSHHT - e ; %sggﬁmm$mwmm@ﬁmm%ﬁﬁaw

|
3T fauTardan
JUAK] BRI R aFfiepd gl
AdUd:
Simvastatin:
3R B YU ; uﬂwaﬁmm

qwi%r%m%):ﬁ
TAIHRA & I

JAaT: LOAEL: 25 famm/fem IkifRe UR

MR RYF e uuEl - gdeor ot few: yormiw Ry faem|
goTifar: T (X©)

wwﬁwﬁr&lﬁW| NOAEL: 25 fi/fasm IR 4R
OROTY: SIS THIG 181 |, DS Ufded UuTd el |

Yeror &1 fore: yor-miey g fasm |

I HRERCRUIE]

TEHHIE & I MRS
Yur-miy R fawradari: NOAEL: 10 i/ IRiRe® YR
OROTY: SIS UG 181 |, DS Ufded UuTd gl |

TRTeor ot fore: yor-mi Rig) fasm |

gelTer: 8T (Re)

TRAIBRA b Id: Hfded

YOI-THey TR fawTetdn 1 LOAEL: 60 forTi/febT eifves 4R
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Simvastatin Formulation

Apuhlic

= ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

3[ARdT & YHTT

iR RR & e muyEl

Rifew sra AiFgrage:
TR RY & e muyEl

STOT - U&hd Sy
JUAK] BRI W aFfipd g

STOT - &lgT sifgw

TR eI SId GHTGAT|
fewuft: ver St IEREt & e W nuTid

D QRIEr Bt fhe: Th-Uigt TG fauTeRid 3ieag

Wf%ra;sﬁ‘d)

Tefur 1 foper: Wicferd) / 3Rmy &1 Tl fae
golTar: <81 (<)

TAIBRA & I FTe T

giumH: HuTdHS

Yer0r ot fore: yor-miey g fawr |
geTifar: IT (X©)

TAIB R &b ;T T

LRI I ED

T FHTAH T TRIGT TRIUR (RTR, A9d, Th-dHAeT (A1), 3H) 3T &1 JaH Ugdl Tl g |

3{dYUdq:

Simvastatin:

&g 3fagd
3ihad

U QRIS fauraaarn
3dd:

Simvastatin:

PITII]
NOAEL
LOAEL

TG & I
frda g & ford Ius

(TFIUIGR) gl

oI&y 3{dud

PITIIT]
LOAEL

;. TOFR, 784, Th-diEeT (W), S
: aﬁﬁmqgm&r{&rwsﬁwsaﬁa‘r(ahvm)ﬁw

F R
. 5mg/kg
: 30 mg/kg

14 - 104 Weeks

10 mg/kg

13/19



& Ser e

Simvastatin Formulation

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SR} HRA BT ARRG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
THHY P I L WfEe
fram g & ford Tus : 14 - 104 Weeks
(TUISR) gaiT 3
&g 3agd : PR, g 9, sirg
S| G CO T
NOAEL © 30 mglkg
LOAEL 50 mg/kg
UAIh R & IR : Hife®
T SHaTd : RR, Taf
RS
LRI LRI Re)
NOAEL : >=2,000 mg/kg
Tl & T L @ar Y dud
fpam g & ford Tuds . 28 Days
(TRTAISR) g3
GRICAl OECD Ustefur femnfider 410
EGGIGE
I L R (RQ)
NOAEL © >= 9,000 mg/kg
TEhIH & I
fpam g & ford Tuds 90 Days
(TRTAISR) g3
fafe® sra diFtsage:
gt LRI Re)
NOAEL : 4,000 mg/kg
LOAEL ;8,000 mg/kg
TEABTA & I R GGG
o THg & ford Tues 10 Days
(TFAUISR) ol
TS aH SRS
BV L gl (@)
NOAEL - 24,000 mg/kg
TAIHTA &b I
oo THg & ford Tues 28 Days
(TFIUISR) gaTl
BRI : 9RI Q)
NOAEL : 10 mg/m3
TP & IR DI T (Yo )
P g7 & ford Iudh . 2yr
(TFIUIGR) gl
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Simvastatin Formulation -z ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
YT GeRT
JUAS THGRT W T ipd Tal|
U4 S| & 91y 3gya
3d9d:
Simvastatin:
T Y IS : feogoht: gt wfafsrar Oer R ThaT |
IRUGESE ;&7 3aga; R
SNR: SR YT Ty Geh I, RRee, I Gaeh g, Hool, Aaa
A& 3{IYd: HG-HbIaIg o
12. aIiRfRAfaw T Ja=T
grfyfRufae faumaar
3d9dq:
Simvastatin:
EENICIRCLIESE :  LC50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): 2.91 mgl/l
™ Tma & ford Tudh (TaITISR) g3 96 h
TIHT: OECD URterur fg=mfdsr 203
SHATT Td g Je-fgd :  EC50 (Daphnia magna (dTc l)): 3.5 mg/l
ERERCNIESG o Tg & ford Hudh (TauioR) g3l 48 h
Tt 3N 3.4 S e fAdw 202
QaTe/STelg Uiel & fawreddr ¢ EC50 ( Pseudokirchneriella subcapitata (EQQI BICI] (Qc_\rﬁ)): >
25 mg/l
o™ Tma & ford Fudh (TaRTISR) g3 96 h
NOEC ( Pseudokirchneriella subcapitata (83} Qa1 (Tesih)): 25
mg/|
P ama & ford WU (TaIUIoR) §31: 96 h
Gﬂmqahﬁﬁw . EC50: > 30 mg/l
™ Tma & ford Tudh (THRUISR) g3 3 h
RIEU Dt fh e HT9-URarg § FhIdc
T 3 3.4 St 2 ke 209
NOEC: 21 mg/l
fram T & ford Yudh (TaRTUISR) g3 3 h
RIEU Dt fh e HT9-URar § FhIde
T 3 3.4 St 2 fdwr 209
Jae:
B ENIEARELIESKI LC50 (Oryzias latipes (SO HST)): > 100 mg/l

| fran g & ford WU (TRUIeR) aiT: 48 h
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Simvastatin Formulation -z ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

femoht: we SR IR & Ser iR 3neTid

Rife® ara AiETage:

EENIEARELIESEI] . LC50 (Pimephales promelas (Fegs F)): > 100 mg/l
o Tg & ford Fudh (TauIeR) §3MT: 96 h

SHT T 3 e-Xfed :  EC50 (Daphnia magna (dTeX Tit)): 1,535 mg/l

STereR fauTaan P Ima & ford Wue (TaIUIoR) g3 24 h

TS aH SIS S:

TIdl B fauradar - LC50 (Oncorhynchus mykiss (W ¢l3¢)): > 100 mg/l
o™ Tma & ford Judh (TaRITISR) g3 96 h
TRIBT: OECD URIefur fg=mfAgsr 203

SHAT T 3= Ae-3fed . EC50 (Daphnia magna (dTex Til)): > 100 mg/l

ENERACLIESEI] o Tg & o Hudh (TaUIoR) g3l 48 h

Qara/sTad aiel &) faureaar ¢ EC50 ( Skeletonema costatum (ﬂH’Sﬁ E@TYT)): > 10,000 mg/l
™ Tma & ford Yudh (TaITIeR) g3 72 h

GﬂaTUlaﬁ T fouraaan : EC50: > 1,000 mg/l
fora™ Tma & ford Judh (TaTIeR) g3 3 h
Tt 3 3.4 S 2w A= 209

R 3R Ao

3dadq:

Simvastatin:

W3 SIapAUI B &aT ¢ ORond: g fd ¥ 3ruefiford e areht

g A fRRA © ST fIINOn: 50 % (3.2 d)

Jare:

Sfde SAHHOIAT BT & L ORUTY: YA & 1Y Whidd dild o SashHuaR]
CRISPSENHEEISI

Rifew sra AFETage:

Sfde SAHHUIAT BT & L ORUTY: YA & 1Y Whidd dild o SashHuaR]

CRIEEES EREISN!

SIHHUT: 97 %
feb e T o ford Tueh (TerRTUIoR) §3Mm: 28 d
THT: OECD Uterur fE=mfd=r 3018

16 /19



&M e e A

Simvastatin Formulation -z ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
Tyifaa Sfae J=aua
3d4d:
Simvastatin:
faUTSH T[uries: (T . log Pow: > 4.07
3facIa/ar)
fafe® sra diFtsage:
faUTe 1urier: (T : log Pow: -1.72
g Ie/ar)
firdt o wfa=fteran
31 IUAS gl
3= Ufdgpd YHG
3T Iuas gl
13. Fger ifgard
freR & e
R RCEIECUTCER) DRI fafFEHl SrRey e |
g i ;. @Iel fEeal ) 9% ) TSl B arell et A Sargepetia AT
T & ford o oma|
SR 3T faffdy =1t foman mam: ervgad STg & &0
fAueH &1
14. URTE I
Jerfgia fafaw
UNRTDG
[aRATe 9t & = ¥ fafrafid T8t
315 T & T-St ot 3R
[ax-Te AUt & & ¥ fafrafid T8t
3Mg T 3 Si-dis
[aATe 9t & = U ¥ fafrafidg T8t
IMO JUHRUN & AR Ui H ufiagd &
MY o T Vs ae & forg @ Tet
15. fafrare @

gerdf a1 fiyyor & R JRen, W, iR yafavor & fafaufaem

39 I & 3faud fAwfiafl@d sHa= v & gRa 8
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Simvastatin Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014
AICS : fyffea &
DSL : fyffea &
IECSC o Fyifa 7=t
16. 3=T AT
Sffaf¥ed SIS RY
a1 2ffc & dhad & ford . %= HId SDSs, OECD eChem ¥ 3idRe d@d-id! scl, 3T
TANT b2 7T axdrdel gIcd @rel RO quT GRITUTA I ToidT,
http://echa.europa.eu/
fei® ey : RAAmad
3 SR F quf are
ACGIH © gugu| ACGIH ITHR™E A (TLV)
ACGIH / TWA ;. g-de, guy- 9o i gd
AICS - ITaf® Tl Y Sikefems gdedl; ANTT - mﬁﬂ@m@u&aﬁ@?ﬁ ASTM -
3t At udteror TRAE; bw - STS &1 I9H; CMR - HIRIAH, Heolf-d a1 Yo faseT; DIN -

THT A IR0 GRIH & ol AFS; DSL - aiqqaﬁﬂjﬁ(m) ECx - x% Wfdfshar ¥ a1
TahaT; ELx - x% Udfohdr I TSt ST &; EmS - HTUTdhTe Uegd; ENCS - ﬁx‘:@aﬁvﬂq
R e (JT9F); ErCx - x% Jla &% Uidihdl ¥ ST Hdbad; ERG - MUIdaTa Ufdfehar
TES; GHS - %@EWWWW;GLP-@@TW@WWH;|ARC-%HTW@|§¥WH%%E
ToRl; IATA - SR arg uftae THIRICR; 1BC - Y A H Wk ! ardt
%W@TW%W HfedT; 1C50 - 31T Siftremdd FRIUTHS ddha; ICAO -
SR AR fa\== T76+; IECSC - ﬁﬁww%wzﬁa"rsﬁeﬂu\me RIS
G@WWMO RIS T e, ISHL - Sfieiifiies TReM SR WA BT (JTAH);
ISO - AF®IHRUl & T SIaRITI W16, KECI - HIRAT HISET T 3dedl; LC50 - TR0 el
B 50% P Ulddh Hbg; LD50 - UH&UT &Sl BT 50% B Oldd GRID (I °dd WRID);
MARPOL - STgTsll ¥ UgNUl &1 AHYUMH & 1T SIeRTTR T9e; n.o.s. - 3T FAEY =&T; Neh - feredt
f8; NO(A)EC - s@died = foar Tar wfded) THE Fdhg; NO(A)EL - iddre- = foar
@IfdHe) THTE TR; NOELR - TR-3{ddIH-017 UHIG A& &X; NOM - TIHTRSG Afdies fam;
NTP - T8 RA-RT SRIHH,; NZIoC - THRFT @ =it 3 39¢8); OECD - e TEalT 3R
9T W6+, OPPTS - T YRET SR UgHUT JAHUH HATE; PBT - TR, S1a-THATHI0T 3R
fawred werd; PICCS - T IR e uerf @ fihdldid 3ded; (Q)SAR - (AHTEHS) TR
Tfafaf Wey; REACH - RIUTT W¥g 3R A USioRul, JedidH, WMRSGR 3R Ufdey aRkug &1
fafae= (EC) H. 1907/2006; SADT - W-digdl 3{qde drgdM; SDS - YRE&T sl =iie; TCSI - drgar
RS Uard $dedt; TDG - WavAId AT &1 URagH; TSCA - faurad uerd fa=or siffray (wged
ST 3ARDT); UN - TG Y; UNRTDG - BIMBRS FHH & URasT R Ggad Y $I RABIR;

VPVB - §gd RIR 3R §gd S9-UHAHRN TRG; WHMIS - HT-RId WRATdh ATt T Jorett

3T QRe&f ST e & 3% UHRH B dRiE &I ¢l Tl TSR] §9R IH, THGRT 3R Gy &
TR e | SIHBR o1 JRIA &1 T YU, TNT A, Ufehal &A1, T &, ufkagd &3,
U ®1 U1 Bisd & oI Fad AFiexH & ®u H feoma- fovar mar g auT et yeR &t gt ar
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Simvastatin Formulation -z ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 13.09.2019
4.3 23.03.2020 24369-00015 Ugell IR ORI H Bl dRIG: 21.10.2014

TOTaRTT &1 fAfFGRT 8T AT ST | Judtsy B T SHSRT 39 SDS & ¥MY W ugart Tt waa
faRry arRh © Tefid 8 9T SDS wrht 1 ot o=y arelt & Tate § a1 fosit o= ufohan &, 5§
I UT3d H 7 FdT9T 71 81, TRNT - WR 94 a1 81 Taball ¢ | It Tiiaansdl &1 arg 811 W, Taied
¥ oifqd e H SDS-URR Bt ST HT HTHAT B Aed e8d B, AN B, TfehaT I
AT GG B & 3 31y &1 & fafkry Tl & SR SiR Rt ot et w=ar a1feT |

IN /HI
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