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e g

SUAS BRI TR I o]

K CRGH

Simvastatin:

3[adT & JHTT L R ot foped: Iavar
gelTfar: @1 (<), R (@)
TP P IK: HIRkGD

IRAT: LOAEL: 25 Ry Iifkes YR

MR RY & e uuEl - gdeor ot few: yor-miw Rig) faem|
yiTd: 6T (Re)
TITH R o I
Yoy RIg] fawmaadn1: NOAEL: 25 fim/fam Ikifve UR
UIRUMH: SIS THTE A8l |, BIs Ufddpd UHTd -Tai |

RYeror @1 fore: yor-miey Ry fasr |

I SHRERCRUIE]

TEHHIE & I MRS
Yoy RIg] fawmaadn1: NOAEL: 10 fim/fam Ikifve R
UIRUMH: SIS THTE -8l |, B1s Ufddmd UHTd Tai |

RYeror @1 fore: yor-miey Ry fasr |
goTifar: T (X©)

Wnﬂwmm| LOAEL: 60 frm/fasT IRiRe 4R
URUMH: el JHTET
fewoft: v St IRt & Ser W enenfia

Jqa:

3R P UHTE L ORI B o Uep-Uiel Tecre fawTerde srem
golTar: <81 (<)
TRITHRH o I F17e o
URuMy: BUTES

MR RR & e muyal  giem & ford: Bt/ sIRey &1 uwia fasm
gelTer: 8T (RT)
TENHRME & I: e o
TRUMH: BUTHES

Qwﬁamm:
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 26.09.2023

7.0 06.04.2024 24369-00023 Ugal IR SR B B dRIG: 21.10.2014

iR R & AP RuuE] - gheor 3 e Yoy Rig faem|
IolTar: <81 (<)
TRITHRH o IR: 17 o1
fRuma: FBUMTED

Rife® ara AiEage:

MR RY & e uuEl - gdeor ot fow: yormiw Rig) faem|
golTar: <81 (<)
TRITHRM o I F7e o
URUME: BUMTHED

STOT - U&hd Sy

JUAK] SHHRI W aFfipd gl

3dYd:

fafe® sra diFtsrage:

| ElEasE] LT Rl OTa e BR bl g

STOT - g™l |ifaw

T FHTAH T TRIGT TRIAR (RTR, A9d, Th-dRAe! (A1), 3H) 3T &1 JaH UgdT Tl g |
Sdyd:

Simvastatin:
& 3faqd . R, 99q, =%-dfeT (@), site
Sipe : aﬁ?fmqgmﬂ&r{&rwaﬁmaﬁ(mmw
PREISIE]

U QRIS fauraaan

3HdUd:

Simvastatin:

‘Wﬁf L g (@)

NOAEL . 5mg/kg

LOAEL . 30 mg/kg

SNIEREE RS L Afee

fham g7 & ford Tudh © 14 - 104 Weeks

(THIUTGR) g3l )
NI R R, b IR, WRg-dabTaid o, 3
|5'G' d Al

LOAEL : 10 mg/kg

[USIERIEEANES] . Afee

fhaw g7 & ford Iudh © 14 - 104 Weeks
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THT e &1 fafd: T9.81.u9. F8: A TR SR A BT dRIG: 26.09.2023

7.0 06.04.2024 24369-00023 Ugal 9R ORI A B dRIG: 21.10.2014
|(aqa¥rq‘m) g i
& 3{qgd - TR, g 9y, eife
R R
NOAEL © 30 mglkg
LOAEL : 50 mg/kg
> I T )
& 39T : RR, Taf

RS

Fwﬁ LR (RO

NOAEL : >=2,000 mg/kg
UAIB R & I Y U

fpam THg & ford Tuds . 28 Days
(TRTAISR) g3

GRIGA OECD Ustefur femnfider 410
EGGIGE

IW? LRI Re)

NOAEL . >=9,000 mg/kg
UGB &b I . a e

fpam THg & ford Tuds : 90 Days
(TFAUISR) ol

WIS P 3

IW? L 981 (Re), R (Ha)
NOAEL : >=8,100 mg/kg
UAIB R &b I R GG
EREREEPEANPEIED 13 Weeks
|(CRTOeR) ga

Rifes sra AFETage:

Iﬂwﬁ LR ()

NOAEL - 4,000 mg/kg
LOAEL - 8,000 mg/kg
UGBTI &b I o fa e

fham g7 & ford Tudh © 10 Days
(TFIUISR) gaTl

e aH SIS S:
Fmﬁ LRI (@)

NOAEL - 24,000 mg/kg
TP & I R C R G RE |

fpam THg & ford Tudhs . 28 Days
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 26.09.2023

7.0 06.04.2024 24369-00023 gl IR ST &R &I dRIG: 21.10.2014
|leedioR) gan
W L TR Re)
NOAEL : 10 mg/m3
TR & IR LA o (/e )
fram THg & ford Tuds Co2yr
(TRTAISR) g3
CIGEEGH]
YA TSR R Fiffhd 8|
4 S| & |Q1Y 3gHa
H{dYUdq:
Simvastatin:
CEIRELECY : fewft: gt ufafsrar ter o o 2
(EAEASKI L eY 3aud; R

NR: FUR 4T Y AU, RRee, IR Tadt g&, Hool, Aaa
A& 3ayd; AY-h by o

12. aIRfRAfaw T JE=T

i fRyfa® faumaan

3dadq:

Simvastatin:

EENIEARELIESKI - LC50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): 2.91 mgl/l
- ama & ford WU (TaUIoR) g3 96 h
TIHT: OECD URterur fg=mfdsr 203

SHAaT Td 3 Je-Ifed :  EC50 (Daphnia magna (dTcR Fl)): 3.5 mg/l

ERERELIESEI P gmy & ford WU (TaUIoR) g3 48 h

T o S 3 S e kw202

IaTel/STelg Uielf &F fawieddl @ EC50 ( Pseudokirchneriella subcapitata (8% QaTd (Tesi): >
25 mg/l
™ Tma & ol Tudh (TaRIUISR) g3 96 h

NOEC ( Pseudokirchneriella subcapitata (B’ﬁ ard (Q?rﬁ)): 25
mg/|
P gma & ford WU (TaUIoRR) §31T: 96 h

Gﬂmqahﬁﬁw : EC50: > 30 mg/l
o Tg & ford Tudh (TaRUIeR) §3MT: 3 h

TRI&01 & fpd: YT9-TRa A ©hlac
T 3 3 3 S e AW 209
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 26.09.2023
7.0 06.04.2024 24369-00023 Ugal §R SR} A Bl dRIG: 21.10.2014

NOEC: 21 mg/l

o Tg & ford Fudh (TaUioR) g3 3 h
TRI&0T Bt b YT-IRa H T dlae
T 3 3. S e w209

Jarer:

CENICIRCLIESEI] :  LC50 (Oryzias latipes (\_rITCI'Fﬁ ﬁw»: > 100 mg/l
™ Tma & ford Judh (TaIUIeR) g3T: 48 h
fewoht: v SRR IR & Ser iR 3nerid

TIh I 3

CENIEARELIESKI : LC50 (Oncorhynchus mykiss (X781 €I3¢)): 1,020 mg/l

™ Tma & ford Tudh (TaITISR) g3 96 h
TAPBT: OECD URTeun f=m=aer 203

BICIVEIRACNIESEI) : EC50: 140 mg/l
o THg & o) Hudh (TaUIoR) §3MT: 16 h

TI®T: DIN 38 412 Part 8

fafew srat diFteTage:

CENICIRCLESKII . LC50 (Pimephales promelas (Fegs 7)) > 100 mg/l
fordm Tma & ford Tudh (TaRTISR) g3 96 h

SHATT Td 3 Je-Ifgd :  EC50 (Daphnia magna (dTcR Tl)): 1,535 mg/l

ERERELIESEI - Ima & ford WU (TaUIoR) g3 24 h

TS AW STgeTaTSS:

EENIEARELIESKI : LC50 (Oncorhynchus mykiss (X781 €13<€)): > 100 mg/l
fa gmy & ford WU (TaUIoRR) §31T: 96 h
THT: OECD Uterur fg=mfAdsr 203

SWiaT ud 3= Se-fed :  EC50 (Daphnia magna (aTex &iT)): > 100 mg/l

ERERELIESEI P gma & ford WU (TaUIoRR) §31: 48 h

RaTa/STad gl @) fawrgdar ¢ EC50 ( Skeletonema costatum (‘Glﬂ'sfr B’@Tﬂ)): > 10,000 mg/l
P gma & ford WU (TaUIoR) g3 72 h

EIEIWEIR:AELIESEI : EC50: > 1,000 mg/l
o wg & ford Tudh (TaRUieR) g3 3 h
T 3 3.4 St 2 dwr 209
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 26.09.2023

7.0 06.04.2024 24369-00023 Ugal IR SR B B dRIG: 21.10.2014
T 3R ST
3d9d:
Simvastatin:
G AU &t e ORomH: dtg Tifd I suefiforg g9 areht
T A RRT D ST AN 50 %(3.2 d)
Jarer:
s SrashHUIdT BT & © URUTY: YIHAT & 1Y UTdhide diid ¥ SashHauaR]
(STAfETSfaa) g1 arar
TSHIAD
s SrasHUIdT BT & © URUTY: YIHAT & 1Y UTdhide diid ¥ SabhauaR]

CRIESESIREREIS]

SIHATET: 97 %
P gug & ford Judh (TaTAeR) §ofT: 5 d
Tt ot 3.3 . 2w fAdwr 302

fafe® s diFteTage:

S SasHHUIT BT & : URUIE: T & 1Y Ui diids ° SHIhHUTBRI
QIRISESIERIEREIN]
Sy SaHHUET: 97 %
P amy & ford WU (TaUIoR) g3 28 d
TIHT: OECD URterur fg=mfd=r 3018

Furfaa wifde T

3dadq:

Simvastatin:

ERISRRIUCHCE] . log Pow: > 4.07

ST aTT)

TIhITS 3

fAUTST T[uTiep: (T : log Pow: -1.85

SieAa/aTT)

fafe® s diFterage:

fAUTST T[uTiep: (T : log Pow: -1.72

gAY
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 26.09.2023

7.0 06.04.2024 24369-00023 Ugal 9R ORI A B dRIG: 21.10.2014
fardt & niforferan
321 IUa ol
3= Ufapd gHTa
31 TS gt
13. fAger Hifgard
fAuem & 8P
/N I 511 7Y (Ter) . S I AT H Ad b |
YT faf ! sy has |
afa ofdh L T fSsE Bl A Bl A8 HRA arcl! BaTae! A g ar
T P ford & STl
3R 3=yt fafAfEy = foman o sioged ST & ®u &
Agem &3
14. UREg= T
iRty fafraw
UNRTDG
TRATS Il & =0 H fafafig gt
38 € &t T3 oft emR
W It & U # fafafig Tt
3Té TH & Sf-sle
WS It & U # fafafig Tt
IMO SUFBRVN & IR Uid H giiagd &
3mgfef foru T e e & forg oy et
IyuRTERdat & fore faRiy grawfaai
U]
15. fafrare @

gerdf a1 fiyyor & R JRen, Wy, iR yafavor & fafaufaem=
39 IUTeA & 3qud frmfafad saa< N ¥ gfua &

AICS o fRuffa 8
DSL o i 7Y
IECSC o fuffa 7Y

16. 3= AT
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 26.09.2023

7.0 06.04.2024 24369-00023 Ugal 9R ORI A B dRIG: 21.10.2014
e 1 Ay L 06.04.2024
Sifafved SIFaRY
3l Tfic & Jowad & ford . @ HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel
TIRT fohd 4 gt Iéd et aRom aut TRIRE IR ol

http://echa.europa.eu/

%E;T&ns??é?ﬁﬁawwﬁu&qéd fpu 7T g 3% TGS & - YR H & WSl Tl gRT Wy
T8

feie UReY e ad

3 AHURE & quf Aty

ACGIH : guHU| ACGIH HHRET T4 (TLV)
ACGIH / TWA ;. g-de, guy- 9o i gd

AIIC - STIENfiTes JEraH] 1 Sfieeferars el ANTT - SR 1 st oy uRae Tofdl; ASTM -
AR arreh gfieror TS bw - STS BT a9H; CMR - SRS, JesIAd I1 T fasar; DIN -
SHT AFSIH0 TRIM & i AF; DSL - ‘aiqua%fa?ﬁ(mm) ECx - x% Wfdfehar ¥ a1

-5 ORGANON

TohaT; ELx - x% Uidfohdr I TSt ST &; EmS - HTUTdhTe Uegd; ENCS - IﬁWBﬁTW
RS Terd (S9F); ErCx - x% s & Ufdfhd ¥ &1 e, ERG - SUddIa ufafshar
TES; GHS - mwwwﬁ@q GLP - 33! YGITRITE AT, IARC - iR TR 38U & farw

ToiHll; IATA - SRS arg aRaeT THIRIERH; 1BC - YRt AT # WaRAIs a1 ard

%ﬁﬂfmaﬁ?m%%ﬂ TG 1C50 - 31T 3ifpad FARIUTHD Tbg: ICAO -

RIS AR faAMA T34, IECSC - I & Hie[al I9® yerdf #1 3dedl; IMDG - e«ﬁm‘gﬁ

TS WRATS AT; IMO - SRS THeT W6; ISHL - SR R SR WA B (STUH);

ISO - AF®IHRl & Y SaRITI W13, KECI - HIRAT HISET TR 3dedl; LC50 - TR0 el
B 50% P Ulddh Hcbg; LD50 - UH&UT HEIEl BT 50% Hi Gldcs GRID (I °lddh ERID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiia §a; n.o.s. - 31 FAfEY 78T Neh - feredt
708, NO(A)EC - 3@did- 7 fohar mar (ufded) Tua ddba; NO(A)EL - 3fadis- = fear
(B ) THTE TR; NOELR - TR-3(TdIHH-07 THId e &X; NOM - TGRS AfRyes o,
NTP - TP fu-fas STiH; NZIoC - T8R! &t ol o $desl; OECD - SR e IR
9T W6+, OPPTS - T YRET SR UgHU B BT, PBT - TR, S1a-THATHI0T 3R
fawrea werd; piccs - Wsﬁ?ww%uazﬁﬁﬁo—cﬂmﬂs%ﬁ (Q)SAR - (HHTHE) T
Tfafaf Yey; REACH - RIUTT T4 3R GG USiahRul, edid, MASGR 3R ufasy uRkug &
ﬁﬁum(Eo):r 1907/2006; SADT - -1gdT 3f0ge dTga; SDS - Y&l 3eT ¥fie; TCSI - argaH

IS eI 3desl: TDG - WaRAIP HId bl URde: TECI - UISds TG Sdesl; TSCA -

fouraa gerd feun siftfrem (gaa s s@Ra®); UN - wga%wrg UNRTDG - BTH®R® 9HH &

UREET R YK Y BT RABINRY; vPvB - Tgd R IR Tgd a-THABRUT ARF; WHMIS - PT-
Y @RS JrUt =T Yorret

U & ST 2T | SHD THIRM BT dRG I ¢ T THSRI gHR M, STHGRT 3R [y &
IR TG § | TSR B QRI&A &1 T JUTA, TIRT A, UichaT I3, Yo v, URagd o,

e B U1 Bisd & oI Fad ANiexH & ®u H feoma fovar mar g 9uT et yeR &t aret ar

TUTg &1 fAMSRT T8 T ST | SUds HRIA T STHSRT 39 SDS & XY IR ugart Tt had
fafry armeht 9 Weftrd & qur sps Tl &1 foselt oy Al & wae o a1 fonedt s ufsean &, 99

21/ 22



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Simvastatin Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 26.09.2023
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I UTed B 7 FATIT 7T 8, YA I3 WR Y -T81 81 Javll ¢ | Tt Teaarsif & a8 W, yated
¥ oifad e H SDS-URR Bt ST HT HTHAT B Aed s8d B, AN B, TfehaT I
AT GG B & 3 31y &1 & fafkry Tl & SR SiR Rt ot et o= anfey |

IN /HI
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