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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
8.0 2024/04,/06 2698003-00017 MEAER B 2018/04/12
ERAEE % 1ER o H226 BINERARUVZES .
H350 FEASA D & Z 1,
H360FD £MERE~NDEFZEDHEF N, BRADEZZED L%
n

H372 REAICH =5, RIIRERTICL Sz (FiE & M
& ADBR) DEE.
HA10 REIMRGRIRZEIC L o TKEEYIZFEREIZR BN,

REXE:

P201 = FRTICEIRERBAE X AFTH I &,

P202 £ THREFEEHAHEMRT HETMYHEbHRENI &,
P210 24, BEDHD. KTE. BRRUMDFEMEMN SES T
5 &, BiE,

P233 BREBEFHLTHLL &,

P241 IHIREL D (B MKEE TRARIS HER] =&
H¥5Z¢&,

P242 NTEZRESELVWIEZFHAT I L,

P23 B ESMEICH T AIEEZET H &,

P260 ZKEWMA LTINS &,

P264 BNtk WMRISEEHE K CHES 2 &,

P270 COBGEFERT L2, RREXXITEEEZ LGNS

&
P2I3 IREBADMEERTDHZ &,

P280 REFR REK RERE RE@mEZERI L&,

IEREE:

P303 + P361 + P353 FE (XIFE) IZHEL=BE  EHIC
FBERINEKEFETHCZIE, BEEK [XRIEPvT7—] T
‘S &,

P308 + P313 [FK BRIFIFK BDBENHDIHE : EENDZLE
SFETERITSHI L,

P91 M ZEIINT 5 &,

RrE:

P403 + P25 KD R WS TRET H &, ImMLWLWEZAIC
B,

PA05 fEfE L TRET H &,

RE:

PS01 REY . BHREARBSNLEBRICERET S &,

GHS FEIEE L E LM DERB S
EEGHIERVEBESNGFE | ZIFEREBREREVMERRT I ENH S,
BEEREOHE
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BET—4V— b [
Estradiol Formulation i ORGANON
RE= WETA: BEES: ATEET A: 2023/09/30
8.0 2024/04/06 2698003-00017 #EIVERL B 2018/04/12
3. MERRUHSER

LEME - BEEYORE REY

R4

[4=223 CAS &S SHE (b w/w) BHAREE

B85
I8/ —L# 64-17-5 >= 40 - <= 45 2-202
RUT 2 1) IVEE 9003-01-4 0.5 6-898
2,2,2'-=ryakyxa/— [102-71-6 0.5 2-308, 2-353
)2
|Estradiol 50-28-2 0.06

#EFERTSINATLSHE

4. [ERIEE

—fREIT7 K/NA R

RALF-BE

REIZFELIGE

RBICA-=5B&
RARAATEEE
SHERRVERMEERDE
HEE R HIRER

BREEZY 2EDRE

EEICK T HHEFRGTERE ¢

EHDHZEL. [NV T BV EEFELICEEDZEZ
2T,

ERARSICBE, FEERBAHDGEEE. ERMOETRE
2T,

RUVAAEZIBE. FIRGTESDERABEHT 5.
ERLEZRITS,

BEMLGEE,. BELICREBZRAITALESEDKTENRT.
FBERLERBRE S VH ZR <.

ERLEZRITS,

BEAOAICKRZRE S

HEemERT HEIICTERICHK S,

FOHEE L LT, KTREESET S,

FFAH Y MBGT H2HEEICIIEREETEREZIT5,
RARAAEZIHE . BEICHENME L,

ERLEZRIT5,

KTAZELLCTI L,

ENADETN,
AREREADEZEDOE TN, BE~NDEZEDE TN,
R#IH=5. REREFLBICKLDBHOES.
HaMAERFBELDREITERZHLL. HESA TV SRR
ERZERATHIE. BREOTFRENHDHBZEIE. HESD
BYGEAREEZSROCE (BB %25H)
XEREBSURMEREZER TS &,

5. KKFFDIEE

B 73 N H

KIEFE
fit 7 ILa—)LiasE A
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REF—5y— b

Estradiol Formulation

RE= WETH:
8.0 2024/04/06

BBES
2698003-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2018/04/12

0 TIEAR DR LVH K]
BHEORKREEM

BERBERIEY
BEDHXAE

HRETSEHEDRE

ZHfbmER (C02)

IR H XA

REFHERDK

BIRKIZEBHERIE, KENFLS G2 YRV LEEY T
HDT, ToTIFEBAELY,

MNEY DRSO YBERAEZ LN D,
ARFIEREBALTERMEICLEEEDNH D,
REEERIN~NDBRBIIRRICEZRETEENH S,

RFREIEY

BGORN & BHQIREICIE C TAYGHKFRERN S,
KAHDBRHZE AT H=DIZKEEET 5,
RETHNERBEI VT FERKBEEO ST,

R BEESEDH &,

KREFFIZIE, BIaRXITRBEERT 5.
REEZHERAT

6. RHFDIEE

AKIZH T 5 EBEE, RiE

BERUVRAREE

REICHY HEEEHE

HLRAHRVRHEDFERD

2

HEDHEKNFEELGTDHLDERYKRL,

REEZFERAT D,

RETWMYKZNDOT AR (HB T Z3H) ©, BAARE
Bn#RERICEYN (BEE 8 E23H) .

REBE~OHREZRITEH L,
REEZHRALTHL, IO IIFIhZELEDS,
GEEICIEERIDEC HFHLRADERIEIFANUNN)TRHRE
I2&3),

FBRINF-RSEKEREL., UnT 5,
RENELLERTELEWMESIE, thABARKISERT 5,

HEAIEZERA LR TAIELZES AL,
TEERRINM TR EE S,

HR/ZBK/ SAMEKRT L=y bTHIZS (BRET
%) ,

ZEICZENBE. HRREZECFOHEYLH LAOFE
#HELT, BADHEWVWESIZTEIE, BWRIEICERALEE
MERDTTRWEFBZENTEEIEEICIE, BULLE=Y
B EULRBANICRET S,
REYMEZELRRINFITHRET S &,

ABESZHME., BETIECE. SHAFEAASLIVEDR
BlIZfE>THIEBTE L, TORBICERINF-YMEIZDOL
THLRHETHS, EORUNBRINEINEHERT ILEN
Hbd,

ASDSNDEE 13ELVI5I2HNT., MABARKRELUVE®D
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RET—HFV—F

Estradiol Formulation

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON

BEES: AIEET H: 2023/09/30
2698003-00017 #MEERLA: 2018/04/12

EREOEZEDY .

1. BREVWERUVRELOITE

&L
5300
BRrEER, £A8BRK

ZERFIEEIR

e s [
BAEXE

EMEIEME

REUBRLEMY

FLEHLERVRERBEDENDRENRESHE,
THRHEBENTETRENEEIE. BAIREEZFAL T
=Ly,

HIRE D [EXER. BREE. BRAKRLLEOKER] =&
BT3¢,

REOKRIZH T,

RRERALGBLI &,

BRAAFLN,

AR& DEfMZERIT S,

WMFWVRIEIEEELSES &
BISBREREOHKRICE DS, EEMHOBHERLUVREHED
ETREIHORYIES &
HERAIEZEALLZTAIELZES AL,
BREFFALTHELCIE,

B EBREOLD. NTE. BARVOBEKNENSES (TS
E. BIE,

HESBEICH LTFHUEFERELD L,
COEREFATHIEEIC, MBEITBREE LA &,
FNOEREMEHILEL, BE~AOKHEER/NMRIZCTEEL5FE
295,

E& L5
BEOERPIZIEEMEADIE BEOTENENH DHBEIE.
EEBROELIZTA IS VT VRATLBEEIURE YD ¥
J—%ZHREBELTLESL,
FAPIIRBRUBEEZZIET S,
FBRINERKRITBERT SENKET S &,

BUHESRILODNEERRIZANTS <,
ERELTRET DL,
BELoMYEDH S,

FELL, BEOBRWMEFITRET 5,
ZEDOHEIHR->TRET S,
HOENENOES TS,
ROBEFEFEE V-S> LLITRE LA
B b 14 A

ER b TR

BSREVWHE: MRGL,
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REF—5y— b

Estradiol Formulation

RE= WETH:
8.0 2024/04/06

BBES
2698003-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2018/04/12

8. [F<EMILERUREIEE

EEREICE T IRABNRERT/HFRRE

5 CAS B2 BIE(RER | SEEE/EEE | B
) EIHEEE
T4/—)L 64-17-5 STEL 1,000 ppm ACGIH
2,2,2'-—pr)yR k)T AR 102-71-6 TWA 5 mg/m* AGGIH
J =
Estradiol 50-28-2 TWA 0.05 ug/m3 (OEB | Pu&R
5)
SR R
| RE=EUSIE [ 0.5 ug/100 cm* | MIBD
4 P EEBITETRBREEEZRERICMZ S &,
+HBMENTERVEA. BFRHSEBEFEALTE
L,
PREO [ESiKs. BEEE. BOKSLEDOKE] &2
RTd&,
fRER
R RS ENHBFHKEBEAFATEAMES, F131E < BT

24NV E3—247F
FNRER

HE
s%

RORER

RERVEADRER

THEHA LS4 VOHEEANDIE K EBATSNIHEE,
RREFEEZERALEL LS,
BEHESHY AT

GESRESES

EERMEDRECEICLY., FXRBICEoILFEMENETF
REFESTE, CORMNFREZBRY SRMEOIN LT
WL, FREERICNMYEBZAD. BHREXICERTSL
RRDOFROMEFMEEZFROMVETICHNEDLE S &
THET S, HAETRET. FOREEDERIEEZ
RIS HY ET, KREATORERICEIFERS.
ROBAREREZERT S :

{REEMRER

EZMMET —2 S L VRAIZE T HRE RO ST &
DSWTHEYGRERERIRT S5 &,
ROBEAREEZERT S :
BREUEFEAJET IS XNOBRENH S EMNFMTRSH
EEEE. BREEERLRERZFERAL TIZEL,
FEEMEORER (FR, AiE#. RHMGE) ZERATSHC
ETRE~NDEMZERT S,

9. MEMHETLFHEER
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REF—5y— b

Estradiol Formulation

Apuhlic

-5 ORGANON

IRES WETH: BEES: AIEET H: 2023/09/30
8.0 2024/04/06 269800300017 YEER B: 2018/04/12

PIRAR AR TIL

& =, E#E

B —5715L

RioLE0EDIE TR

LYV -4l = T—RL

HR T HE R K U B T—R27%IL

ATATE (B, SiK) T—R%L

AIATE (G&RIK)

FEAME BIKRSER)

BRETRARVERLRR AIARR

BRAEEEO LR/ AIRER

&

BREEHERDOTR / AIATR

B

EIPC

BRFENRE

R
BIHEEE (EpHhTEER)

BERE
KB

n-#449 4%/ —IL/KoEEi&RE
(log &)

b

[l

U/ RIFHEAEE

=
S XU
#E
ke

EO
-}

T—37%GL

F—a#iL

21 -30°C

ik BRARX SN AR

—a7L
6.6 - 6.8
F—a1L
F—a1L

60000 - 85000 mm*/s

7123



ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EERE: 2018/04/12
BE F—RHL
B HRABRE D T—4%L
IR FIFMN o JEIREMHE
BA AL 45 1 D RBRERIEETE S LTIESEE AL,
NF=E o JEERY
T4
WFHA X L F—ARL

10. REMRURIEHE

Rt D RISHERE L TRIES G,
LR EN D OBEEORETIEIRE,
el B E RS AT RE DOBINMERAERUVES.

ASIEIEILBRREMEEMERR TSI ELH D,
BUOBRIERIERIST 52 ENH D,

BETHREEY OB KL NTE,
BfERYE D OERMEH
BREE LN BRERY D RREELSMBERDIEMSA T,
1. EEMHER
AHEED H L REBEOER © |BA
BRI HE
EE

RIZCA--15BE

SHEH

FATREAIERICEDOCRYDETERL,

B4

IH/—):

auEn (&o) . D50 (5w k):> 5,000 mg/ke
Fi%: OECD HE&EH A K541 > 401

2HE% (]RA) : LC50 (S v k):124.7 mg/|
MREERER: 4 h
HERIREE: B
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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12

Il
RYTH U ILE:

2MEE #&nO) © D50 (v k):> 2,000 mg/kg
BE BT 2MELIEONE-T—2IZE DL
2,2,2'-—ryRMYTR/—I:
aSsEE (o) : LD50 (5 k): 6,400 mg/kg
s (BR) : LD50 (U4F): > 2,000 mg/ke
Estradiol:
AaMEE #&nO) © D50 (v k):> 2,000 mg/kg
SMENE (ZOMMOREK) : LD50 (5w k):> 300 mg/kg
BERE KT
BREREY. /3T
FIATRE T ERICE DR YNFETERLY,
B4
IR/—):
(= S
Hik : OECD HERAHA K54 > 404
fER D RIERIEAL
RUTOILEE:
(= S
fER D RIERIEAL
5 D T AmEMBLONT—RIZE DL

2,2.,2'-=hynkr)xE/—):

(Ed LS
ik . OECD ERHA RS54 404
LEES D ORERIEGL

RBlzxtd 2 EELBEE BREE
FIRATTRETIERIZCEDCRBR Y RETEALY,
%0
IR/)—):

||z LS
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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12

fER . BBAORIE. 21 BULAIZEIE
ik . OECD :RERHA K54 > 405

RUT O VIVEE:

(= S
faR . BR~ORIBZL
e L BT AMEMSEONIT—RICEDL

2,2.,2'-—rynbkyzxTr/—j:

| i S

fER . BRBADQFEAEL
Estradiol:

| L BRAORIEA L
PRI 28 B VR S I3 B2 1 R4 1

REREY

FIATRE T ERICE DR YNFETERLY,
0% AR R VR 1
FATRESERICE DR YNETELL,
B4

IR/—):

HERA A T © BT DNEEREEER (LLNA)
REODTHERK D RIS

& DY YR

fER DEM

2,2.,2'-=hynkr)xE/—):

SHER R A T D RFIURAE—T 3 U
REDTRE D RIEYEA

[ DOEILEY R

ik : OECD :RE&RHA K54 > 406
tER DR

Estradiol:

RED TR D RIS

2 D EILEY R

TERAAT D REEBBIEIEEL,
HER =
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ReF—2U—F A

Estradiol Formulation i ORGANON
&S ETA: BERE BTEIZETH: 2023/09/30
8.0 2024/04/06 2698003-00017 #IEERK A 2018/04/12
a2 R
FIATRE G ERICE DR Y NETELLY,
5
I&/—):
in vitro TOEGEM D RERA A T in vitro HELEIYMMREIEFEERER
R fEt
HERA A4 T MEYMERA N SEIRERETERER (AMES)
R fEt
in vivo COEEEEMN D RERA A T T owmEEMEERER (M)  (in vivo)
FE.T9HX
BERE: ShAAALTEIEE
R TEAEE
2,2,2'-=kykyYTHR/—):
in vitro TOEEEM D HREBRAYA T MEMERWDSEREAZTELAE (AMES)
R e
Estradiol:
in vitro TOEEEM : HER2 4 T.DNA Bi5L1E1E. WIAMMBEOTER DNA &K
(in vitro)
FAMRT L IFELEEMHRE
R S

RERA A 7 in vitro Z2BAERERKER
FRMVRT L 1FELEEMHRE
R B

R4 T REREE
TARRT L (ZELEEMR
BER H

in vivo TOEEEMN D BERAYq T 2B RKERE
B Sy bk
R Ba8
R

HER2 A T R BRERE
EYOR

ey 558

R fE
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§ é 7_'-‘_ a :/ - F Apuhlic
Estradiol Formulation i ORGANON
&S WETH: BEES: BIEIZRET A 2023/09/30
8.0 2024/04/06 2698003-00017 YEERABR: 2018/04/12

EHRAE

ENADEFh,

5

2,2.,2'-—pyyakyxr/)—)L;

& Zvk

BREZI% R I 1

i 55 B 103 58

R g

Estradiol:

2 THR

BREZI% A RAATEEE

R 2= A 24 v B

LOAEL 100 pg/ke

fER 14

edal e A RETERR

& AN

BREZIK BT

A 5 B 13 58

LOAEL 20 mg/kg AE

fER [k

[ERF S RS

HAAM - TERAVE ¢ b FOEPOHAEC L HEEHAIE

HESY

EERENDEZEDE T. BE~NDEZEDS TN,

5

IR/—)b:

PEIRICK S D7 &

HERS A T R

B YvOR
BE5RE: RAFAATESE
R e

2,2,2'-=kynpbkyxTa/—):

BEIRICH I B E

HERA2 4 T R A ES R
B ovhk

BERK: A AATZIGE

#i%: OECD RERHA K54 > 416
R fE

12 /23



RET—HFV—F

Estradiol Formulation

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
2698003-00017 YEERABR: 2018/04/12

Estradiol:
RIC X 9 5588

HERAA T R/ REEERV ) —Z VR
B Sy bk

BERE SRAHRAAEEE

Fi%: OECD SREEHA K54 > 421

R a

HERA 4 7 —HREFES AR
B oyhk

BRERZRR. R AATEIEES

S 5EA: LOAEL: 0. 5 mg/kg {AE
R READEE,

HERA 4 T —HRETES AR
oy bk

— [ AELARM: 90 d

H5E4: LOAEL: 0. 69 mg/kg {AZE
R ZRE~ADETE,

HEEY A T R EHER
B.YvIR

BE#K 0

H5ES: LOAEL: 0. 1 mg/kg A&
R ZREADEE,

HEB44 7 2RI L UVBRERER
FEB.YOXR, AR

BER® KT

2T o LOAEL: 4 mg/kg AE
EK: FEMNBOHSNT-,

R B EIUMR.

HERA2 4 T — R A ES AR

oy bk

BERK KT

214 LOAEL: 2.5 pg/kg AE

fEIK: AERFD

BR G BEMHELFRANDEETLEENHLIEMNFHIBHL
1=,

HER2A4 T BN L URREREE

B ovhk

BEEREK KT

FAFEM: LOAEL: 0. 2 mg/kg AE

fEAK: BEAIRUR / RURE, , BAOL-EHFRREOH, . AE
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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12
B
R EEEHEFRADEELEZEIBREEENT MG EIC
DA LT=,
HEEE-T7TEAAV K D HBEHREADEFZZEDEEN, BRADEZZEDHF N,

HEENEBREE (BEEIECE)

FIFETREAIERMICE DR Y DETE4HL,

HEENEBREE (REECE)

RHIch-5. RIIRERZICL DS @ & IR ABR) OEE,
%

2,2,2'-—rynbkyxTa/—):

TERAAD D GEEEERE 200 mg/keg bw LT CIXEMIZHB T HEKXRGTREEAD
EEEIENI T,
EEEEF 0.2 mg/l/6h/d LT TIXEMIZHE 1T HEKRLEEA
DELE(FEMN-T=,

Estradiol:

IZ R 2 O B, MR NaiER
TERAAD N D REICH-5. XIIREFCEIZLIBRDOESE,
RELESH

%

IR/—):

[ Ty kb

NOAEL : 1,280 mg/kg

LOAEL . 3,156 mg/kg

BE5ZR D BRAAATEEE

A 55 B : 90 Days

2,2,2'-=—ryRMYITR/—):

2 2wk

NOAEL : >= 1,000 mg/kg

B 5% D BHRAALEEE

IR ERRE : 90 Days

2 D 2w b

NOAEL : >=0.5 mg/l

&5 %% D RAF LA/ R NIE
A 55 B R 28 Days
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ReF—2U—F A

Estradiol Formulation i ORGANON
&S HETH: BIARE BTEIZRETH: 2023/09/30
8.0 2024/04/06 2698003-00017 #IEERK A 2018/04/12

| pagz © OECD HERHA K54 > 412

& Sy kb

NOAEL © 125 mg/kg

BERK D RISHEM

i 5= B R : 90 Days

Estradiol:

2 Iy b

LOAEL ;o >=0.17 mg/kg

BERH® D RARAATFEE

R 2= A > 90d

ZHfE 2R © O FLER, DRE, FE (EHEESY) , HE B WanEk, @m

®OER

BZABEH

FIFETREAIERMICE DR Y DB TEAHL,

AEITH T 5 REAEER

5

Estradiol:

|o& A R S5FE, Eh

R EEfA COEIR: RERIEE, R OBE

RARAATEIGE C EKEERR, BEAE, HFEL, B, T, KoERE OF#

BEDOEL, HH0ZEL, ILEDNERE £EFIE

12. REZEER

EREEM
5

IH/—)L:

aEn : LC50 (Pimephales promelas (77w bAw FZX/ D)) >
1,000 mg/|
BREERFR: 96 h

SOVOEOKEESHEY © ECS0 (Ceriodaphnia (22 >3)):> 1,000 mg/l
IZxt9 55 BREREFME: 48 h

BEEEKAEEMITT BEM ¢ ErC50 (Chlorella vulgaris (G%7KEE)): 275 mg/|
RREERERA: 72 h
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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12

EC10 (Chlorella vulgaris (G%7K:&)): 11.5 mg/|
BREREME: 72 h

SOVIOAFEOKERESHEY . RAEEZEEE (Daphnia magna (A 2>30)):9.6 mg/l

IZx9 5&F M (BHESHE) BREERFR: 9 d
WEMIZxX T 55N : EC50 (Pseudomonas putida (a— KEFX - FF4)): 6,500
mg/ |

BREaRFMA: 16 h

RYF79)ILEE:

aEMN : LG50 (Brachydanio rerio (¥ 7574w a)):> 100 mg/l
RREERERE: 96 h
A% OECD HER A A K54 > 203
BE BUTIMEIEONET—2IZE DL

SOVIAEOKEELSHEY © EC50 (Daphnia magna (A4 3> 2)):> 100 mg/|
[Zxt9 55 BREERFME: 48 h

A% OECD SER A K54 > 202

w5 BT IMEL /O T—FITEDL

BEM (IBHSH) D BRAREZEEE Pimephales promelas (77w Ay K3/
2)):> 1 mg/l

PREERFfE: 32 d
wE: BT IMEMSBOAT—RIZEDL

MEMIZxtT HEMH : EC50 GE4:FIE): > 100 mg/|
BREERFM: 3 h
#i%: OECD REEHA K54 > 209
BE AUTIYEIEONET—2IZE DL

2,2,27'-=ryBRMYTR/ -
aEn : LC50 (Pimephales promelas (77w bAw KX/ )): 11,800

mg/ |
RREERER: 96 h

SOVIENKEELSHEY © EC50 (Ceriodaphnia dubia (3 <> 3)): 609. 88 mg/|
[Ixd 5EM BREEEFME: 48 h

R KEEWICHT HEM © ErC50 (Desmodesmus subspicatus (#k%)): 512 mg/|
RREERER: 72 h
HERME: PR R

EC10 (Desmodesmus subspicatus (#%3)): 26 mg/|
IREERFRE: 72 h
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RET—HFV—F

Estradiol Formulation

RE= WETH:
8.0 2024/04/06

BBES
2698003-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2018/04/12

X9 BFE (BEEN)
WMEMIT HEMN

Estradiol:
aEMN

X9 BEF M

BEL (g1ESE)

X9 BEME (BEEMN)

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

SOVAFEOKEERHTY ¢

SOVOAEOKEESHEY

SEEE O KEEWICKT BEN -

SUOVIAFEQKEERHEY ¢

WERME: hFIH &

RAREZERE (Daphnia magna (A4 32>0)): 16 mg/|
IREERFRE: 21 d

[C50: > 1,000 mg/|
RREERERE: 3 h
Hi%: OECD REEHA K54 > 209

LC50 (Oryzias latipes (1A% #)):3.9 mg/l
RREERER: 96 h

EC50 (Daphnia magna (A4 3 >3)):2.7 mg/l
IREERFR: 48 h

RAEZERE (Pseudokirchneriel la subcapitata (%%:%)):
1.7 mg/|

BREREFME: 72 h

7% OECD RERAA K54 > 201

EC50 (Pseudokirchneriella subcapitata (#:%)):> 1.7 mg/|
BREERR: 72 h
7% OECD RB&RA A K54 > 201

BRARESERRE Oryzias latipes (F14 4 A4)): 0. 000003
mg/ |

BRFERFMAE: 160 d

A% OECD HER A K54 > 210

RAEZERE (Daphnia magna (XA 22230)):0.2 mg/l
BREERFMA: 21 d

1,000

EC50: > 100 mg/|

BREERFM: 3 h

SHERAR A T FEOR N

7#i%: OECD HERH A K54 > 209

RAEEZERE: 100 mg/|
RREERFRE: 3 h

RERAZ A4 7 FEOR N

7% OECD HERH A K54 > 209
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Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12

REM - SN
B4

IR/—):

RN L R S,
R 84 %
AREEREME: 20 d

RYT O VUIEE:
EofEE DR So@EETIEAL,
BZ AT 2mEMBLON-T—2IZE DL

2,2.,2'-Z—rypbuyzTR/—)L:

RN L R SofEE,
E0fE: 96 %
AREEREME: 19 d

Estradiol:

RS DORR BENETRE
0 84 %
RREERERS: 24 hrs

EHERN

B%:

IR/—)b:

n~%%9 %/ =L/ KAERHK - log Pow: -0.35

(log &)

2,2,2'-=ryRLYITHE /=)

EHREREN : F&: Cyprinus carpio (3q)

EWiRMEEF (BCF) :< 3.9

n-449%/—IL/ KPBEHRE :© log Pow:-1.9
(log &)
Estradiol:

n-#449 %/ —IL/KPEHRE :© log Pow: 4.01
(log &)
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ReF—2U—F A

Estradiol Formulation -z ORGANON

RE= WETH:
8.0 2024/04/06

BBES
2698003-00017

AiIEIZRET H: 2023/09/30
#MEERLA: 2018/04/12

TiEDDBEM
B4

Estradiol:
"ﬁﬁ¢®ﬁﬁ

TV UBADHEE
L
thnFELE
TR

log Koc: 3. 81

13. BRLEDEE

BESE
BRREEY

BRRBRRUVEE

A BAEDBRHEIZHNLDT S,

BREMEZ T RKAHEH L TG54,

ZOREBIE. VHAM I ILELIIEREOLOIZ, BAE2(T]=
REYWNIBEEIZRFTET 5,
HBYDEITZDORBIIERGEAIREELHY .
CDESBBEBIZEHZELFEY, Yo=Y, IFAEMITL
=Y, AoftIFLizY., FULTRZHITY., #lFY.,
BO%, KELLLIEZDELIDARENEIZSHIHINT
KFEEEL, BEROREGEEREZSISRERTAIRELADY ET,
BICIEENEVGES., REAMELTEET S,

14, MELDZEE

E R

e _t &% (UNRTDG)

EEZES (UN number)
EE# %4 (Proper shipping
name)

E&E 45 48 (Class)

B#ER (Packing group)

Z X)L (Labels)

REREMH

fin22g@m;% (IATA-DGR)

UN/ID Z% (UN/ID number)
EE# %4 (Proper shipping
name)

E&E 448 (Class)

B#RER (Packing group)

Z A )L (Labels)

UN 1170
ETHANOL SOLUTION

3
I11

3
ZH

UN 1170
Ethanol solution

3
11
Flammable Liquids
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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12

wafEr (BEYH) (Pack- @ 366

ing instruction (cargo air-

craft))

WafE R (REH) (Pack- @ 355

ing instruction (passenger

aircraft))

7 _E¥yX (IMDG-Code)

EEES (UN number) : UNT1170
"Eliéiﬁizﬁ (Proper shipping : ETHANOL SOLUTION

name) (Estradiol)

E:E5 48 (Class) : 3

BB/ ZEHR (Packing group) o111

Z ~)L (Labels) :3

EmS a2— F (EmS Code) . F-E, S-D

BEERWME L - FRL) Y
(Marine pollutant)

MARPOL 73/78 Mi&E I1 B U IBC 3— FIC L L oHAME SN DK AEME (B - EZKD)
e SN RKEOEMIZITIEZSE,

PR il
EoREDERGIE. ]|HE 15258 I 5.
A DRERE

CCICRBEATLAEES . BROBMETOLOT, KRRET—2 2 — FOFRTHRHS
NEEIICHABESNEMBOBREDHITEOVTWET, WXL HEE. RBFR. Nv7r—2H
A XEMFOMADHRBDEREIZLY . EESILAREELAHY ET,

REFHLAHERHES D127

15. BRZES

BEE LR
HBE
FEUEE, 7ILa—ILEE, (400 1w kL), ERER 1]

L&EX
BRIt FYME

=z £

F)ITR/ =TIV 108

TOVIEESEY 234

FEREMEE

WEENBELShIFAEY
JEER
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ReF—2U—F A

Estradiol Formulation -z ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 2698003-00017 #MEERLA: 2018/04/12

BEDHAZEZITENEFED

E

EREE LR ARYE

EH

ZEREOEH oh-LEME (BFLEHE)
EE

ZRREORHo-LFYE FHREHEFEHE)
L

BNEZBENTRERRVRUVEEY
EE ST ED 2 (BITHRARE 9

=23 SHE (%) &=
I32/—I)L >=4( - <=45 -

FJITR/ =TIV >0-<10

BMFERTIRECRVRUVEEY
EEST & RITHE 18K

=z %
| B -

BRARMENE (SEBELMERRE 5T £02)
B

HELFNERETFHRA
FHY

SRR BT R

FHY
m7ILEIL iR ETRHRA
&
ABER PR T HRA
&
FBREMERRTE - WRE— (RIRW)
SIKMEDY)
ENRURIMIEE

%
LEME IR R SRR
%

®mEHRARRE

&
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ReF—2U—F A

Estradiol Formulation

-5 ORGANON

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30

8.0

2024/04/06 2698003-00017 #MEERLA: 2018/04/12

DE S ElE S

E

R 2%

ERAIE 2,3 XERMERAKRE 11 5IKERAE
2e ik

FBITRAISE 194 KEKRMERAKRE 1: SLREREK
BESRERVBLEEOHLICET HER
(&5 FEA#E D AERAMECH)
18 f i D BEEEYE
FREE R U R fhEE A%

FRERBHREN G - @A)

EE

BEREAEHERE @ - WAZE)
e

REVONBEVERICET %R
BAEEEREEY

COHBOESIZODVWTEEAS ARV ) —~DEREIER :

AICS N N

DSL AR E

IECSC N
16. Tt 1EEHR

ASS [CHENTHBREREZDBNARYEDRENMERTDERIL. EXMETHIEEE
BHEYT

5| B>k D BB T—42. EMESDSIZE I F—4., O0ECD eChem
R—FILE X UEINEEWMER http://echa. europa. eu/ D&
RIEE

LEIN—2a U o ZEBEENEEAREAXETEH 2 AR THRARTINATVET,

Bfto+—<v bk . #/B/H
ZFDHDEEED L

ACGIH . HE, ACGIHFEFEIME (TLV)
ACGIH / TWA ;B M. FERIMMEEH
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ReF—2U—F A

Estradiol Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04/06 2698003-00017 EVER B 2018/04/12

ACGIH / STEL . ERMEERR

ALIC - #—R FSUTZDIEERERA AL MY ANTT - 75 SILEREEME: ASTH - X
EMHHRGS bw - AE MR - A UM, ZERM. £RFSESHLIE S HME DIN -
FaUBRisthai®E: DSL - ERMEYRA L (BF %) E0x - FED XhOREZERIFT EEX
BNDHRE: Elx - FED XMORISERIFT EEAOGNDAFEEG: InS - REBDRAT T2
—JL; ENCS - EBEOBFLEMEY R b ErCx - FED XWORBERIFTEEZONDM
RE; IRG - BRAMISOFE|E; GHS - HRMMS X7 L GLP - HEREMEMREE: 1ARC - EE
PATRRHE: TATA - ERMZEREGS: 1B - BIRIEFGDESFEXD-HOMMOEE
BRUREIR T SEMRAI 1050 - S0%MEEFERE 1CA0 - EMRRMAMZEMES . [ECSC - hER
FieEWELE: NG - ERELERMRE, IN0 - BRESEHE. ISHL - SBReHEE
(BA): IS0 - ERZFEHME. KECl - BEBFLFEMESRK, LC50 - S0%BILRE: LDS0 -
50%HEE (FHHEE)  MARPOL - MK BB R DML -HDEMRSEHK: no.s. - #lI
RENBRENTNDLDEKR: Noh - FURE NOWEC - BAEERERE NOWEL -
BEEMZEL AL, NOERR - BFEUHLEARFEIG, NOM - A X2 a2KHA NP - KEE
REMTOT 5L NloC - Z2a—D—F 2 MEEMESNR: 0ECD - FF R NFASME: OPPTS
- EEMEREM - AFMLR PBT - BOMRMEN - £KEEM - FEE WE) © PICCS - 7
1 VEVEEMEA RV Y —; QSR - (FEH) #BEEEMEE, REACH - EZ2HMEDE
8. EME. B WHLUEHE REACH) (SBIF 23#REI (EC) No 1907/2006; SADT - B EmES
BE SDS - RETF—4Y— bk TECl - 24 [CHREQLENEDS VRV 1), TCSI - &1t
FWMEA oA MY —; TDG - falR¥E@E: TSCA - HBEYERHIECRE) . UN - E&E; UNRTDG
- EREERRYEEES. B - FEICHOBRUIIFEICHERN WHMIS - FXGRIKREA
EUMERHRSRT A

ZORET—AI—FWUT TDS] EWLVS) TRET HHEHRUT TRFER &0V 5)1E, KEE
BERICEVWT, B OZEOME. FHR. RUESNDLLETERTHIEHHLIZBLDTT,
AEHRIE, WRORLGEIMFKL., FH, LB, RE. @E. BEERVRRBICEATIHA4 R E
LTOAHER SN TEY . WA LI RIEXIIGEREELTEDTEDHY FHA. RERE.
SDS MEBEICREINTWAIHESIN-ARZICETIEDTHY . YZAEGLAMOES EHAE
hET, XRFTOEXAPTHERAINEGEE., AXFIZEENLZWLEY ., EMIZEA S0 AReHE
NHYFET, FEGOFEABRMAICEVTIE, AERERVUHRBEZERT 515481, FRESL
MOBRERAUZICE TI2REFZOENLTMEZESOH T, FAESMDERT 2HEZTOHEDIRR
ICEFHAREROEIEL. FH, LB, RUREICOWNT, BERELET,

JP/JA
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