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Etonogestrel Formulation (Implanon)
&N &7 H 4 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29
L. 2GR R AAR iR

FE AR : Etonogestrel Formulation (Implanon)

il 3 e BR AL RL R 45 B

1) 3 P B AL I8 7 44 PR . Organon & Co.

ik : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

IR : +1-551-430-6000

N © +1-215-631-6999

EE, - HIS 4 S : EHSSTEWARD@organon. com
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KBk D BEdEVOR
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Etonogestrel Formulation (Implanon)
&N BT H 1 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29

EVA] : Eg %%
&5 A
1 W 1 35 B © H303 HMAW REAH H .

H360F T] BEXTAE & A6 /138 Bif &
H401 XK AEAYIE .
H410 7K A AR d R I B KRR g5 .

e | W
P201 15 FH AT HUS & A .
P202 1ERIEEFE T TG e e 4h a1 270 9% 5 «
P273 GBI B
P280 #RIH I T2/ 5 Fi g AR/ B 4 R 22/ 585 47 T B

B L

P312 WA, PRI 2ot /A .
P391 WA A

b7
P405 fFTBAb N4 -
EHRLE:
P501 ¥ P &)/ 25 4 32 B HE 1) R D Ab BT Ab B
WA R
WRIEIA (F B FREAT I
RRAEE
BGWHATREE . ATRENAE B BE i i 3
WRAEE
XK. KB R OO RA KIS .
GHS REFHRHAEE

Hor 2B 55 MR I 12 2 S EOH LR SR
Sk He i 2 5 AU ) S R T
AL AR PR B AT H e AR I A] A] RETE OBR KR R R 2 SR S -

3. Bar/HEMEE

Y5/ IRE ) DORAY
Hoy
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Etonogestrel Formulation (Implanon)
A & H I SDS 45 HIIEIT H #: 2023/09/26
3.22 2024,/04/06 16538-00026 s gm| H #H: 2014/09/29
b2 b 2 R &' koalin=] W BIREVERE (% w/w)
(CAS No.)
Etonogestrel 54048-10-1 >=50-< 70
4. S
— ML D EREUREAER, SERIETEE .
TEREIRFF LA $H0, EEE .
U'ON DOWMRN, B R S A .
.
S Ik fi K L RV DN DY N = W QUL 50 N
Jit 2 A5 e A IR A A
.
BT AT S YA R
T AR e .
AR 2 foh D nEENERES, FUKFEvREE.
W RSOR A R, s
SN I 13 P N 5
.
F /KA Gk 1
e B B [P RE R ik R 5 i D BT E
A REXT A B e S R
55 2R e ik 2 51 AL A UBR M B kT
W 2B 5 HR A B A 2 3 UMUK
SRt R (1) A D BRI T ARERAN NGRS, TR T BEAFE B B I DL R
HEFZ I NB 25 4% (S W56 8 1) o
XA IR O DA ENIRYT .
5. JHBHTE
KK IT 1T KK VI
EIIRZMONES
AR (CO2)
THr
ANEIE 1K KA DR IRE.
R fE D EERRGE AT RE S R .
HEREE=) DAY
FEIR K K T D AR R T R B R A B R S A ) K K A e
M 7KV E R T TF 25 2%
EZENHENT, B RBIRES.
BB
TH BN R R IR O 25 % DO TEEKIEIR, IR E A A .
RN NG 2%
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Etonogestrel Formulation (Implanon)
A & H I SDS 45 RIVRAEAT H #: 2023/09/26
3.22 2024,/04/06 16538-00026 s gm| H #H: 2014/09/29
6. MRS AL

NGB 5. i &mn o RN AR,

2B G AR E W (S WA 7)) A ANF 38 @I (S5 8

1) .
WE R 1 i D OERRBEIAEE.

WNRERA IR 224, AISREURE BT 1k — 20 iR B
TRBE AL B 3275 G iR K -
BUARTCIR B ™ A Y, OSSR .

MRS S YR TERRDT IR ¢ TR S R A PSR A 2 A A T A AL B

L P A FH Ak B A R B iRy AR (e FRAE RE R R AR IR
D -
B Ay AR I UUAR, BRIHREE R T Ik B — B IR BN 2
SR EVER G

iy B SR AT RS T X R R BRI AL B, DA s B
HERC Y Ad T AR o 187 B B A7) e & B .
2% SDS [RES 13 S A2 16 0 ¢h T e Hh 7 B E R ZR 11
PR EISH

7. BIELESMHE

BIELE
TR it D AR I A A AR AT R AT

RMEFE TP . WO SR B R,  BUEPEIA .
ey F8 e  ThT 3E XL DOMRBE R IE R, VE LR R UE KR T .
K7 N RE NS AN ELR R R AR .

ANEGNF B

EL VN

ANEA .

6 5 R M A

Bt TARS P BV I EE 2R, 1% R (0 Tl A A 22 4x i

AT AL ER

PRFF A A 5 ] o

Rl AR R A IR R B B B IR

AN P DR 55 75 25 5 AT o

28 8 YA KU

SR 45 it 75 L e L RETRo

NGB IR IR B IR B R R R .
B 1S Ak 2 FE ) DM
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Etonogestrel Formulation (Implanon)
& H I SDS 45 HIIEIT H #: 2023/09/26
2024,/04/06 16538-00026 s gm| H #H: 2014/09/29
F
AT TEIAE T bR IR 2R
TE AL N «
TRFFE A
o [ R e 1 SR A7
Y] WB25 T HE 2RI R g A7 -
A
(R ANIE B B RE R IR IE .

8. EEfbFEHIAAMER

& H R S O FRAE

Hoy

2Bl | BUE R BRI BEIR | WK
5 (CAS No.) | (EfMER) B

Etonogestrel

54048-10~1 TWA 0.05 pg/m3 (OEB | ALY
5)

PERRAE 0.5 pg/100 cm? ki8]

T

ME5e
B ER2 N IE

g AR RAY
IR 1 B 47

B JRAN B A 47

FHH
FEL

A5 FH 3B AT L AR G By PR AR PR AT H ] (85U A
F/BEEAS) LBt &t 2L B .

AT TRESE I # BAZ R 2 BT AT, AL 25 A7 B e
MVE (GMP) IR IUHRAE, AORI = i T AMIASL .

A SV TR ERAE -

B e A B N LR MRS i R Gt

HRAERT, T B B b0 & it 52 S0 3 B if e v ) 5 A
TR

USRS R s (R AR T X, B B R DAY o 2R R
HEREIR R O RE R, TG TP R -

Tk A

T ey A 2 ) 22 4 IR B e H 85

IR TAERSEEGES) I R ZRE R, 1§ a4 1
T HB

USRS T e ELR R B A SR B 2, 3 (T S i
B A IR 2 B %

TAF ARSI o

MR EHAT RS, FRAGMNORER CndhE. B, K
PERHRD DA S B IR R R

i PR 3 2 AR SRS B v] BE 3275 B AR

b &
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Etonogestrel Formulation (Implanon)

A BT H 1 SDS 4% 5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 W gmE) H 1A 2014/09/29
#yE A EBHNTE.
DA G SR A o AR P T B AL A, VB E LRSS AT IR R

PLERHE M RG22 =

TR, AR SR .

WA ARIE Ve 5 J7 AT EE -
ARMEE, MRS TR . SEr A
A A AR SRR . T A TSI BRT s A
ia AT B .

Gy (R4, <k)

9. FALRFM:

SMR AR [l 25

At THHE R
ats THHE R
kB TEHH 1
i fH TEHH 1
J R/ B ] R TeH i vkl
W13 AR TR ok
IR TR VR
R TR VR

PN, AR ERREAT H e BRI W] BT O KRRy R 2 R &
.

SiiRME G THERE G R
HEE IR SR ERR TEHE Bk
JRYETRIR 1 SR TR TEHE Bk
ERE TE B Bk
RS TEHE Bk
P /K TR 7R
I 1 g/cm?
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Etonogestrel Formulation (Implanon)

A BT H 1 SDS 4% 5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 W gmE) H 1A 2014/09/29

RARTE
K TH ARk
1E /K 5 THE R
H BRI THAE R
I3 f TR R
R
ShhEE TR TR
BhEh g TR R
1R TR
Akt I R BTR A A 7 SN B A
Sy TR TR
BLFREE
k% TR TR
10. FaetEmmx P
SN RSN N T
faett IEH &M TR
a1 [ TN AbFE B AT 2T B 18] AT RE TR IR AR R A 2 SR A
Wi,
Af 5 sm A Ak 7 R A N
JBF 3 4 P 2% A e KIERKAE .
SR 22 A R
AR Atk
G (05 =4 WA TGS R P24 o
11. FHEHZER
P 4% SIN
2 Jik 2 fi
aA
R i P i
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Etonogestrel Formulation (Implanon)
&N BT H 1 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29

SHEEN

HR A R 5o

P2

angnEt D AEEEALTMA: 4, 744 mg/kg
7% R E T

A

Etonogestrel:

Sk O R © LD50 (KR):> 2,000 mg/kg
LD50 (/INER): > 2, 000 mg/kg

B2 RR B o/ R B

WA F B FHT I,

Hoy

Etonogestrel:

)& R

g D ORI

Tl DR

g D ORI

2 HR FE A4/ R R

WA F B LT HAT K.

P B R ok it A

54 Sk

WIEIA F B FHAT I

WP IR i A

WIEIA F B FHAT I

A T B IR AR 1

WA F B L FHAT K.

Hoy

Etonogestrel:

A A= DR B D AR B SRR
MR R %t: Salmonella typhimurium
gE B
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Etonogestrel Formulation (Implanon)
&N &7 H 4 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29
TR ZRAY: AR A Szt
MR R G5 E A R0 40
gE s
A7 PRy 355 DR B 7. <P R N F AW
FhlE: N
PRI 41
gk g ik
AEFHAN B AR E - PEAE DOMIEE A E A R CUASE A A AN B AR E R
BoE it
WA 5 BT i##T 93,
HA
Etonogestrel:
hE N
VA Se AN
TE Bl [A] R
© 0.5mg/kg fAH
gk DOBAME
hE N
VA Se R
1% BI) I (] © 2 4
©0.02mg/kg HAE
gk DOBAME
Fom bk - PRAE DOAEHERRROIAS R LSRR Z A R SON BUE Y R
AN
ATREXTAE B RE 7 A E .
ZHA4:
Etonogestrel:
o} E B 1 PR B ) DDA AEH R

FgE: KR, M

PR E 41

A FfE 7 LOAEL: 0. 012 mg/kg {AE
gE 5 XA F

MR A H R
Flg: K G, WEE
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Etonogestrel Formulation (Implanon)
&N &7 H 4 SDS %5 HIIEIT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29
DA T 2
7 0. 05 ZndgT o
gEWL AR IR
SR ILR B s DORRE KRR, METE
B—I5IT I RF SRR 14 R
Wb BRAA— HE 5% NOAEL: 1. 8 mg/kg k&
SR LERER .
AEFEERE - VA DORIE N CRRATIR AT, AU 2 W T RE AN A B A AN F)
Faf-A
RHREHBERATE- —REM
AR 15 BT #1753,
RREEBERARNE- REEM
WIEHA E B L F TN,
BERELEEN
H4
Etonogestrel:
g N
LOAEL © 0.5 mg/kg
VA Se AN
e A N <
AL E C ATHEBE, NWHWARS
R N
LOAEL ©0.625 mg/kg
PFFIRT A ZYn
ey AN © 26 F
AR D AEBE, NOWARS
WG E
WA 15 BT #1793,
NERBAAR
Hoy:
Etonogestrel:
LS PN DOSEIR: Sk, Skew, MR, BD, RBOW, XA, FAiE

xK, AR, B RE, BYEEREPE, s
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Etonogestrel Formulation (Implanon)
&N &7 H 8 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29
12. EB¥ER
AT
H5
Etonogestrel:
PRE RS : LC50 (Oncorhynchus mykiss (#T%)): 4.0 mg/1
BEEWE: 96 /N
J795 FDA 4. 11

LC50 (Lepomis macrochirus (HEfEAPHE)): > 1.3 mg/l
I 96 /M

J7i%: OECD U3 0 203

2 PR BRI v B i o Bk

AN At K AT MESIY) © EC50 (Daphnia magna (7Ki%)): > 3.9 mg/1
(O FEFRINIA]: 48 /N

J7V%: FDA 4. 08

T TEAR PRI A FE I o B 1

AR (B ©  NOEC (Pimephales promelas (JE3L#%f4)): 0. 059 mg/1
FEFEI ] 32 K
J5i%: OECD Wik 501 210

NOEC (Oryzias latipes (HZATF#)): 0. 0000027 mg/1
TRFETE]: 183 K
J5 i OECD sk 5 229

XK K AETCEHESY) © NOEC (Daphnia magna (7K)): 1.2 mg/1

FERE (Pt d ) FFENE: 21 K
M=BR7 (KK AE 655 : 10,000
XA P r EE : NOEC: 70. 8 mg/1

FEFEW A 3 /N
PRI - IR 171 )
J71: OECD Wil 1) 209

EC50: > 1,000 mg/1
FEFRIA]: 3 /NS

TR ST - IO R 10 )
7775 OECD 3 U 209
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Etonogestrel Formulation (Implanon)
&N &7 H 8 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29
R AR REARME
5
Etonogestrel:
KA AR E T DOKfR <10 %G5 K)
J795: FDA 3.09
BRI
Ha
Etonogestrel:
Y E . FhJE: Lepomis macrochirus (5 I BH )
AW E R A (BCF) : 128
J71%: OECD M3k S 1] 305
1EFBE/ K5 B R 5 : log Pow:3.5
TIEPRER A
H5
Etonogestrel:
EEIRESBIF PRI ¢ log Koc: 2.84
J79E: FDA 3.08
HAFFEREEH
TCEHE TR}
13. RFELAE
BT
JR Ik D OANER R K HEN R KA .
P 2 it AL B
152 D DB AR AR IE E V] IR S AL B BTG AR Bl AL E .
WITE FANESR s A FH 72 T AL B
4. B@ER
H B
F#:3Z (UNRTDG)
A [ g5 © UN 3077
B4 [H 1S 3 4 . ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
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Etonogestrel Formulation (Implanon)
&N BT H 1 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29

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

eyl D9

(e D111

PR ©9

XN DR

Z%1& (IATA-DGR)

UN/ID %5 : UN 3077

B4 E s 4 R . Environmentally hazardous substance, solid, n.o.s.

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

K5 )

(el ©III

R . Miscellaneous

AU (Triz /L) © 956

ALEE UL (%2 /L) © 956

XN 2 .

#5532 (IMDG—Code)

A w5 : UN 3077

1A [z i 44 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

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

9 9
(el ©OIII

FR%s ©9

EmS %5 : F-A, S-F
WS G/ D

% (MARPOL73/78 A%1) FM] 1T F1 IBC LN
ANTE FH TN (77

B Pyt

GB 6944/12268

A E g T : UN3077

A Bz 4R CONIEA FREEI, R AERUE I
((17 a )-13-Ethyl-17-hydroxy-11-methylene-18, 19~
dinorpregn—4-en—-20-yn-3-one)

Fl © 9

(S oI

PR S9

WY GE/5) B
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Etonogestrel Formulation (Implanon)
&N &7 H 8 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29
FRER B Y iE it

ARG HIE R 73 RS T, SRR TA e e BOR UL i i AR AR VBT . 185
oy AT RE s s 2 R RS AR IX s [ R R AR 7] T AT T AR [ o

15.

EAER

ERER

RV Bl ¥R

5y i AL 2 i B B

Zy il BEAL 2 IR 43 AL R E S 1IN
KITRY -

Wb 7= it B 2E 43 Y AN 8 T AR I8 SE A 2
FPERmBSE T HAFHRFEER:

AICS DoORE

DSL DORE

IECSC DR

16.

HER

&1T 5 D 2024/04/06

HMER

SR D ONESROREE, EdERVETIEAEL SDS. OECD eChem [/ #4348
REER, PIEKRKINL A E R, http://echa. europa. eu/

H 1% 2 L #/A/H
FREIEAE T RS

ATIC — KA oA A Shif B ANTT — BV [ R EE B SR, ASTM — SEEM R SLIR i &
bw - fRH; CMR - U@, BRDHSAEIZTEYR; DIN - MEFHELS:S; DSL - MEKEN
R 45 BCx — Bl xRS IMRE: ELx — 3I#0 x%UN A2, EnS — N2k it; ENCS
- BAMEREIEY R 45 ErCx — 918 xRN I ERG — RiZAdEFg; GHS - 4¥kik
G oy RS, GLP - RAFSEIE ML, TARC - EPFRERERT AN ; TATA - ERFRITE
B2, 1BC - [HPrfisis i fa ki S S A s f v & B0 1C50 — ik B, 1CA0 - [H
PrECHAT 42, TECSC — HEBIAM =R 45, MG - [HFrifgis G iy, M0 - ERFRgEH
A, ISHL - HARTNZ e RERE, 1S0 - EprbrrEb a4y, KECI - #iE AL FY R 4 5 ;
LC50 — MR NBEBBOCIKREE ; LD50 — MR AFEEREOLE CGEEEIEE) ; MARPOL — [EFREY
IEARARIE 5 YA Z); nooos. — RAFIAM; Neh — BFHAE; NOA)EC - LAl CHF) {EH
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Etonogestrel Formulation (Implanon)
&N BT H 1 SDS %5 HIRIETT H #: 2023/09/26
3.22 2024/04/06 16538-00026 )2 H #H: 2014/09/29

WEE; NO(MEL - JErrl (5% fERFI&E; NOELR — JCrl WAEH fifar % ; NOM — SR76EF 2 4Nk
NTP - ERBHZEMLIAL; NZToC - Frii = =W sk, OECD - &S ES kAL, OPPTS -
HOPE ARFIFEERPAZE,; PBT - FEAME. AV R RS, PICCS - FEHE
S SEYR 45, (QSAR - GER) S5 —IiGMERR; REACH - KM S F &K T 10
SEREVEM . MG BEBURIRR &1V (EC) 1907/2006 5 ; SADT — HMGERIEE; SDS - %4
HARBI T TCST - SISEEA LA YRIEM: TDG - fERWigi: TECI — 22 LA L= ms
By TSCA - EEA{YFRESE; UN - BeAE,; UNRTDG - BRA E kTl fmyis i di1s;
vPvB - ERFAMER A REEYIR ; WHMIS - TAESZ T fEk i B R4

R

PRV R L5, AL EBRUEMIAS (SDS) T 2 HEeHt 5 B HEm iR sfE 8 R AE%
ERAE R T, A B, ENRARRERE, AMURAERSRE R RAE - BUR E A
BROCARESS, BERFEMEREE R EA SDS TARHE IR E M EA K, 2 SDS T AIAT RS AR T
AR RHE & BRI AR, SRR IS ER e R AR P S8 AR RR E PR 5T T s A5 A
BAE A I TATAE Ay ORI BT, WA 2 b SDS MPRHFIE FPEVEAS (A
EHD

CN/ZH
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