ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES ;ETH: BEES: RiEIZRETA: 2023/09/26
10.0 2024/04/06 16789-00025 #EYERL A 2014/09/29
1. E2RE USSR
EEHDBATE . Etonogestrel / Ethinyl Estradiol Formulation
HE{FOLSHLTH, EARUVERES
HisEDEtEaMm : Organon & Co.
eSS : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HEAZ Rk D EEH
FHLDOHIE o OJEEZY
2. EREEHOEH
{2 HD GHS 247
FEHAMN D R 1A
EhEEM DR 1A
BEZMERESE (REFEC © X491 (FFiE, miR)
=)
KEREEEME RE (12 D R
%)
GHS SRIILEFE
BRRXIED VR : % %|
EEMAEEEE © falg
fEREEHER : H350 EMNADEEN,
H360FD 4B~ DEEZED TN, MRE~NDEZEDHE T
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
10.0 2024/04,/06 16789-00025 EAER B 2014/09/29
N,
H372 REAICh =5, RIIRERZEIC L SlESS (FiE MR
a) ﬁ%o

HA10 REAMRTHIEZEIC K > TKEEMIZERITE VS,

FEEE : .
RERE:
P201 EFARTICEIRRBAZEZAF TS L,
P202 £ THREFTEFHFAHEBIZFETMYHEbENI &,
P260 3 CAE HA/ A/ ER/ ATL—FRALL
o &,
P264 Rk WMEITEEE K <KD 2 &,
P20 COEL R ZFERAT AL TIT, SREXIFEELZ LGN
to

P273 IRIE~ADRHZERTBH &,

P280 {REF R MREKR RERE FEAEZEAT I L,

CaEE:

P308 + P33 XK BRIFIELK BDBEEHLHDI5E  EEIDZE
SEFEETERITSH

P31 R ZEEIURT H 2 &,

RrE:

P405 s L TIRET S &,

B

P501 B, BREARIDINE-NEHRICEET L&,

GHS SMEISB Y L L ME DR lg A it

BELBBRRVEEENGE © BULANRICIASE. MRMWEHENEESCEnH 5,

EEEOBE BLALDEMIZEY . REOWEOLRIME - X8 EAS =
DA D B,
MI. AL RULSH LR EDENADREDMI, BEED
BLAZERRT 2EEnDHYET,

3. MERUHSHE#

LEME - BEEYMDORX A . BAY

%)

[d=2E CAS &5 S8=E % w/w BEHRATRERE
B

Etonogestrel 54048-10-1 >=0.3-<1

Ethinyl Estradiol 57-63-6 >=0.1-<0.25

4. HREE
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/09/26
10.0 2024/04/06 16789-00025 #MEERLA: 2014/09/29

—fREIT FNA R

®AL-BE

REIZFELI=GE

RBICA-=5&

RARXATEBE

BMERRVEREERDR

HEELTRHIRER

WREEZY 2EDRE

EEICH T DFFRTETERE ¢

EHOBEN., AT ChENWEEEELICEEDLSE*
25,

ERNARSICIHEE., TEEEENHII5E1F. EEFDIETE
Zt5,

WULVAATZIGE. iR EROEA~BEHT S,
EBRNEZXZ(T 5,

EMLI-IGE,. BEBICREERITALZEDKTEVERT,
BRLEKRE L UHER <,

ERELEEZ(T5,

BERAORICKREEXS.

HEBERT DRICERITES.

BIZA2=8BE1CIE. KTKLFTT L,

FEMNHY BT 2EAICXERELETEEREZIT5,
ARAATZIEE . BECHAELL,

ERELEEZ(T5,

AKTOELLTTL,

EHLADEZEN,
EERENDBEEDE T, BR~NDEZEDE T,
RHIchz5. RIIREIFLKBIZK DEFRDOEE,
MLALDEMIZKY ., REOYEBMLERIEEIXEZENS
ZHTEEMLH D,
MLCANRIZAS E. BBHMERIENEZEZLLH D,
HOMAEEIBELNDREITTIEZILL., HESIATLSR
EREFERTHE, BEOWHRNENHZHEIE. BB 8D
WYL EANREEESEOC- L (JEE 8 23MH) .
IEBEEBLIUNEREERZTH L,

5 KKEFDHEE

B 75 K F

810 TIEAR B 7R LVE K]
BHEORKRAEEM

HERERIEY
BHDHEKAE

HRZEITSEDRE

KIEE

it 7 JLa—)LiEHE kel

ZEibixzx (C02)

3K H A F

MR L,
RIREBRYM~DBREBIBEICEEZRIZTIEELNH D,

RFREIEY

RISORN & BDIREICIE C THUGERFERZRS,
RAHDBRZE AT H=DITKEEET S
TETHNIERBEI VT TFERKEEL ST,
KMo RESEDH &,

KKBFIZIE, BIeXMFRBEERT 5.
REEZHERAT 5.

6. RMUFFDIEE
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f é 7-‘_ 9 :/_ F Apllhlic
Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
10.0 2024/04,/06 16789-00025 EAER B 2014/09/29

AKIZHT BFEEIE, RE @ REEXHERT 5.

BERUVRIFHEE

REBEICHT HEEFE

HLADORVRHEDHFERD

2

REBRYFZLDT FNAAR (RE T 23R) . BARE
BEfREEHEICENL (HE 8 ZSH)

RE~OBHEZEITSZ &,

REZHALTHD, BAPIENZLEDH S,
BERINEHRSFKEREL. LHT 5,

RENE LKERTELGMERIE, ABBRKISERT 5.

CEN-BDE, BELDINEBRBETRVERY., BEYLES
L. BET S,
MLADESHTADOREER TS (FTabhb, MLADEREL
REODEEERICKZER
MLANESFICTHALLBEETHRESIND LEREDEEY
MR THDT, REITHLAZERBIETIEESLL,
ARG EZHE., BEITDHECE. SHMAFEAERSLIVEDR
BlIc->THIBT S &, TORBICERSINHMEIZDOWN
THLRBETHD, EORUANBERSNEINEHERT ILEN
Hbd,

ASDSNDEE 13ELVI5I2HNT., MABABRKRELUVED
ERFIOREDHY .

1. BREVERUVRELOIE

: 67 A
BT »f 2R

BFTHER, 28RS

TERIRFEEE

HEINMNEHEL., BHEARMIBINLEBRZSISEII L
n"H5,

B EN, B, FLETEESEK G EDOET L FH
HBEZET D,

TREBRENTELRWNEEX. BIIREEZFRAL T
Ly,

REBOKRIZA AL,

MLA. B, AR, SR+, BERHLLERTL—FR]AL
g RSP

RAAE LY,

REDEfZEEIT S,

kW RIIREZLCHES 2 &,
BiISBERAEORRICE DT, EXEMHOBLELSLUZE2ED
ETHREICHOERYIES &

BREFHLTELCIE,
MLADEREEEZBOEITS,
FRLENVMEEICEIBRZHDTE L,
BOENEMNSESITS,
HESHEICH L TPFHUEFEELED L,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
10.0 2024/04,/06 16789-00025 EAER B 2014/09/29

COERFFRTHIEZIZ, MEBXITEEEX LBV &,
FNOEREMEHLEL., BE~AOKEER/NMRIZCTELS5FE

9%
Fe fih [B] ¢ D ERIEH|
HAEXER D BEOFEAPICEENE~DEICEDOTRENH HIBEL.

EEGFDELIZTA ISV VI VRTLELIUREY Y
J—%#HZBELTLEEL,
FERABIHRERVEEEZZILLT S,
FBREINERKRITBERT SHINKET S &,

27U TADHBHLGARL—2avICd, To2=F7O
vho—), @UGEANESRE. BULKRLES LUVF
ZBREFIE. EXFAESR. EXERLEERFOFERADL
Ea—%8CRELAHYET,

RE

REWRESH L BEYESRILODVERBRIZANTE L,
BELTRET S &
BELoNMYEDHS,
BEDREICH>TRET .

iy Ll k=] D ROBBIEFEE NS> L LITHEE LA
]

REWRBAEMH D BEITOHME: MRAL,

8. [F<EILRUREIEE

ERRBICETIRIBRERR/HFRRE

D% CAS &= BiE (RER |EERE/EER | HA
fE) E | EREE
Etonogestrel 54048-10-1 TWA 0.05 pg/m3 (OEB RER
5)
HERYHIBR | 0.5 pg/100 cm’ A
Ethinyl Estradiol 57-63-6 TWA 0.01 ug/m3 (OEB | MIE
5)
HEEY IR [ 0.1 pg/100 cm? RER

BRI xR CORARICEEL (B, JO0—TJFR. BR) . XS~ ~DE
BEYORNEHLT BHICE, 70—XTOEX VR T LMD
HEMEERALEY

i, REEFSVREZRET LD, 210027
JEBIIRBHRITICKYERES, WP BIIZRHVERES L
SBENRHYET,
FA—=ToNDRYOFTEHFRAEINTWVERTA, .
RENLBHATOERABLURMOER R TLAARELR
UxEd,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/09/26
10.0 2024/04/06 16789-00025 #MEERLA: 2014/09/29

ARL—2 3 VIZRERBISESYDORNOEFERME L
EEYGHHERTOERELEELET,

RER

FEIRFARER B BERBEKREENFRATEAWNGE., FIXIE< EFTM
THRAA FSA4 o0ERANDIEL BATREIN-HEIX, FF
WMREREZFERALEL LS,

TJA4NE—84T WMEFRAZA T
FOREER
e EREFR
wE FREZECTERTHAEERFALELL S,

IRDRER Y4 Fo—IL RFERERFEDL LLIEZT—IILEEFRT 5,
FEREL L IIHEERICEOZVMRE, S X+, T 70Y
IWIEENRET BG5S, BYIHI—JILEERT 5,
LA, SR, BLLLIFI7OVILIZCENEESSEINS
AREMENHDBEIF. FJ2—AV—ILEE LLIZZFDEFELID
L7z —RBOTOTFIavEFBRLELLS,

RERUVEADRER A=T74—LHLLEERERAI—FEFERALEFLL S,

MEREABHLAEWVWESIZ, EESNDIFZIRVICEIE, (K
FBESH— A2 rHEEBMLULTHERALELELS B, RY—T
Lyy, T7AY, RFR, FIMETR—YRLE) ,

FBRINT-AREMD HIKRER CIEEILEY L AETIT-

TLEED,
9. MEHRMEENEE
LSRN © B
& oBe
CAR : ER
SLOLEVEDIE D TFT—ahL
Al R R DOEEZH

BRARXTNBERARCHEER © EZS

AIATE (BlfR. =KD MI. NYRYTHLLEZDEIDUEDMIC, 1B

DHLAZZHRT H2EENLHY ET,
AR GRIK) o T—8%L

BETRARVERLRF AIARS
BREEDLER /AR ER @ JEEXS
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

&S ETA: BERE BTEIZKETH: 2023/09/26
10.0 2024/04/06 16789-00025 #EYERL A 2014/09/29
&
IRHEGEFDO TR/ AIRTERE @ JEZY
&
Bl XA JEZY
DERRE T—A21L
pH JEZY
RERE JESZ Y
BARNERE T—AML
FhE
EALE (BREIER) JEEZ Y
BRE
KiEH A
n-#A49 4%/ —IL/ KHERIFEHK JES% Y
(log &)
REE JEZY
BERUV/XIFHEAZE
kE F—RHL
FE 1 g/cm’
B HRZE JEEZ Y
IR R JEEHM
[ E1kd ABDFEREEMEE LTEDESIALEL,
NFE F—RLL
B4
FFHA4 X T—REL
10. REMRURIGHE
Rt RIGHERE LTEIEEI AL,

7121



ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES ;ETH: BEES: BiIEETA; 2023/09/26
10.0 2024/04/06 16789-00025 AEERL B : 2014/09/29

=20kl D OEEOKRETIERE,

fERAEERICATHEE DOMI. N RYUTELLIEFEDIEAIDOMNEDREIZ, 1BHEM

DMLAZBEHHT HEENLHYET,
BUOBERIERIST &N H 5.

BITHERNEEH DB %L KTES
BLADREZEITS,
BEIRYE D ERER
BRAT LD REERY D RBREELGSBERMITEMON TV,
11. BEHEFR
AREMDH L REZROER © WA
R &
£
RBICA-EB&
2SS
FATEERIERICE DR YDETERL,
%
Etonogestrel:
2nET @O © LD50 (T F):> 2,000 mg/kg

LD50 (¥~ R): > 2,000 mg/kg

Ethiny| Estradiol:
SMsEt #o) : LD50 (T k): 1,200 mg/kg

LD50 (w2 R): 1,737 mg/kg

2MnEE (]RA) D EE T4 L
SMET BR) D BE T4 L
EREEE/REE
FATRELIERICEDCKRYDETERL,
B4
Etonogestrel:
"E © YHR
tER C RIERIEGZL
z2 . ELEVY R
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ié;—‘_a :/_ F Apllhlic
Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BIEIRET A: 2023/09/26
10.0 2024/04,/06 16789-00025 FEVER B 2014/09/29
e RIEHIE A L
Ethiny| Estradiol:
|liE= F—aHL

RIZxY 5 ERGREERRBE
FIARREGRRICEDCRY HETELL,

B4

Ethinyl Estradiol:
||&=

WO 3% R A S (3 B2 I AR 1

R mREAEE

FIFARRELGRRICEDCRY HFETELL,

0 3R REAF 1

FIRARREGERICEDCRY DETELRL,

%

Ethiny| Estradiol:
|lE=

4 iEflaE R R

FIRARREGERICEDCRY DETELRL,

%

Etonogestrel:
in vitro TOEEEM

in vivo TOEEEMN

ATEMIRRERRE - TR A

HER44 T EREARLTESER
TA M RXTL:Salmonel la typhimurium

RS

SRERZ A T in vitro 7w t4A
TFAMRTFL: FroA Z—ANLRZ—INEME
R 2

HERA A 7 in vivo /IMEERER
B YR

BE5R% &0

R pEM

RIAE  ATEMIARAZERE LTHEIT S LFTER
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ié;—‘_a :/_ F Apllhlic
Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
10.0 2024/04,/06 16789-00025 EAER B 2014/09/29

>k L,

Ethiny| Estradiol:
in vitro TOEEEEM

in vivo COEEEMN

ATEMRRERRE - TERX A

vk

BMNAME
ENADEEN,

B

Etonogestrel:

&
BEZ%
TOT 4 ET 1 HIR

R
2

BEZK
T T4ET 1« HiR

HER2 A T EMERA VS EIRRTARE EHER (AMES)
TA MR TFTL:Salmonel la typhimurium
R 2

HEEA A T MEYMER N SEIRERLEERER (AMES)
TR M RXT L Escherichia coli

R =

REEZ A T in vitro 2BAERERAER
FRAMRTL: ABD ) 8Bk
R EARE

HERA2 A T L2BHRESE
B wHR

MR B

BERE #0

R 5

HERAZ A T IR ER
B.YvIR

MRaE: S8
BER% &0

R et

REAVE C ETEMRERAEERE L THET O LETER
L\o

0.02mg/kg AE
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES HETH: BBES BIEIRET B 2023/09/26
10.0 2024/04/06 16789-00025 #EER A 2014/09/29
|G 33

HHAAE-TERADF O MMOEEMNSTEHE. EBAEMEL LTHEINAGL

Ethiny| Estradiol:

iz L Sy b ARBLUAR

B 528K C 20

A = B R 2K

fER DR

2 DML, AR

5K "~ n

A = B R 10 &

fER Do e

HHAAE-TERADF . EFOEEZEMRAEICKHE TN

st

EEREANDEZEDE TN, BE~NDEZEDEZN,

B%:

Etonogestrel:

SEIRICR S B E . RERAA T ERES

.Sy bk AR

BRERK &0
H5EH: LOAEL: 0. 012 mg/kg AE
R ZREADEE,

HEBA2 A T EFEAH

& ovx AX

BEREK #0

BE£:003IYI5 L/ 1X055LHB12Y
R ZRE~ADTE,

REODRE~DEE D E DY AR
—E0AELM: 14 d
BAD—fEE1: NOAEL: 1. 8 mg/kg AE
R EFEEEGL,

AESE-TEAAVE D AEDEZFHREICE MBS S VOEBEA~DEZED
HEEERIEAH 1=,

Ethiny| Estradiol:
|pFiRIoxt s 2522 R NLRA—
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES ;ETH: BEES: BiIEETA; 2023/09/26
10.0 2024/04/06 16789-00025 AE R E: 2014/09/29
HFEA: LOAEL: 6. 3 mg/ke {AE
R ZREADFE,
BREDODEBE~DEE D HERA 4 T iR AEE R
B oy bk
BRERK &0
FHF M LOAEL: > 0.006 mg/kg {AE
R BEMRERES,
HEgA A 7 ZHREES SRR
BoSYMARBEUAR
BRERK &0
St LOAEL: 0. 005 mg/kg {AE
HR BENRERSE,
SEESE-7ERAAD R D EMIEERIC K D L MHERMIBEERS KUK AHELZENRAEICH
%, BUMERICEDERE~OERENHEICHD,

FERMRBSTE (HEIT<CHR)

FIRARREGERICEDCRY DETELRL,

FERMRBSTE (REFI R

REICH-5, REREKFICLDEE (i 0B OEE,

%

Ethinyl Estradiol:

IZ R 2 D ORFEE, MR
TERAAD R D REIITH=S. RIIREIFCEBICL IEFDOESE,
REREHN

%

Etonogestrel:

2 Sy kb

LOAEL ;0.5 mg/kg
BE5ZR D0

i = B R 1 F

IZRO RS C KRERR, AR
2 R

LOAEL . 0.625 mg/kg
BE5ZR D0

3| o 26 A

(LA D OKREZR, AN WR
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

RE= WETH:
10.0 2024/04/06

BBES
16789-00025

AiIEIRET B: 2023/09/26
#MEERLA: 2014/09/29

Apuhlic

= ORGANON

Ethiny| Estradiol:

2

NOAEL
LOAEL

B 528K
i 5= B R
IZ RO AR

2
LOAEL
bR i

iR 55 i ]
)

2

NOAEL
LOAEL
bR i
R 55 e ]
el

i

NOAEL
LOAEL

B 5RRE
R 55 e ]
el

RAAREN

RS
0.015 mg/kg
#0o

20 &

FFF Mk

X

0.04 mg/kg
0.2 mg/kg
#0o

95 d

%

YR FRELUVAR
0.0015 mg/kg

0.005 mg/kg

#0o

2 &

AR, LR, PR, FE (GE#zEET)

FIRARIRELERICEICRY DETELL,

ANEIZX T 2 REEER
B

Etonogestrel:
Iz A

Ethinyl Estradiol:
RAAATEEE

fEIK: BB, OFL, B HER, KEKRE AE~D
& BE IAEOERE KSHo0Ln, BHOLEERNNDFE

2 %7

fEIR: fEdE, HESR, B, TH, 3E HFL, [20T
o, ZE MHOXE, KIMEE kiTE LEEILE

ABE~DRE
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R ZE =

REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

;ETH:
2024/04/06

BBES
16789-00025

Apuhlic

-5 ORGANON

AiIEIRET B: 2023/09/26
#MEERLA: 2014/09/29

12. RBLEER

SREEM
B

Etonogestrel:
y: -3

X9 BEF M

BB (BMHESM)

X9 BEME (BEEMN)

W27 %— (KEREEFE
tt RE (8% )
WEMIHT HEM

SOVIAFEQKEEEHEY ¢

SOVIAFEQKEERHSY ¢

LG50 (Oncorhynchus mykiss (=
IREERFRE: 96 h
Fi%: FDA 4. 11

TTR)): 4.0 mg/l

LC50 (Lepomis macrochirus (FJL—F)L) ):> 1.3 mg/|
BREERFR: 96 h

7% OECD RERA A K54 > 203

w5 BREERFECS TLIEHEL

EC50 (Daphnia magna (A =<>)):> 3.9 mg/|
BREERFRE: 48 h

A% FDA 4.08

BE AEERARBIZESTL5HEL

ANEZERE (Pimephales promelas (Z7wy kAy KX/
r2)): 0.059 mg/|

BREERFR: 32 d

7% OECD HE&H A K54 > 210

BRESERRE Oryzias latipes (14 4 7)): 0.0000027
mg/ |

BRFERFME: 183 d

A% OECD SER A K54 > 229

AESERE Daphnia magna (A4 32> 3)):1.2 mg/l
BREERFMA: 21 d

10, 000

RAEZERE70.8 mg/l
RREEEERE: 3 h

HER A A T IRk

#i%: OECD REEHA K54 > 209

EC50: > 1,000 mg/|

RREERFRE: 3 h

RERAZ A4 7 FEOR N

7% OECD HERH A K54 > 209
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/09/26
10.0 2024/04/06 16789-00025 #MEERLA: 2014/09/29

Ethiny| Estradiol:
ks

BEML (Ig1ESE)

[Tx9 BEME (BIEEN)

M-27045— (KERREE
tt &H (815 )
MEMIZHT HEME

BB - SR
B

Etonogestrel:
“7}<EP’C°0)§£E'I‘$

SEEE O KEEWICKT BEM -

SOUVOFEQKERERHEY

LC50 (Lepomis macrochirus (FJL—F)L) ): 1.6 mg/|
RREREERE: 96 h
A% OECD SRER S A K54 > 203

EC50 (Pseudokirchneriella subcapitata (#k%)):> 6.7 mg/|
BREERFR: 72 h
7% OECD RERA A K54 > 201

ANEFZERE (Pseudokirchneriel la subcapitata (#k%)):
6.7 mg/l

IREERFRE: 72 h

7% OECD E&EH A K54 > 201

RKREFZERE (Pimephales promelas (77 v kAw K3/
)):0.01 weg/l

RREERER: 35 d

A% OECD HE&H A K54 > 210

BAESZERE (€7574v32):0.00031 ug/l
R 339 d

BRESERE (Daphnia magna (A4 32>3)):0.75 mg/|
RREERFR: 21 d
Hi%: OECD HEEHA K54 > 211

100, 000

EC50: > 1,000 mg/|

BREERER: 3 h

RER S A T BREORNH]

7% OECD HERH A K54 > 209

RAEZERE:24.9 ng/l
BREERFM: 3 h

SHRERAR A 7 FEOR N

A% OECD HEEHA K54 > 209

Mok ME: < 10 %5 d)
7% FDA 3.09
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ié;—‘_a :/_ F Apuhlic
Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
&S &ETH: BIEEE: HTERET H: 2023/09/26
10.0 2024/04/06 16789-00025 #EYERL A 2014/09/29

HEREREYE

B%:

Etonogestrel:

EAREREMN F&: Lepomis macrochirus (FJL—F)L)

(log &)

Ethiny| Estradiol:
HREEN

(log &)
TEF DB

B%:

Etonogestrel:
REFD S

Ethinyl Estradiol:
REDDOHH

T UE~DHENE
EH
thDFEZE
T2

n-#+49%/—IL/ KoERFREH

n-A+49%/—IL/ KDERFEHK

AYiRMERF (BCF) : 128
7% OECD BRI A K54 > 305

log Pow: 3.5

7&: Lepomis macrochirus (FJ)L—F)L)
£ ¥EEREF (BCF) : 264
A% OECD ER A A K54 > 305

log Pow: 4.15

log Koc: 2.84
7#:%: FDA 3.08

log Koc: 3.86

13. BREDEE

BEFE
ERREEY

BERBRHRRVEE

A BREOBRFIZEVNLST B,

BREMZE T RKAHEH L TIEG AL,

ZORBIE. VA ILFELIEREDOLOHIZ, BAE2(T]=
BEEMVNEEEIZRITT 5,

BICIEENEWNMEE, REARELTEET S,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
&S HETH: BEES: ATEIZRET A 2023/09/26
10.0 2024/04/06 16789-00025 #EM{ERR: 2014/09/29
14, WX LEOEE
& Rl
R _E %40:% (UNRTDG)
EEZES (UN number) : UN 3077
EE#ix 4 (Proper shipping @ ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)
(Ethinylestradiol, (17 a)-13-Ethy|-17-hydroxy-11-
methylene-18, 19-dinorpregn—-4-en-20-yn-3-one)
EE 5 $8 (Class) 9
R (Packing group) b
S RJL (Labels) 9
REREM .
fin22#i5% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3077
[E=&E#%£ 4 (Proper shipping : Environmental ly hazardous substance, solid, n.o.s.
name)
(Ethinylestradiol, (17 a)-13-Ethyl-17-hydroxy-11-
methylene-18, 19-dinorpregn—-4-en-20-yn-3-one)
EE 5 %8 (Class) © 9
BB/ (Packing group) o111
Z ~)L (Labels) :  Miscellaneous
WaiEr (EYH#) (Pack- : 956
ing instruction (cargo air-
craft))
WafEr (REH) (Pack- : 956
ing instruction (passenger
aircraft))
REREMH .
g L #i;% (IMDG-Code)
EEZES (UN number) : UN 3077
E&E#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (Ethinylestradiol, (17 a)-13-Ethyl-17-hydroxy-11-
methylene-18, 19—dinorpregn—4-en-20-yn-3-one)
E&E 5 48 (Class) ©9
BEZ M, (Packing group) o111
S AL (Labels) 9
EmS 31— K (EmS Code) : FASF

BEFEME &Y - FEE) ¢ &Y

(Marine pollutant)

MARPOL 73/78 HiR & 11 BV IBC 23— FIZ & X5 WAME SIS BEME (Y - EHL)
S IKBORAICIEIERS,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
10.0 2024/04/06 16789-00025 EAER B 2014/09/29

E PR

EoHEDERE (X, 188 15 25383 5,

BAORERE

CCICRBEATLDWEN . BROBMETOLOT, KRET—2 2 — FOFRTHRHG S
NEESICHABESN-MHEOFEDOAITEDIVTVET, WX EE. REFE. Nvr—oH%
A XEMBCMAORAUDEEICLY, EEENDAARERLHYET,

REFKLRHERHES DM

15. ERZES

B ER

HRhE

fElRY. HEEMRBMISZI LA,

L&EX

BELEME. BERECFME. BEFMIEEVEICKILEL,
HEREM/MEE

BEENBUAShIHFED

JEER

WEDHAIZRITIREREY

JEER

BEEENLLEHARYME

JEER S

EREREORBH oh-LEYE (BFLFEHR)
JEER S

ZRREORBH oL FEYE FHREHEFHME)
EH

ANEZENITRECRVRVEEY

JEER

BAMNEERTIRECRVRVEEY

JEER

BREFERTIRECRVRVEAEY

JEER

RABENE (FBRLEERAE 577 £02)
B2
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/09/26
2024/04/06 16789-00025 #MEERLA: 2014/09/29

10.0

BHELENEREE TR

S

S EFRRA

S

M7 ILEILSRhETIHRA

S

AWERIFEFRA

EHE

FEBREMEEBTE - ARE— EKRY)
EHE

B E U RIMEFE

EHE

EEhEHHITEEEREE

S

BEHRABRRE

S

DX 30 E S

S

R L%

EHRAIE 2, 3 ZERMERAIKRE 1 EEEYE
225k

FEITHRAISE 194 KERMETAIRE 11 TOMOEEY
BEFRERVBENREORILICET 5%

£ 5B HEE : EREMEIZIETZE LAWY
(ERREEeS D BEFEYE

BRI R U [ ¥ ZEEN i

FREMBHERA L - @A)

JEZY

BEMERBEERE @@L - @A)

Y

BEEVONEBR VERICET 5%1E

EEREY

COHBOESIZDODVWTEELS ARV ) —~DEEEITHER :
AICS N
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A 2023/09/26
10.0 2024/04,/06 16789-00025 FEVER B 2014/09/29
DSL N
IECSC T
16. OO
e g
5| FA 3Tk D BuEfT—4. EMESDS [ZE DL F—4 . O0ECD eChem
R—2ILE X UVBIMNEEMER http://echa. europa. eu/ D&
RIER

LRIN—Da U o EBSN-EHBRFAXETE 2 AR THRARTINATHET,

BftZ7+—<v b+ . #/A/H
FTDDIREED £

ALIC - #—R FSUTZDIERZERA AV MY ANTT - TS5 SLEREERE: ASTH - X
EMMHRBS bw - AE OMR - EA UM, ZERME. £RSESHLIE S HME DIN -
FaUBREHaE®E: DSL - ERMEY RS (hF %) E0x - FED XWOREZERIFT EER
bNBHRE: Elx - FED XWORIEZRIFT EEAONSEMES InS - REAKORT o
—JL; ENCS - LBEOBFLEMEI R b ErCx - FED XWORGERIFTEEZONDM
RE; IRG - BRAMISOFEIE; GHS - HRMNS R T L 6LP - HEREMEMREE: 1ARC - EE
HARRHE: TATA - BEMZEERETGS, IBC - BRIEZSKOESEEXD-HOMMOEE
RUHRRICET 5 ERRRA; 1050 - S0%MAEFREE; 1CA0 - EREMMZEME [ECSC - hER
HlEFYELE: NG - ERELAEKRYRIE. IN0 - ERESEH#E, ISHL - FTBREEEE
(BA): 180 - EFRZELHME. KECl - BEBFILFMESRR, LC50 - S0%BILRE LDS0 -
50%HEE (FHHEE)  MARPOL - MK DFRDMILD O DEMRSEHK: no.s. - #
MADNATRIN TS HDZERC, Neh - FURAL NOWEC - |MASMHFZERE NOAEL -
BASHEZEL AL, NOELR - BESHZEAFSEG: NOM - 4322581 NTP - REE
REMTOT 5L NZIoC - —a—C—5 2 FILEYEAIR: OECD - BFIRABAFME: OPPTS
- EEMEREN - AFMLE PBT - #OMRMEN - £KEREM - FEE WE) © PICCS - 7
1 VEVEEYMEA R Y —; QSR - (FEH) #HEEEMEE, REACH - EZHEDOE
. SPMfi. 3 WHKLUEHE REACH) (ZBIJ HRAI (EC) No 1907/2006; SADT - B EES
BE: SIS - RET—42Y— b TECl - 2 A [CBEBFEQLFHMED A RV~ TSI - A1
FMEA oA ) —; TD6 - falkEmiE: TSCA - HEYERFE CRE) . UN - E&E; UNRTDG
- B ESRIRMEEES B - FFEICHOMRUFEICSERNE. WIS - RGERKREA
EUMERRSRT L

CORET—RI—FUUAT TSDS) &0V5) TRIFET HHFM AT TRFEH &0V D) K. FEH
BERICENT., BHOKEOHNH. BFHR. RPMESDLETERTHLEHIHLEZLDTY,
AEHRIT. BROTEGEEVL. A, LB, RE. @f. BEERVFRRICETISIHIF R E
LTOHERSNTE Y. WHVGELIRARIIREREZLTHLDOTEDHY TEA. KIFHRIL.

SDS DEEEICREN TV ARESNEEHRKICEHTIIOTHY .. FZAEGAMORR EBAE
HET, XETOERAPTHERASNAEE. AXFRITERNGVRY .. BERICEE B VAR
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
10.0 2024/04,/06 16789-00025 EAER B 2014/09/29

BHYFES, ARGOEREFSMICEV TR, REFRRVHERZEZERY SEHRIC. ERES
MOERREGZICE T H2AHADENLFAMESH T, FRAESMOERT 2HETORENKR
CHTEHARHEBOEEL., FA. LB, RUOREIZOWT, EEBEWVEY,

JP /7 JA
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