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Etonogestrel / Ethinyl Estradiol Formulation

LB TemeE ot fafd:
5.3 16.10.2020

Y310y, |
16786-00017

1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ Etonogestrel / Ethinyl Estradiol Formulation
frafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
NI IAG] 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

frafor, veRU 3R & SMITd WaRATS 9T fraaTaeil, 1989

Fffepeor

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

1.3 99 -Fffevur
FIRIHAT

SH- fauTeddn

fAfara deg-siv Sfew fasmadarn
- TRIGA SREf0

rdopiiere (STuh) STellg @avT
oI 09T, A9 dd
NltCEEAREENES]

Tohd Tsq

B T ARe =

: faumm @
: faum @
;- faumr @ (BR, Rar)

R oY1

KA

H350 TR (HTR) YT B Jobal B

H360FD JIRTUA &1 BT Ugal Tl 2| SefTd R Y g1 uga
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

T g
H372 &4 BIel I1 GRTeT TRGIeR (SRR, Xel) 3T T et

EGEININ]
H410 STei<R Siiad TR ars Rl JHTd 3R 1Y g) i fader|

wefaardtgdfau™ sam R

P203 IUTNT B § Ugd gt JRe = &1 urd &3, g 8k
RECARVNEECRY

P260 Y/ YT/ T/ TR/ HTG/AY BT TG GRT TG0 A1 Y|

P264 TATA & d1G @dl DI 3! aRg 4|

P270 3 I1GA D! YA HRd TG W, UIHT AT YHUuH Td B |
P273 TR0 § BT ¥ URER & |

P280 I&TEH T/ I 3R 37 T/ &0 U |

3TN

P318 3R TR g1 a7 a1 g1, ferad=iig 9are 2|

P391 FADIG TH AT B |

HSRUT:

P405 HSR ard HI

forameor:

;gm f&sd 1 FUeRT Wigd d SRUvid dREH &
|

3= BTl foresT ufoma W=y aeffewor gt giani

e b A1y b B W 3@ A T oo 8 Fapell 5|
4 & IIY T g1 TR 3T A i sfa iR a1 B gt gl gl ol
TR, TUTE T =T 1Y & SR [aWhied Yd-arg 0T a1 Jehd & |

3. 3AGYAl BT GUCA/SITHBRI

garf/fson : frsyor
3auq
g WU () - TR | ST (FIAH) (%
wiw)

Etonogestrel 54048-10-1 >=0.3-<1
Ethinyl Estradiol 57-63-6 >=0.1-<0.25

4. wyfire fifrear & Iura
YA IATg . IR gHeAT 81 I1 d&id 3l A @ dl AfSHd W T Targ B

Td |01 TG T3 1 Xl i gx FRufa I Fforcita warg o
AR WY gRT U8Vl &1 WY ;i I gRT U8 R foran Y, ol areht gelt g1 # o S|
oty ggan o
SR @1 ¥ HUdh Bl oY L W e WR, XA 91 Bl TG 3R AR U I I HR |
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3R 3 A U g AW
3R FTe foram sy

T Tgayul dE0r AR
U, Tl g SR &

Ty fRafec & T

fIferc® o ford @

¥ 93 U9 o IAR G|

fafrcdta TgarT o
YN ¥ Ugd X e

AN § Ugd 9 S & 3wt aRE

: gfe il & Il S Y Ul T 3t oaRE o

i S I 8 3R O’ IR, ot Fafdrcdia weam ||

: gfe fTa oY, 98 Oikd #d &1

fafe it Jgam o |
U & 91y 4 3! avg Hedll HRd |

L ARR () Ul IR Tl g

gﬁﬂwﬁmﬁuﬁmw%mﬁ*{[ﬁsﬁuﬁmw
|
ﬂﬁmqgv@amwéﬁws?ﬁﬁ(ahm)ﬁw

?ggmﬁwwmﬁﬁw@?wﬁw
|
Yd & 1Y b g W AT A At Sa- g b g |

D UTYTh foifdrcdt R aTell o ST YREM TR & &1 Mgy, T

SRIA Pt YU 9 TR YT T i YRETHAD SYHRU]
BT IYGIT BT A1RT (TS 8 37 )|

. e iR TN ¥ SUER B

5. 3RRME U

Jugad A= difega

SRIT (31TT) g1 o ATHq
TR & SR ARy TR

GAHP G- TGl
3{TT) oI & ARy a-ieh

T I |

Tdpeid-afaRid FmT

B SRAHIAZS

P/
; %TWWMW%%EWWQW%

. 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 SAE 3N & OH WR, W94-Ma3d 41 Sua0r ugH |
JYHR| STt Y&TE® JUBRT TN He |
6. ATHIRIPH NeAld SUT
Jufdaeds qEy, WeTdAS  © Aol eTeTd IS0 YA HY |
JYHRUT TUT STATIDRTA RiEa Fefeit sl (WS 7 37 ) 3R afdaTa qRem Suaui
gfeharg & gATdl (TS 8 ¢W ) BT fUTeH B |
YgiaRui FraT=ar . IR0 H B ¥ URER B3|
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LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

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

Tl g
gifed Yafur Sar, S &) Saadie ST 3R it a1
3oy TATaRTT |
R / $o dfeawH . R Ui dfedRM sruasy g, df R e dfees &
1Y SUART H1 |
RI& gTUe & forg . @9 A B R AR T
gt Yd, YU, T, JUR, HIY, T &1 99 q a1 J |
[BUREG]
i@l & Ty Td I uRER &
AT & 916 @dl I 3BT a8 T
St ST el SR YR&T U1sf & SFIHR T, St
PRIV TRTAIGR THA W TR &
f&o I Y IR I XD X4 |
Yd P IATG 3R Hd HH J HHAH <
S IR H 1 8, TSes o 3|
q1Y Td Uoda & did 9 gR 79|
Rfae FRur & ufded garrg e oA |
Y IATG DI YA DI G GHT, YT I1 HUT Hd DY |
TAD, TaIG 811 J b D! Ay [, iR iR A HA I
FHH T ¢
R YeRU & URfUfcr 3BT dRe ¥ dad bt gu fosal & 39|
HSR dral |
DY B TG HID |
faR Ita fafodl & SraR HeRU &1
1 vardf § o ;. Ffifad TR & tisae & Iy 7 39
GIERICRIERYIBRUT R
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd:
5.3 16.10.2020

3ifdH IR SR} HA B dRIG: 23.03.2020
U IR SIRT &’ &I dRIG: 29.09.2014

Y310y, |
16786-00017

8. Sifay ferdmror / feit gRam

R G701 & "D & 1Y 3a9q

S ERE

WU T (b9) | Hed UPR Rz Urere / MUR
- TR (3IR&IUT BT PRNENICK
THR) HICH

Etonogestrel

54048101 | TWA 0.05 ug/m3 (OEB | aidk®
5)

Tig &1 AT | 0.5 ug/100 cm? IGIECa

Ethinyl Estradiol

57-63-6 TWA 0.01 ug/m3 (OEB | 3fidRe
5)

i @1 IET | 0.1 pg/100 cm? KIKIECa

gohferafi =T

foroht s &t I
o daeft gamg

RUIREPIEEIR]

garf

3T Jaeft g9

<91 T4 IRR Gt g=rd

D IId (SIS, T S/ 3gEded) T fa=r v 3R H-

A H A & N1 1 Ap & o sig MR ey ar

JAHUH UNIfBTT BT SXHTd B

gt SofifFafie fRaaon &) uReR feems grT srifad gia

IRV 3R Iaaral, BT, 3R vafarur & & & folw gMP &

Rygidl & SR Farferd faar S @nfgul

Tt Tgelt ST Y SrgHf TET B

T @RE T dg ufparai 3R Tl uRag e &) wReRd g

e & fore I sy Uenfie! & 3T B oievd &

Tﬁ-wﬁﬁrﬁﬁwﬂawﬁﬁ%%q%ammw
|

L Ry R R deaR Sudsy 78l § 1 ToueR

AT SRIRIT FRT-FIE % TeR TouoR YaRid HedT 2,
Al 4T YR&T BT SUINT B |

. Feu UeR

D A g H

L 39 ST W AR &
D TEE =TS AT TR o T gR&M IRl UgH |

3R HTH & AIGId a1 afafy & oa o1 fufeal, o a1 wRe
e g, df 3fad e ugH |

IR Yd, Y, T TR & A1 Y Yudhs &1 GHIaT g1, ol
Toefics a1 IR AT BT 3T TRE UgH |

. odf a1y Sl § S B

ISR 91 &1 Jdg! ¥ ga1d & o1 o1 o1 & Hrf & YR WR
feaiad o) |

utfad gfid wus Faraq & fore Sfra SHifeiT aob-ia! &1
FEIATA BN |
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

W=l gadl Sur D 3R WA IWNT & SR IHIAH & U H 3 B JHIS g,
@ BT B b WM & BT 31 O Pt yorferr iR Jreq
QR U B |
TERT & SR, BT, UIHT a1 ¢ 7d H1 |
Td HUS! B G & 916 B [ I SaaTd |
gfaen & gHIdt Tera o Seifafar fFdzo ot e, 3fua
HfGATd YR&T IUHRYN, Iferd SiMfei ok ulk=nes ufrarsi,
N Tz AR, fafdee AR ok arime

[BREL IR SEINRIBCRSE G

9. Wifo®w Td Tamaf® Tur

femrae L3N

& SRS T

Ty D OgTREH

e Bt Tgirel . 32T U T

LIRS S uIE |

Uge/dS &1 dagaH D Uy el

RIS S9eH HTfag/Iqa © TRIST et

@t

Wi faig D UEg e

refieRor Bt R © Uy el

SIeRITdT (319, 9 ) ; géﬁwm&mwaq%aﬁmmsmmﬁww

|

SRt (qRd Uard) D ST U !

3 fawpie 9T/ IR |

AR T (30

BHodfaferc! formie)
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SAARITEdT ST (TSR

BHodfaferc! formie)
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014
Ydd 1 g/cm3
N
gt A fydar Y - [
fayTe Turies: (T . UaSg el
g AIe/ar)
3 &1 aruHH D o IuAsy g
3YCH &1 dIHT D STl Uy ol
igar (i
faem iRt . YA TRl
faepliesd URayE ;. fawples w81
STRIHRUT & TORTHTT : g uerd a1 iyl &t sfafteRe aiffed T8t fvar mar g
ATUIfIH YR D Sl IuAs ol
0 BT I D 3T IuAs et
10. FRy=ar aut ufaferaar
UfIeR : fftfsprarsiierar & WOk & U H T e |
T fRRar D I wfRufe A RR B
uRewery ufafsanei : ﬁ%ﬁwm&mwaq%aﬁmﬁwﬁwqﬂ-aﬂgﬁrww
|
A9 TRNPRS Toiel & 1Y UfAfshar B Tobdl ¢ |
g yifyfeal 9 o< : U, SaTel Ud Rt
4 B! g1 J A |
ST ATt iRty Teley
3ye Uerdf I Sifw . Pls TR 1A (FoRSY) 3uge yerd J1d et
11. fawrdsn=ra g
TG 3REUT (THIUISR)  aR 1 gRT UG BT
ESIBEAR @ Y U
AL
i@ ¥ Yudh
GIERGLIESG
JUAS] SHHRI W aFffpd gl
3494
Etonogestrel:
SIEREIECERCRIEREI] ©  LD50 (JgT (XT)): > 2,000 mg/kg
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LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

LD50 (N (AI3)): > 2,000 mg/kg

Ethinyl Estradiol:
it e fasTadar . LD50 (IET (RT)): 1,200 mg/kg

LD50 (AN (HT3W)): 1,737 mglkg
g 4o fauTadar : fewft: Se1 Iuasy T8t
dig g fauTadar : fewft: Se1 Suasy Tst

a1 & fore erer e
JUA STHBRT W aHigpd Tg1|

i CR R

Etonogestrel:
RG] LS (HI3N)
gfomg : I H od ot

PG o e o
oy T H oad ot

Ethinyl Estradiol:
fewoft Sl Iuas gl

™R A7 gfakdeq
JUAS THGRI W T Ngd Tal|
3{dYUdq:

Ethinyl Estradiol:
fewoft Sl Iuas gl

oI g1 THST GATGTHIOT

T B GIATRIAl

JUAS THGR W A Ngpd Tal|
YTH-UYT B FITRTar
JUA] SHHRI W aFffpd gl
AdYUd:

Ethinyl Estradiol:
fewuft : Sl IS el
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

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

5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014
SaTV] S ReTeHiadt
IUAs SFRI TR aifferd 78]
3[qqd:
Etonogestrel:
fSFIciaRct 3 fagt L Tterr & fre: faudia Safkad wa
TR1&0T UITet: Salmonella typhimurium
RuMy: BUMES

wierr &t fbw: g7 fact T '
TY&I0T JUTTelt: ATl SReR SHUSTI HIRIehTE
giumH: HundHS

fSIeIneRid 3 faar L WK1 B fhe: SH-dial A ey e
EIGI;I'\%: Oy (AT39)
TATH R b I
TR TS

STtaTu] Id TeToRIeT - L &Y DT Foi INTTY] HIRIHT IARATT &b &G H THIHR0T B
fidma T e HRAT B

Ethinyl Estradiol:

IEBIEERIREESIE] Tl ot few: dadifear et fausta ufvads @t §ifa (AMES)
URI&0T YUITelt: Salmonella typhimurium
GRUMH: SBUMHD

TR o1 frey: Saifar Teeft faudia ufvad= & Sifg (AMES)
TRI&IUT UUTTGl: Escherichia coli
IR IREED

U&ruT o fobe: el TaRYH ¢ 34 fagl
ORI gurTetl: T1a ferprgey
gikoms: Ffd

IERICCRIISEESIEE] : O1efu Bt fobe: UG fauy
TSI gu (H139)
PIRABT UHR: Y Al
AR & IR MfaH
qfkuma: drdfde

G801 D1 fbe: HISsh gy ¢

TSI gu (H139)
UHR: R Tl

TP & IK: HifkdD

TR HUTEHS

STHaTU] e TEToIHRIeT - . 18T T gol- INTTY] HITRIHT IARATH & &9 H TI(HR0T o
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IR T - Tha

Ethinyl Estradiol:

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SR} HRA BT ARRG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014
3 JadT TS PRaT gl
FIRSTHAI
IRR (FIR) U1 R Tl g
AdYUd:
Etonogestrel:
LRI . LRl (@)
URAIP T & I L e
forar arafy C2y
: 0.5 BT/ IMIR® HR
gfkomg L BUTHD
BT eI (T)
TEHH Y & I G| Gl
forar arafy C2y
: 0.02 BT/ IRING YR
gfkomg L BUTHD

qoi- BT Agd Toi- [quTaaar & Tt aridmRor o1 9a gt

Pl

PRI : %(:d),‘iﬂclviﬂﬁﬁ?m
TEhIH & I :

fram g7 & ford gudh D 29|

(TTUISR) g

gfkomy L BUTHD

SIS L Sy, AreT ()
TRAIHT & I . WfEe

fram g7 & ford gudh 10 91d

(TTUISR) gaiT

gfkomy L BUTHD

HORSH T - BT . Y4 SHeHASIGd TR ¥ GHRIAD J9d
3 fauTear

IR DI BT UGl bl 71 Aol R & g1 ugar v |
HdUd:

Etonogestrel:

3(ARdT & UHG © e B fohe: IaRar

golTer: TET (<), AreT (i)
TEH A & I A
Jdar: LOAEL: 0.012 famm/fem Imies 4R
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

IRUMH: US4 &HdT IR UHTd|

TR B fhed: Izl

Tl TR, AraT (T ad)
TP P IK: HiRkgD

GR1%: 0.05 Toreim wfd fbaum
TROMH: Ui &Hdl IR UHTd |

T R & e uuEl :© yofa: 981 }<), AreT (haa)
Uhd IUAR &1 3dfY: 14 d
HIYROT fANTeRTd HIgeh: NOAEL: 1.8 /o -RIRS HR
gfRomy: et gHTd ol

ST faNTeRTaT - Sficher . A4 gUEIHaSed s1eqae § Jagd bR SR TS &
R Ufdhd THTd GhRIASD Fed

Ethinyl Estradiol:

3(ARdT & UHG © Yolfd: gHTeR
IdRAT: LOAEL: 6.3 firm/fem i uR
TROMH: Ui &Hdl IR UHTd |

TRRR & e mudEl © wem & fow: IR- Wl gom- fawTeddr s
golTar: <81 (<)
TP P IK): HifkGD
famraTe® fauTaddr: LOAEL: > 0.006 fim/fe IRiRe R
o fafy foemrds sam=Ian|

e Bt fobe: g it ICLIESGIRIEE
golTfar: <81 (), qf%—m

TP P IK): HifkdD

fomraTed® fauTadar: LOAEL: 0.005 f&rT/fa IRiN® 4R
o fafy foemrds sam=Ian|

ST faTeRTel! - Sficper D ORI WR bl T TR & SMYR WR el teb R SR TS
&A1 TR Ufdge UHTd ST WY Iad e g1, U W fad
TR & SHTYR IR fIH R Ufagd THId &1 Wy 9ed B gl

STOT - U&hd Sy

JUA] SHHRI W aFffpd gl

STOT - gigvrT Sy

2 Pl a1 TRIg< TadioR (PR, Tad) S & JoT ugdardr ]
3dYq:

Ethinyl Estradiol:
& 3{qgd . TR, e
e L 2o T ORI SREUT B IR ST (MR Bl IH
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

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

&y 3{dud

Ethinyl Estradiol:

5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

REEININ

U GRTS fauraarn

3dd:

Etonogestrel:

B L gl (@)

LOAEL . 0.5 mg/kg

TG & I fes

P g & o) Ius 1y

(TRTUISR) g3 _

e 3[9Tg © OO 30T, TSI WuTe

EIIG] s il

LOAEL : 0.625 mg/kg

TR & I e

o g & o)) Ius 26 Weeks

(TRTAISR) g3

L OO 30T, TSI WuTe

g L 981 (e)
NOAEL . 0.25 mg/kg
LOAEL 0.5 mg/kg
UGB & I

o THg & ford Tues 2 Weeks
(TRTTISR) g3f

&g 3fqad . TR

EIIG] G| B]
LOAEL : 0.015 mg/kg
THIHTH & I nfes

o THg & ford Tues 20 Weeks
(THIUISR) g3l

&g 3Hfagq : R

EEIG] gl
NOAEL : 0.04 mg/kg
LOAEL 0.2 mg/kg
TEHIH & I

fpam g & ford Tuss 95 d
(TRTTIGR) g3l

&g 3agd I&

I : @l (<), gfed iR wiar
NOAEL : 0.0015 mg/kg
LOAEL 0.005 mg/kg
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

fpam g & ford Tuds . 2y
(THIUTGR) gl
e 3fgud L oA 3T, T UMY, SR, iR (i et afa)

AT T
JUAS THGR W T ipd Tal|

U S| & 91y 3gya
S[ayd:

Etonogestrel:

I GRT T80T HRAT ;IR RReE, oy, IR Jadht g&, Adoll, a1 JaH Teael,
AR 4 TR UHTE, T Y, T HIHd], B # heed,
TN TS GHTd, T 3T

Ethinyl Estradiol:

IBUGESEI] L TR IR Yaeh o, Aol Iet, o, RRed, gaaw,, fiomer &
TRacd, e, fiaaR yerd § gedra, ofd W=, STdl &l 98T,
TS RedT, ARTS ¥d 1R TyTE

12. uTifRufaaTa E=n

urfefRufae faumamar

3dYd:

Etonogestrel:

EENIEARELIESEI] . LC50 (Oncorhynchus mykiss (X781 €13¢)): 4.0 mg/|
o Tg & ford Hudh (TauIoR) §3MT: 96 h
WIBT: FDA 4.11

LC50 (Lepomls macrochlrus &jﬁﬁ‘v‘ﬂﬁ?‘ﬂ) > 1.3 mgl/l
- ama & ford WU (TaUIoRR) g3 96 h

DT OECD TR fa=mfc=T 203

fewoft: facrdr @t W wR B fuadar T&t

SHATT Td o Ae-Xfed :  EC50 (Daphnia magna (d1cR Tl)): > 3.9 mg/l
ERERCLIESG o Tg & ford Hudh (TauIoR) g3l 48 h
WidT: FDA 4.08
feooht: facrar &t W W SIS e Tt
SitaTupsf & fasTerdar : NOEC: 70.8 mg/l

o Tg & ford Fudh (TaUioR) g3 3 h
TRI&0T Dt b YTH-IRa H T dlde
T o S 2 e kw209

EC50: > 1,000 mgl/l
foram T & ford Yudh (TRUISR) g3 3 h
TRI&0T Dt b YTH-IRa H Tdlde
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

TH-Thaey (RRPIdd Taar

Ethinyl Estradiol:
EENICARERICSKI

aTa/ST W Y fauTeaar

EICIYEI RACNIESI)

Tl Bl fawradar (RReiferes

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014
T 3 3.4 St 2 fadwr 209
T3t @ fauredar (RR&1feiee @ NOEC: 0.059 mg/|
[CLIESED) o W & ford Hudh (TaioR) gofl: 32 d
SIS Pimephales promelas (ﬁv_c'%'g ﬁ-ﬁff)
T 3 3.4 S ¢ gz 210
NOEC: 0.0000027 mg/I
™ Tma & ford Judh (TaRTISR) g3 183 d
TSI Oryzias latipes (\_rlTQ'Fﬁ ﬁ@ﬁ)
TRIHT: OECD URTefur fg=mAgsr 229
ST U 3= dexfed : NOEC: 1.2 mg/l
ERERENESCINELCAING P Ima & ford Wue (TaUIoR) g3 21 d
[ELIESED) Ui Daphnia magna (9TeR Uil

10,000

LC50 (Lepomis macrochirus (@jﬁﬂ WQT)): 1.6 mg/l

| o Tg & o udh (TaUIoR) §3MT: 96 h

TPBT: OECD Utefur f=m=aer 203

EC50 ( Pseudokirchneriella subcapitata (8 R1aTa (Teuit)): >

6.7 mgl/l

o wg & ford udh (TauioR) g3 72 h
Tt 3t 3. 2w A= 201

NOEC ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)):
6.7 mgl/l

fa Iuy & ford WU (TaUIoR) g3 72 h

T ot 3.3 €. 2w A= 201

EC50: > 1,000 mg/l

: o Tg & ford Hudh (TaUioR) g3 3 h

TRI&0T Dt b YTH-IRa H T dlde
T o S S e ke 209

NOEC: 24.9 mgl/l

o Tg & ford Fudh (TaUioR) g3 3 h
TRI&U1 & fHH: YT-TRa A T hlac
TepT: 33 4 St e A 209

NOEC: 0.01 pg/I

o Tg & ford Hudh (TauieR) g3iT: 35 d
T Pimephales promelas (ﬁv?%‘s’ ﬁﬁﬁ)
Ter: 31 3.0 & e fd= 210
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Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

BT TNy ot fafd: U349 ek S IR SR FRA B dRRG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014
NOEC: 0.00031 pg/l

o Tma & ford Judh (TaRTISR) g3l 339 d
Ik @ETEF;TQI
ST U 3= de-xfed NOEC: 0.75 mg/l
SRR faradar (Rreifere o g & ford Yudh (TauioR) gafl: 21 d
[ELIESED) TSI Daphnia magna (9Tex Uil

TH-Thaey (RRPIdd SR

TG 3R g Hfordr

i CR R

Etonogestrel:

U A RRar

Tyifaa Sfae J=9ua
3dadq:

Etonogestrel:

Sifae T=g

faUTS Turiep: (T
g AIe/ar)

Ethinyl Estradiol:
Sfas g

faure 1uries: (T
g Ie/ar)

fordt & ifertera
3dYq:

Etonogestrel:

giaRur Fefl A faaRor

T 3N 3. S e kw211

100,000

STeid fasIson: < 10 %(5 d)
WIBT: FDA 3.09

ICIITH Lepomls macrochirus (ﬁﬁﬁ BEIE)
TRATHIICR Thaex (SRITTw): 128
iepT: OECD Tdiefur fe=mfAd=r 305

log Pow: 3.5

SIS Lepomls macrochirus (G_q[ﬁlﬂ W@n‘fﬂ)
TRAHIICRH Tdex (JRITTW): 264
TIBT: OECD TRIET feRIGRT 305

log Pow: 4.15

log Koc: 2.84
WIBT: FDA 3.08
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd:
5.3 16.10.2020

3ifdH IR SR} HA B dRIG: 23.03.2020
U IR SIRT &’ &I dRIG: 29.09.2014

Y310y, |
16786-00017

Ethinyl Estradiol:

yafaRur weft B faaror log Koc: 3.86

3= yfded yuE

321 I el

13. fAuer Hifgard

e & ™ie

/W I w1 7Y (Tere) R fafae oy B |

ity ofd WTch fEaa o1 a B gI8d HRA arell Batee! & JargareiT a1
PEEEANDE IS
SR 3T faffEy =18t fovam Tam: smgad Idie & U &
fAueH A

14. UR¥ag a1

ity faforaw

UNRTDG

UN dsR UN 3077

Araeq &1 g 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ethinylestradiol, (17a)-13-Ethyl-17-hydroxy-11-methylene-
18,19-dinorpregn-4-en-20-yn-3-one)

Tf 9

ofesT g9 i

dad 9

378 T & U-31 oft 3R

TH/3MT8 31 TR UN 3077
Wﬂ@‘[ a9 Environmentally hazardous substance, solid, n.o.s.

(Ethinylestradiol, (17a)-13-Ethyl-17-hydroxy-11-methylene-
18,19-dinorpregn-4-en-20-yn-3-one)

Tt 9

ofeTT U [

REN] Miscellaneous

fSearacl ! fgarmd (@R 956

EEEEE))

fEsaed! @1 feemd @t gars © 956

STETd) .

qgfaRul & ford WIS gf

(@SY)

3Mg T 3 Si-dis

UN dsR UN 3077

Hraeq &1 9g 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,

N.O.S.
(Ethinylestradiol, (17a)-13-Ethyl-17-hydroxy-11-methylene-
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Etonogestrel / Ethinyl Estradiol Formulation

-5 ORGANON

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

16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014
18,19-dinorpregn-4-en-20-yn-3-one)
Tif 9
e U Sl
gd 09
Ems Sfear . F-ASF
IS UGy . g
IMO JUHRUN & AR U1 | ufiagd &
3MYfd U T8 virsae 3 forg amy Tet
SUANTHal & fore faiw grawf~ai

TgT 3t e uRae arfferor daa Y= & vaieH! & fod §, 3iR U U § sFtdrss It &
0T IR 37T § o b 39 gRar s1et ¥iie & HieR 391 qui faan mat 1 uRag &t fafd, Toe
BRI, 3R &g a1 e & e & fafdedreli & 3ER uRkag arffe<or fire-fim 81 goa g1

15. fafrarae Jan

gerd a1 figyor & g Gren, Wy, 3R yatavor & fafrawfaus

39 IdTeH & 3fayd fAwfif@d sHa< v & gRa §:

AICS o fuffa =Y
DSL o fRuffea Y
IECSC C i 78
16. 3= AT
Sifafyad SH&RY
3T Y & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&-Id! Sel, Sel
TIRT fohdl T axarae qIéd Wit aRome T RIg I Tei,
http://echa.europa.eu/
feie uRey : fqoead
3= Sreftdie= & quf gt

AlIC - SN TaA! BT Siieferars e, ANTT - Sifora &1 I8 Y uikas Toidl; ASTM -
ARt It uteror FRIRIET; bw - STaT &I G9; CMR - HIRICH, Geol-d IT Ui+ favar; DIN -
THT AHS IR0 GRIM & T AF®; DSL - O Uard Gl (@1ST); ECx - x% Ufdfehdr I T
Tdhe; ELx - x% Ufafhar ¥ et AfeT &); EmS - TUTadbIa- Uegd; ENCS - Higal 3R =Y
NS gerd (STUH); ErCx - x% e &x Uidforar & &1 Hdhad; ERG - TATddmIe ufafdhar
MES; GHS - dfY® TR W W1d Red; GLP - 3wt TINTRIET UT; IARC - ¥R TR 3fHUM & forg
;‘g}_jﬁg}a@?ﬁ; IATA - SIRISIE a1y uRag THIRTEH; IBC - YR #ET # WoRTd IGH! ardl

[ % 0T SR IuHRU1 & o 3 HfedT; 1C50 - 31T 3ifeiedd FRIUTHS ddha; ICAO -
RIS AR fdAMA T3, IECSC - I H Higal I¥Re Uerdl & 3dedl; IMDG - SaRig
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Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HA B dRIG: 23.03.2020
5.3 16.10.2020 16786-00017 Ugell IR ORI H Bl dRIG: 29.09.2014

TS WORATS A; IMO - SRS W W16; ISHL - ST R SR WA B (SITUH);
ISO - AU & T RIS W13, KECI - ST HIS[ET T 3dedl; LC50 - T el
BT 50% PT °ldd Ydba; LD50 - GRIEUl TSI BT 50% DI °ldd QR (I gl GRIP);
MARPOL - STgTsi & TN 31 AU & oY SieRffia Tee; n.o.s. - 3t AR &t Neh - feredt
a8, NO(A)EC - 3adid 7 fdhar mar (ufdgd) wua ddba; NO(A)EL - 3fadie- = febar
(@B e) THTE TR; NOELR - TR-3{qdIHH-070 UHG e &X; NOM - TGRS ARy fom;
NTP - 1910 fau-fas S1fshH; NZIoC - 8T &t ol o $dedl; OECD - i wedl 3R
AT WE; OPPTS - IMMAM® JREM 3R UGN AHUM HHAfad; PBT - VIR, Ag-THAH0N 3R
fawrad uerd; PICCS - @A 3R IEHE terf @t fhedidia 3ded); (Q)SAR - ([ETED) W=
TfAfafey Teie; REACH - RIUR Tg 3R WA USiidhRul, i, WSR3k ufasy uRkueg &1
fafa@= (EC) 7. 1907/2006; SADT - W-ttadl 3{Udc diudH; SDS - YR&T el /iie; TCSI - dagd™
AT Uerd $4ekl; TDG - WRATd ATd &1 URag+; TSCA - fauraa uerd Faaor sififom (wgea
T 3R, UN - TG IY; UNRTDG - BIHGRS FHM & URasT R Ggad Y BI RABIRY;
VPVB - §gd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HT-RId WRATdH ATt a1 qorett

U & ST T | SUS THIRM BT dRG B ¢ T THSRT §AR I, STHHRT SR faym &
IR 8! § | TSR Bl RI&T ST JUIEH, TN I3, Uil A, T =, URag He,
e o1 9U1 s & ol Faq ArfexE & wu § fewmrm forar mar g aur faf ueR &t ared o
ToraRTT & fAfFGRT 8T AT ST | Judisy Bl T SHSRT 39 SDS & XY W ugar! Tt Haa
faRry wrmh © Tefid 8 aur SDS wrh 1 ot oy It & Tatem a1 ot o ufshan &, 5|
I UT3d H 7 FdT91 71 81, TRNT 1 WR 94 el 81 Taball ¢ | It viiaarsdi &1 arg 811 WR, waied
¥ ifam IaTe o SDS-TT & JUGHIdT HT 3Mbe B Td 88T B, YANT B, Ufshar d
TUT TTT TR & 30 3ty &1 3 ARy e & SHaR ok Rywii=i ot weften exn wnfgu |

IN / HI

18/18



