ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES ETH: BERES: BIE%ETA; 2020/03/23
6.1 2020/10/16 16789-00018 IEYERA: 2014/09/29
1. EERRUEHITER
EEHDAR . Etonogestrel / Ethinyl Estradiol Formulation
HHBFOESHLH. EMRUVERES
HBBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
HRARREUERLOHIR
L2 & D EER
2. ERAEHEOEN
{2 R0 GHS 247
NN DR 1A
HIEEMN DR 1A
HEZNESREE (REFC © X491 (R, mR)
=)
KEREEEH RE (& D EA
%)
GHS SRILEFHR
BREXIEVRIL : % g
EEMAEEEE . 3
EREEHER : H350 EMNADEFh,
H360FD £ERE~NDEEZEDEFTh, BE~NDEZEDE %
ho
H372 REAICH -5, RIIREREBICL S (FE MK
0) ﬁ%o

HA10 EEAE SR INBZE T & > TKREEWIZIEREIZIRIES,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

RES  TE: 2EES: BEIERET A 2020/03/23
6.1 2020/10/16 16789-00018 #EER B: 2014/09/29
IRES REHE:

P201 ERAATICERIRERBAZEZAF T H &,

P202 £ THREFTEFHFAHEEIHZFETMYHEbIENI &,
P260 3 CAE HA/ AL /ER/ RATL—FRALL
L\:&O

P264 BiRLVEIIREF XS 2 &,

P210 COE R ZFEATHLEZIC, SREXIFEEZ LA

&
P273 IRIE~ADRHZERTBH Z &,

P280 {REF R MREKR RERE FEAEZEAT I L,

EREE:

P308 + P33 XK BEXRIFIFK BENBENAHI5E : EAIDZE
SEFEETERITSH &

P391 R ZEIRT B &,

®rE:

P405 fEsE L TIRET B &,

B

P501 A, BREARZDINE-NEHRICEET L&,

GHS SMEISB Y L L ME D fElg A it

BELBBRRVEBEENGE © BULANRICASE. BIBWAREAEESC &5 5,

EEEOBE BLALDEMIZEY . REOWEOLRIME - X8 EANS =
DA D B,
MI. N RYS53 LEZDEHNODEQRI, ERIED
BLAZERRT 2EEnDHYET,

3. MERUHSER

LEME - BEEYMDORX A . BAY

%)

[d=aE CAS &5 8= % w/w BHRATRERE

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

—fRET7 FNA R D BHOBEN. RN T KBV EEELICEEDEE S
25,
FERAREICHEE. FTEEEMLAHIESL. EFMDIETRE
215,

RALRSE D RVRAATZSE. FEGEIOSIABHT 5,
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R EE =

REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

;ETH:
2020/10/16

BEBES:
16789-00018

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#EERCH: 2014/09/29

REIZHELIGE

RICA--1&5&

RARATEBE

BMERRVCEREERDR

HEELTRHIRER

WREEZEY 2EDRE

EEICH Y HFRTTERE ¢

ERELEEZ(T5,

EML-5E. BEBICREBERITALZEDKTEVET.,
BERLEKRRE L UHER <,

ERNEEXZ(T 5,

BEADRICKREXS.

HEBERT BRICTERITES.

BIZA- =582, KTELELTT

RN H Y BT BRI EREETEREZIT5,
MARAATZIEE . BE(CHAELL,

EBRNEZXZ(T 5,

AKTeOELLTIT,

EHLADEEN,
HBREANDEZEDE TN, BRNDEZEDE T,
RHlchH=5. RIIREIECBIZLZEHRDESE,
MLALDEMIZKY ., REOYEBMLERIEEXEZENS
Z5AEEELAH D,
MLANERICAD L. BBHLERIENEZLIZELH S,
HHBARERIELDREITEEFILL., HEINTULSR
EXREZFERTHEL, BEOWERENENHLBHEIE. HE 8D
WYL EANREEEZSEBEOZ L (JEE 8 %#38MH) ,
IEHBEEBLIUEREERTH L,

5 KKFFDIEE

B 75 K F

> TIXE DR LVERF

KIEE

fit 7 JLa—)LEH k|
bRz (C02)
R H A F
MEGTL,

BERUVRIFHEE

REICHT HEEER

BREORIKRESTE RFEERY~NOBRRIRERICEEZRETEENAH D,

BERBERIEY RREIEY

BEDHEXTGE RGO & BDRKRICIE C CGEYGEKFRZANS,
RAHDBRBZERENT =DIZKEEEZET 5,
RETHNEREBEI VT FERKBEEN BT
KMo RBESEDH &,

HRETSEBEDRE KKBFIZIE, BIRXMRBFEERT 5,
REEZFERT D,

6. IRHFFDIEE
AR 5 EEEHE. RE © REEZEZHEAT D,

REGIMYRVDT KA( X (EE T £38) . EARE
EOHBEHEICEN (BB 8 £5H) .

RIEADBHZERITS &,
REZEHRELTHL, IAPIERZELED D,
BERINEZRBFKEREL. LHT 5,
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RET—2V—F A
Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/16 16789-00018 #EERCH: 2014/09/29

MEAE L CERTEGWMERIE., A BBEKIERT 5.

HLAHRUVFEDFERY @ ZENEHOE, BELEINEBRETHROERY ., BUEES

weat IZ#L. BET D,
MLADESFADRBEE TS (THhEHhE, MLADEREL
REDEEERICEDFER
MLANESHICTHALBEETHREIND LIEXREDEEY
MR THDT, RAICHMLAZERBIETIEESIL,
AEGEHRE. BRETHEICIE. EAEARSIUVEDR
B> THIEBT S &, TOMRBICFERSINMEIZDOWN
THREKTHD, EQORUNEREINEIHNEHERT IHEN
H5,
ASDSDIEB 1I3HLV15IZHNT, WABBAKRE L UVE®D
ERHNOREDHY o

1. BEVWRUVRELDOEE

i A

H TRt 3R D BESHABHEL. FEFRMIZIKLERESIERIT L
n"H5,
BT E, EE. FREAFEFESEKLT EOBEY LT
HBEXHET 5,

BRHR, AR D TR BBREATERVEESE. BRIIREEEZFERAL T
=0y,

REWKTEEIE D RBEORRICHFAEL,
MLA., B, AR, TR, ZBRBLLFERTL—%2RAL
g P
RAAFERLY,
AR&DiEfmEEIT 5,
BV RIIREZLCHES 2 &,
BSBRERAEORRICEDE, EXEHOBERLURLMED
ETREICHORYIES Z &
BREFFALTHELCIE,
MLADEREEEZBHEITS,
FARALEWMEAICIXBBRZHOTE .,
BOENEMNSESITS,
HESHMEICH LTFHUEFERE LS L,
CHOEREFATIEEIC, MBERITREEZLAWNI &,
FNOEREMEHLEL, BE~AOKEER/NMRIZCTELS5E
295,

i =] 8¢ o ER{EH

BAEXE D BEOERPICIEEMEADIEI EOTREENH DHBEIE.

EEBROELICTA IV IV RTLELIURED Y
J—%#HEBE LT,
FRAPIISRBERVREEZILT 5,
FBERINERKRITBERT SEIKET S &,

27U TADHBMEARL—2avICE, TP =F7O
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REF—5y— b

Apuhlic

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
2020/10/16 16789-00018 FEFERL B 2014/09/29
Y hO—L. BYGEAGEEE. BYLRBLES & UE
FIrEFIE. EXEFEER. ERERLEERATNOERDOL
Exa—%&8CHELHYET.
£3-4
Re RGN EOES ROV EEECARTE
ERELTRET S &,
2% LomYED S,
AEQHEIH->TRET 5.
B W E ROBABIEE o L & I2BE LA -
TRES L&
Re B RBAEME X AROHE: MEAL,
XK BB LERUVREBIEE

EREICETIRIHRERR/HFRRE

5% CAS BS B (RER | EBEE/HRE | HH
D) E
Etonogestrel 54048-10-1 TWA 0.05 pg/m3 (OEB RIER

5)

HEEYFIBR | 0.5 pg/100 cm’ &

Ethinyl Estradiol

57-63-6 TWA 0.01 pg/m3 (OEB | A&
5)

HEImYHIBR | 0.1 pg/100 cm’ RER

RER
M FARER

TANE—84T
FORER

HME

"5

RAMICEEL (fl. yo—J&FA. #B#R) . FESE~DER
EYMDORNEHFIET B2, y8—XTAER TR TF LM
wEffiEEALEST

BE. REERLIVREZRET S, 2T00=TY Y
TEBILRMBHRITICKYERES, WP BIIZRHVERES L
ELELAHYET,
F—=ToNV Y UG EHFRISNATNVERA, .
BREMBHATOERBLURMDERV AT LALELR
UFxEd,

ARL—=2a VICIFEERSGICEEMORNDIEFEZENE L
B IS EMOERELEELLES,

BYGBAHKEENFATERWNES, FXEEFHE
THENA FSA D OHEBEANDIE K BARESNIZHEIE,
RREREEZERALEL LS,

WHFRE2A T

M mEFR

FREZETERAIASACLEEZRFALEL LS,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 16789-00018 DEERB: 2014/09/29

RDOREER D A RU— L R{TEREREL LLIZFT—FILEBRT 5,

FEREEL LCIFEERICROZWVRE, S X+, T 70Y
W ENRET HHE(X,. BRI —JILEERT 5.
MLA. SR+, HLLIEIT7Z7OYVILICE AERES LSS
AR HBHBEEE. TJ2—RAL— LR LLIEFDIELID
ILITz—RBEOTOTI a3 vEBFRALELE S,
A=-T74—LHLCIEERERHI—FEFRALEL LS,
MEAABHLEVWKSIC, BEESINEI2RVICEDE, K
FBEOH— AV brEEBMLTERALELLS ., RU—T
Ly, T7RY, EFR, FLNMETR—YHE) ,
FRIN-AEEMDHHKBRER CIHEEIEET L AETIT

RERUVEEDRER

TLFEELY,
9. MEMERTLFOER
PIRR R A
& =R
AR "R
RhoLs0EIE o T—5%L
AR RS D JRERY

BRXIPNBRARSHEER &Y

AIRATE (B, =UE) MI. N RY VT LLEZDEADNEDMIC, B

DM LABEMRT HEENDLHY ET,
AR GRIK) D T—4871L

BRETRARVERLRE AIARR
IRREHEAD LR / TR ERE  FEERS

BRELHEDOTR / FRTRIE : FEEXS

Bl S
NERRE D T—A%L
pH S
ERRERE S
BARKEE T AEL
FhE

BRRE (BMHAIEER) DR
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

RES ETA: BEHES BiIE%ET B: 2020/03/23
6.1 2020/10/16 16789-00018 #E{ERLB: 2014/09/29
BRE
KiBM A
n-449%/—JL/KoERZRH# JEEZ S
(log {&)
ARRE JEEZ S
FERV/XITHEXEE
thE T—27EL
B 1 g/cm’
X HRZE JEEZ S
IRFFE JEIRFE
[irg|& ek AEGITBRIEEME L LTIEIDEINLGL,
PFE T—ARL
P4
PFHAX T—27FL
10. REMRURGH
R RitHfERE L TIEaEI NG,
LR EM BEOKETERE.
ERAEE RICATHEM MI. N RY2TH LLIEZDIEIONEDOMIZ. BHEM
DMLAZEZRRT DEETNLHY FT,
BOVRIERIERIETHIEDNH D,
BT HNEEH B, #. KTE,
MLADFREZEITS,
BEIEYE i3l &1
BIRAET LD REERY BRESTLENBERYIH o N TR,
11. FEHEHRE

AREMEDHLRERROER

BiEEH

%A

P2 I HEfi

B
RICA-T=15&

FIAMTREAERICEDCRY HFETELL,

7119
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

RES HETH: BEBES: BiEIRET A 2020/03/23
6.1 2020/10/16 16789-00018 #EER R 2014/09/29
B4
Etonogestrel:
AEE &o) © LD50 (5w F):> 2,000 mg/kg

LD50 (%~ R): > 2,000 mg/ke

Ethiny| Estradiol:
SME% #EN) : LD50 (5 v k): 1,200 mg/kg

LD50 (= 9 R): 1, 737 mg/ke

AEE (|kA) D @mE: I T—42HL
AMEE (BR) D @mE: T —42HL
RISEEY. /3

FIARTREIERICE DR Y DETELLY,

A%

Etonogestrel:

i DY R

HER C REBRIEGZ L

ig . EILEY B

HER C REBRIEGZ L

Ethinyl Estradiol:
wE . T—AR%L

R 3 EELGBEHE RN
FIATRELERICEDICEYSETEARL,
B

Ethinyl Estradiol:
e . T—AiL

PR, 35 R A 1 3 (3 B2 i IR A A

RERAEE

FIATREAERICEDCRY AFETELL,
WO AR R R 1

FIAMTREAERICEDCRY HFETELL,
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES HETH: BEBES: BiIEIZRETA: 2020/03/23
6.1 2020/10/16 16789-00018 #IEERLB: 2014/09/29
B4
Ethiny| Estradiol:
iBE D T—AkL
AR ERRYE
FIAAREIEHRICE DK R Y DETELLY,
A%
Etonogestrel:
in vitro TOEEEME D B4 T BEREARAEESR
TA KRR TL:Salmonel la typhimurium
ER B
RERR A T in vitro 7 ytA
TFTRAMVRTL: FrA4 =Z—XNLRZ—IREME
R 2
in vivo COEEEM © RERA A Tin vivo /IMEELER
B.YvOR
BREZK &0
ER B

ATEMRRERRME - 7EX A 0 RUNECEEMBEALRRE L THEI DI LETER

vk LYo

Ethiny| Estradiol:

invitro TOEEEMN D BERA4 T MEMERANSERERE RS (AMES)
TA MR T L Salmonel la typhimurium
R 2

HERA A T MEYMER NS EIREREERER (AMES)
TR M RXT L Escherichia coli
R 2

SRERZ A 7 in vitro ZEBEKEERER
FRARRTL: AEDY) 2Bk
R AR

in vivo TOEEEMN D BERAYq T 2B RKEERE
B vHR
ey 558
BE5R% &0
R B

HER A A T MG ER
E:.THRX
ARl BaE
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

R EE = WETA:

2020/10/16

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
16789-00018

#EERCH: 2014/09/29

ATEMIRRERRME - TR A

vk

BEMAME
EBADEEN,

A%

Etonogestrel:

iz}

BREZR

7Y T4 ET 1 HM

R

i
BEZK
T T4 ET 1 HiE

#HR

ENAE-TERAD

Ethiny| Estradiol:

1
RE R
R 55 e ]
R

i

B E5RE%
R & B
ER

ENAE-TERAD

ETEEE

HERANDEZEDE TI, k

B

Etonogestrel:
HIRICX 9 558

REER &0
R 2%

REAE C ETEMRBRARERRE L THET S LETER
AN

0.02mg/kg AE
(=4

LD EEMNGT HE. RAARYEL LTHESALGL

YR FRELUVAR
#0o
2
(=4

)L, AR
#0o
10 £
=Xk

E FDOEFHREIC K HE ERLETH

ERADEBEZEOEEN,

HERR A T ETEN
Boyhk AR
BE5R% £0
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 16789-00018 DEERB: 2014/09/29

4 JE7): LOAEL: 0. 012 mg/kg A
BE: BRE~DHE,

HERA A T EFES

oYX, AR

BERE #0

BE5E:0.02YSSL /1 Xx055LHB1-Y
R ZRE~AODFE,

BREDEBE~DEE DSy b AR
—EnERER: 14 d
BAD—i%E1: NOAEL: 1. 8 mg/kg hE
RBR EFTZEELL,

AESEME-TEAA U D AFOEZHREICE SEHEES K VOEBEA~NDEZED
HAEERIEAH o1,

Ethinyl Estradiol:

ERIC 9 B8 - VAVAY & E
S 5B LOAEL: 6. 3 mg/kg AE
HR FIHREADTE,

BREODERE~DZE D RERA A T mitRAEEEER
oy bk
BERK #0
FAEEM: LOAEL: > 0.006 mg/kg A=
R BENREEE,

MBS 4 T Z AR EEEEHER
By b ATRAEIUAR
’EER &0

F4FH M4 LOAEL: 0. 005 mg/kg AE
HBR BENREERSE,

AEEME-TEAAUE D BMERRICE D EMMBEES FURENEZENAEICH
%o, BMERICEDERBEDEBEZENHEIZH D,

FERMRBSTE (HEIT<E)

FATERAGERICEDCRY PETELL,

FERMRBSTE (REETICE)

R#IH=5. REREFTBICLDES (T MR OEE,

B4

Ethinyl Estradiol:

EHIREER o BFEE, miE

TEAAD R D REIICHhz5. RIIREBIEKBIZL ZERDOESE,
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

RES ETA: BEHES BIERETB: 2020/03/23
6.1 2020/10/16 16789-00018 #EER R 2014/09/29

REHRESN

B4

Etonogestrel:

i AR

LOAEL 0.5 mg/kg

B 52 #0

i 25 B el 1 £

ERIEER 4R, AR

(5] PN

LOAEL 0.625 mg/kg

bR ) #0o

A = B R 26 &

RS KRR, AR

Ethiny| Estradiol:

&

NOAEL
LOAEL

B E5RE%
R & B
ZrlE RS

i

LOAEL

B 5RRE
R 55 e ]
) e

i

NOAEL
LOAEL
bR
R 55 i i
Rk 2R

G

NOAEL
LOAEL
bR
R 55 e i
Rk 2R

RAAREN

VA

.25 mg/kg
.5 mg/kg

|

&

E=--]

T

DH¥
0.015 mg/kg
#0o

20 &

FFF Mk

X
0.04 mg/kg
0.2 mg/kg

M FRABEUAR
15 mg/kg
5 mg/kg

e

Y
00
00
m
2 &
AERR, LR, PR, FE (E#zET)

FIAMTREAERICEDCRY HFETELL,
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

RES ETA: BEHES BIERETB: 2020/03/23
6.1 2020/10/16 16789-00018 #EER R 2014/09/29
AEICHT ZREBFHER
B4
Etonogestrel:
A fEK: BEfR, HFEL, R "ER, KERE ABE~ADFE

Ethiny| Estradiol:
RAFAATEEE

& Ex IABEOERE KoL L, BHOLEIEREANDFE
2 %7

fER: BER, HER, BM, TH, BEE HFEL, K0T
o, ZME MHEEOZElL, KIFEE hkiTE LHEEILE
ABE~DRE

Etonogestrel:
aEN

SOVOFEQKEERHEY ¢

[Txd 5F M

RSN (BHESM)

SOVIAFEQKEERHEY ¢

X9 BEME (BEEN)

LC50 (Oncorhynchus mykiss (=< X)):4.0 mg/|
RREERFRE: 96 h
7% FDA 4. 11

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

7#i%: OECD HE&H A K54 > 203

BEZ: AEERFEICHSITS2EMHEL

EC50 (Daphnia magna (A=< >3)):> 3.9 mg/l
RREERFR: 48 h

7#i%: FDA 4.08

EZ: AEERFEICHSITS2EMHEL

RAESZLERE (Pimephales promelas (77w kAy KI/
2)): 0. 059 mg/|

IREEEERE: 32 d

A& OECD E&R A K54 > 210

RAESZERE Oryzias latipes (1A 4 4)): 0.0000027
mg/ |

BREERFMA: 183 d

A% OECD SRER S A K54 > 229

RAEZERE (Daphnia magna (A2 2>0)): 1.2 mg/l
BREERFR: 21 d
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RET—HFV—F

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/16 16789-00018 #EERCH: 2014/09/29
M-T794%— (KERERE 10, 000

t &H (B1%) )
WEMIHT HEMN

Ethiny| Estradiol:
ks

EE KEEWICKT HENE -

BEL (g1ESE)

SOUVAFEQKEERHEY ¢

[Txd HEM (BHEEN)

M-270458— (KERERE
t &RE (815 )
WMEMIHT HEMN

RAEZERE:70.8 mg/l
BREERFMA: 3 h

SRERAR A 7 FEOR N

7#i%: OECD HERH A K54 > 209

EC50: > 1,000 mg/|

BREERFM: 3 h

HRERA A T FEIRINH

A% OECD RERH A K54 > 209

LC50 (Lepomis macrochirus (FJL—F)L) ): 1.6 mg/|
IREERFR: 96 h
7% OECD RERH A K54 > 203

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

AT ERE (Pseudokirchneriel la subcapitata (#%)):
6.7 mg/|

BREERFRE: 72 h

7% OECD ERB&RA A K54 > 201

RAREFZERE (Pimephales promelas (77 vy kAw K3/
)):0.01 wg/l

RREERERE: 35 d

Hi%: OECD HEEHA K54 > 210

RAEZERE (¥JI574v2):0.00031 ug/l
RREERFR: 339 d

RAEZERE (Daphnia magna (A4 =2>3)):0.75 mg/|
RREERER: 21 d
Hi%: OECD HEEHA K54 > 211

100, 000

EC50: > 1,000 mg/|

RREERFRE: 3 h

RERAZ A 7 FEOR N

7% OECD HERH A K54 > 209

RAEZERE: 24.9 mg/|
BREERFM: 3 h

SRER AR A T FEOR N

A% OECD HEEHA K54 > 209
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

RES HETH: BEBES: BiIEI&ET A 2020/03/23
6.1 2020/10/16 16789-00018 #IEERLB: 2014/09/29

%o - SR

B

Etonogestrel:

K THOLREMN Dok fE < 10 %G5 d)

7% FDA 3.09

ERERYE

B

Etonogestrel:

EREREN : 7&: Lepomis macrochirus (FJL—FIL)

AYiRMERF (BCF) 128
7% OECD EABRA A K51 > 305

n-#A%942/ =)L/ KnEE&E : log Pow:3.5
(log {i)

Ethinyl Estradiol:

HEREEN : %&: Lepomis macrochirus (FJL—FJL)
$¥iEfmEEF (BCF) : 264
Hi%: OECD HE&RAHA K54 > 305

n-#49%/—JL/KNEZ%RE : log Pow: 4.15
(log {i)
TEDOBEYE

%

Etonogestrel:

BREDDS T : log Koc: 2.84
#i%: FDA 3.08

Ethinyl Estradiol:
BREDDL T . log Koc: 3. 86

+VUBAOHEE R
L

o HES
F—5%L
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

R EE = WETA: RERS: BIEIZET H: 2020/03/23
6.1 2020/10/16 16789-00018 #EER B: 2014/09/29
13. BELDIE
BERE
ERREEY U5 BBERDRGNIZRE NS T B
BERBEHRRUVEE ZEDBBE. VAV IVFELEEZEDLHIC, BAIE%(T1-
REMLEEEICRTT S
FICEENEWNES, RERARELTEET 5.
14, WX LDERE
B P
e _E &% (UNRTDG)

E&EZ&E S (UN number)
E&#i%E 4 (Proper shipping
name)

EE5 48 (Class)
BERE K (Packing group)
Z X)L (Labels)

fifiZ2§5E (IATA-DGR)

UN/ID Z+% (UN/ID number)
E&#iE 4 (Proper shipping
name)

E&E5 $8 (Class)

B EMR (Packing group)
Z X)L (Labels)

HwafkEr (EYH) (Pack-
ing instruction (cargo air-
craft))

HWaEafER (REH) (Pack-
ing instruction (passenger
aircraft))

REREH

7 L #i;% (IMDG-Code)
EEZES (UN number)
E:&E#i% 4 (Proper shipping
name)

EE /%8 (Class)

B E MR (Packing group)

Z X)L (Labels)

EmS O2— F (EmS Code)
BESEYE KL - EEZD)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

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

9

IT1

9

UN 3077
Environmental |y hazardous substance, solid, n.o.s.

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

9

11

Miscellaneous

956

UN 3077

ENVIRONMENTALLY HAZARDOUS SUBSTANGE, SOLID, N.O.S.
(Ethinylestradiol, (17 a)-13-Ethyl-17-hydroxy-11-
methylene-18, 19-dinorpregn—4-en-20-yn-3-one)

9

I11

9

F-A, S-F

ZH
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RET—2V—F A
Etonogestrel / Ethinyl Estradiol Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
6.1 2020/10/16 16789-00018 #EERCH: 2014/09/29

(Marine pollutant)

MARPOL 73/78 MiRE Il RUF IBC a— FIZ& 2 5WAMESh L BHEME &Y - )
HisSh - IKEBOHAICIETIEZS,

& PR il
EDREDERGE. HE 15 238T 5.
DR EHE

CCICRBEA TV DEES I, BHROBMETOLOHT, KRET—2 2 — FOHRTHRHS
NEES ICHABESNE-MBOBREDHITEIVWTWET, BEHSEE. REFHR. Nvr—2H
A XEMBCHMADORAUDEEICLY, EEESIDAARERLHYETS,

15, BRZES

B ER

HRhE

ek, EEMBRYICEZA LA,

L&EX

HELCFME. BERILENE. BEFEECEMECEZLE LG,
FBRE/LEE

BEENBUAShIEED

JEER

WEDHAERITHINEHED

JEER

BEEENLLEEHARYME

JEER

ERFREDEH oN-EEMR (BRFLEYMR)
JEER S

ZEEREDORBH oh-LEWE (FHREHEFHER)
EH

ANEZENITRECRVRVEEY

EH

BANEERTIRECRVRVEEY

JEER

FECFMERETHRA

JEER

sarhEFRIRA

JEER
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REF—5y— b

Etonogestrel / Ethinyl Estradiol Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2020/10/16 16789-00018 #EERCH: 2014/09/29

6.1

7 ILEILthhEFRIRA

JEERL

ARBEIPEFRRA

JEERL

HEBREMEEETS - WRE— (EBKED)
JEERY

SRR A E

JEELY

LM EEHIREEERE

JEELY

BEHRARRE

JEELY

V& 35108073

JERRY

fataR ik

fEHRBIE 2, 3 RAERYERIRE 1: AEUEYE
fZes

FEATIRAISE 194 KEBRMERAIRE 1 TOMDOEEY
WEFLEERVBLEXEORILICET 51

(X5 FEAHE ; ERAME(Y )
(ERREEeS D BEFEYE

BRI B U1 ¥ p SE AN

FREMFEMERE (@ - @A)

JEZY

BERMERBEERM @ - @A)

JEZY

EEVONEER VERICET 5:%1E

EEXREY
COHBOBESIZDODVWTEELS RV ) —~DEEEITHER :
AICS > N

DSL N

IECSC > N
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ReF—2U—F A

Etonogestrel / Ethinyl Estradiol Formulation i ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
6.1 2020/10/16 16789-00018 SEVER A 2014/09/29
16. ZDHOEHR
SEiTE R
5 Ak . EHE#T—4 . EA SDS [CES < F—4&. OECD eChem
R—RILBE LI UMIEEMER http://echa. europa. eu/ D&
BRER
BZ74+—<v b . #/A/H
ZDHDBEED £

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS5 DILEREEME, ASTM - K
E#MHRRGS bw - (KE; OR - A, ZEFRKE. £HESEENHLESNLIME: DIN -
FAUBRBHEELE DSL - ERYMEY R~ (BF4%); Eix - FED XWORIEERIEFT EEZ
BNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRERKOR TP
—JL; ENCS - L FTZEDEEFLEME ) X b ErCx - FED XUORIGERIFTEZEZLNDK
RHR; RG - RGO FEE; GHS - HRFM AT L GLP - HEREEHRE: [ARC - EFF
MNATRZTHEE: TATA - EEMZEEERS IBC - BRIEFHDOESRELXD-HOMMDEBE
RURMBICET 2EREMRA 1650 - 50%EFRE: ICA0 - ERREMZEME. [ECSC - PED
FEEYEREE: MG - EffBLERYMAIE. IN0 - EfRBSHE: ISHL - FBREEEE
(BAF): IS0 - ERZECHE. KECI - REBRFLFEYMERE: L0550 - 50%HERE LDSO0 -
50%HEE (FHHEE) | MARPOL - MK BERDMHLD-HDEMRER: no.s. - fI
MBADNARESN TS LD ZERERC Neh - FURAL NOWEC - BEEZMHRZERE, NOAEL -
BESMRZEL AL NELR - BEEUZEEFES NOM - A5 2KEA NTP - XEE
REMTOT 5L NZIoC - Za—D—F v MEEME AR, O0ECD - #ZFH HEASMEME, OPPTS
- LEZMEZREMN - 8FHIER, PBT - MO - ARERNE - AEHEWE)  PICCS - 2
1 VELEMEA RV )= QSAR - (EEH) HEEFMHEE, REACH - LEMEDE
$x. EFffi. 3B WA KL UEE (REACH) IZBI¥ H#RAI (EC) No 1907/2006: SADT - B inEs 7
BE SDS - RET—4T— b TCSI - BEBLLEYMEASA AR M) —: TG - ERYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEENS, vPvB - FEEIC
HOMRUFEREICHEEN, WIS - ERSRIREEUEVERBRI AT L

ZORET—AI—FWT ITDS] ELVS) TRET HHEHRUUT TRER &0V 5)1E. KEE
BERICEVWT., B OZEOME. FHR. RUESNDLLETERTHIEHHLIZIDTT,
AERIE. HEORLGIKL. FH., LB, RE. @f. EERVRRICETISIHAI TR E
LTOAMEEEINTE Y., WHEBLIRIXEIKEREEZLTELEOTIEHY FEA. KERE.
SDS MEBEICREINTVWAIHESIN-ARICEATIENOTHY . YZAEGAMOES EHAE
HET, RIFTOERAFTHEASINSIBEE. AXFIZERLSBWVRY .. ERICIEE S B UVATEENSE
NHYET, REFOFERABEAMAICEVNTIE, AMERRVHREBIEZERT 255812, FAES
MOBRRAUZICE TI2REFZOENLTMEZESOH T, FAERSMDERT 2HEZTOHEDIRR
I2HETHARER[OEFKL, FH, LB, RUREICDONT., BEBEWET,

JP/JA
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