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fhdd THT & ford Tus © 90d

(TFIUISR) gaTl

A&T 3aad A Ui, sfeTer, muiRm (ryier War wfgq), R, g8,
TSIsh I+ YOI, Tard, sb AT

CIGEEG]

JUA] SHHRI W aFffpd gl

TG SiRaW & 1Y U

3dd:

Estradiol:

1 GRT UGl BT L IR FHIAEE, e ¥ G Fdba

CEIREEED L S{TIR: 91 &1 e, arelt, gRfed

[RUGASEI] L IR RREE, TREIS<wsd Tede!, Iaa,, Jeel, T, o
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Estradiol Gel Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
2.0 30.09.2023 10608799-00006 Ugal §R SR} A Bl dRIG: 08.02.2022

T, TR U | Saeia, HrH=sT # URadH, T DA,
TEaRT SfHafidard

12. uTifRufaea J@=n

TiRfRufa® fauredar
AdYUd:

E'QF-ﬁFl:
BRI EARCLIESKI]

ST Ug 3 fe-3fed
SEELCLIESEI
HEINERICRICIEARELIESKI]

EIEIWEIRAELIESEI]

SHAT Td 3 Se-Xfed
STerer fasmaddn (RR®1feid
[ELIESED)

Estradiol:
CENICARERIESEI

SHAT Td 3= e-3fed
SEERELIESEI

RIGTe/STRT TYe bl fasTerdn

LC50 (Pimephales promelas (fhegs fHdl): > 1,000 mgl/l

| o Tg & o) Hudh (TaUIoR) §3MT: 96 h

EC50 (Ceriodaphnia (aTex &iT)): > 1,000 mg/l

| P Ima & ford Wue (TaIUIoR) g3 48 h
: Z3RAIUo ( Chlorella vulgaris (TSl O &1 RdTet (Test)): 275

I
%%ﬁwés%ﬁw(wu‘m)‘g&n: 72 h

EC10 ( Chlorella vulgaris (ATS! O} &1 RaTd (Tesi): 11.5 mgll
o Tg & o) Hudh (TaUioR) g3 72 h

EC50 (Pseudomonas putida (ISMHMMN GfeeT)): 6,500 mg/l

| - Ima & ford WU (TaUIoR) g3 16 h

NOEC: 9.6 mg/l

: o Tg & ford Hudh (TauioR) g3 9 d

USITfd: Daphnia magna (dlcx 1ZIFT"I)

LC50 (Oryzias latipes (\_rITlTI:ﬁ fIW)): 3.9 mgl/l

| o g & ford Hudh (TauIoR) §3MT: 96 h

EC50 (Daphnia magna (dIcX tWﬁ)): 2.7 mg/l

| o Tg & ford Hudh (TauIoR) g3l 48 h

NOEC ( Pseudokirchneriella subcapitata (B’ﬁ ard (Q?rﬁ)):
1.7 mgl/l

P gma & ford WU (TaUIoR) g3 72 h

T oft 3.3 2w Adwr 201

EC50 ( Pseudokirchneriella subcapitata (B’ﬁ ard (Q?rﬁ)): >
1.7 mgl/l

P gma & ford WU (TaUIoR) g3 72 h

I off 3.9 8. Tx fAdwr 201
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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SitaTops & fasTerar : EC50: > 100 mg/l
™ T & o Judh (TROISR) g3 3 h

TRI&0T Bt b Y- § T dlae
T 3 3. S e w209

NOEC: 100 mg/I

o Tg & ford Hudh (TaUioR) g3 3 h
TRIE Bt [ 4T-Ua § T hlac
T 3 3.4 St 2w g 209

ol &1 fawreadar (RReifei © NOEC: 0.000003 mg/!
rSTaR) ™ Tma & ford Judh (TaRTISR) g3 160 d

USId: Oryzias latipes (GlTCI'Fﬁ ﬁ@ﬁ)
T o 3 Eh 2w Fdwr 210

ST Td 3 efed : NOEC: 0.2 mg/I

ERERACRIESCINECAINGD o Tg & o) Hudh (TaioR) gofl: 21 d

[ELIESED) U Daphnia magna (dTeR Uil

Tq-thaey (RRPIfU® SIaex. @ 1,000

[ELIESKED)

T 3R SrasufOrrar

Sdyd:

E'ZFI}I?I:

fde SIashHurdT &1 & ;ORI I & 1Y Ui diids ¥ SHIhHUTBRT
QRISPSERIEEEIN

STHHUIT: 84 %
™ Tma & ford Judh (TaRTUISR) g3T: 20 d

Estradiol:
EICCASCELURICAR LG . giome: g ifa & eruehfordg g9 areft
Sfdd ITHAUT: 84 %
P amy & ford Tud (TaIUISRR) §3: 24 hrs

TuTfaa Sfas daa=
SdYd:
s'zFﬁ?l:

HISH TUT: (T : log Pow: -0.35

SficHIa/aTn

Estradiol:

15/18



GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Estradiol Gel Formulation

THT e &1 fafd:

T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

2.0 30.09.2023 10608799-00006  Ugdll R SR R B ARIG: 08.02.2022
U TUTp: (T . log Pow: 4.01
SfgeIe/ar)
firdt o wfa=fteran
3dYd:
Estradiol:
|IQHW$&ﬁﬁﬁﬁTUT . log Koc: 3.81
3= Ufaed gHG
3T IUAH Te
13. fAuer ifgard
fAreq & a8e
"ﬁu@amo—cnf(uatf) . e Bl AT B 0d B |
R fafgel oy thos |
gt ofd L T EoE DI AR DI g8 d HRA drll Baare! # gl ar
T & o o S|
R HER AT YRV B & 3R WRAP 81 Gobd g
U He-RI R Ga1d 7 T, PIC a1, 68 = X, Tl al, Alesw
AP, fGA B, A, I TRHA, Y, AR, a1 uoaeq &
3T T & WHA 7 AT | ITH fIThIe 8 Wb ¢ 3R 3 e
T Gl § SR/ 7Y B gehe B
3R 3r=yT fafAfEy 78t foa Tam: SroRjed Sate & U |
fAueE H1
14. Ufag= gaAT
ieRTga fafraw
UNRTDG
UN dsR : UN1170
Aagd &1 I A1 . ETHANOL SOLUTION
aif © 3
OfeTT U |
dad 3
TR0 & o @RS Dl
(@SY)
38 T A T-IT off 3R
g TH/3TE ST TR : UN 1170
A9g- BT IS 91 : Ethanol solution
gt : 3
e gu [
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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Flammable Liquids

NE] :
fSsardd o1 fgerd @M 364

TS TIgTo)

fEsaed @1 feemd @&t gars © 353

SHE))

3T TH 81 SH-dls

UN TR : UN 1170

":ﬁag:qu@‘r e :  ETHANOL SOLUTION
(Estradiol)

i : 3

ofe T U o

NEL] 3

EmS Tfdr . F-E, S-D

SRR Lol

IMO SUFBRVN & AR Uid H gikagd &

3mgfef g Mg thrsae & forg amy et

IuaRTHdt & fore faRiy Jraenf=ai

Tgl fau 7 ufag avife_ur Had GemT & Wil & ol §, 3R ThHE U ¥ 3Fidss Al &
o7 TR 3eTRa & SR o 59 TRe STet e & Hidr e aule fosan mar 81 ufkae ot fafdr, 9
BRI, 3R &t a1 awr & faf et § fafdeara & gaR uRag e fim-fir 8 9d B

15. faf~ramae @

verdf ar fireror F e e, W@y, 3R yafarur & fafawfae

39 ITeA ¥ 3aud fAmferfad gHa=< v ¥ gfua 8

AICS o fRuffea Y
DSL o i 7Y
IECSC o fRuffa 8
16. 3T T
Tuned &1 fafdy ©30.09.2023
Sffafved sF&RY
el Tffc & Jowad & ford . &= HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel
PRI R GEASIER] Ui Qe UM auT GRIFE IS Toia,

http://echa.europa.eu/

g@%mﬁwﬁmmw%ﬁmﬁa%a@wﬁﬁW%@ﬁmw
TR
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Estradiol Gel Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

20 30.09.2023 10608799-00006  Ugdt IR SIRI B B dRIG: 08.02.2022
f&i® U=y : fermmad
3 refidRE & quf argy
ACGIH . JguHu| ACGIH HHR™Er 9 (TLV)
IN OEL YR B ufkaw B oo I gerdf ot srafd & wR
ACGIH / STEL : 3Pl TaIUTeR HHT
IN OEL / TWA C gEy A Sid
AIIC - 3TNfe I @t SiReferars gal; ANTT - Wﬁ?@uﬂ@mm ASTM -
&rﬁﬁﬁmuﬁ&m@ﬂmﬂ bw - ST} BT To; CMR - HIRIAISH, Geoids A1 UoT= fasaT; DIN -

S AF®IHRUl YR & T AF%; DSL - aiquazfﬂjﬁ(m) ECx - x% Wfdfhar ¥ Ja1
Tdhe; ELx - x% Ufafhar & TS ST a&R; EmS - MUaHIaH ASqd; ENCS - Higgl R 7T
RS Uard (STAF); ErCx - x% gla & Ufdihd § &1 e, ERG - SUddIa uidfshar
TMES; GHS - 4 TR &R ATd Rieer; GLP - Sredl GHNTRITE H2/T; IARC - HER WR S & forg
m&lﬂﬁﬁ@ﬂmlATA SRIPT 9 uRkas THIRITRM; IBC - YR AET H WA 8! ard
%Wﬁm%h@ﬂ%ﬁ IC50 - 3T SHfAHAH FRIUTAD Hbg; ICAO -
AR fdHFH T84, IECSC H I IS ardf B 3dedl; IMDG - SRS
ﬂaﬂww IMO - SIRISTT Tt TTe; ISHL - Sfiiifiies JR&M SR WA BT (STaH);
ISO - TR & R SFRIPIT TIo; KEC! - HIRET el TR 33¢; LC50 - TRIeT 3iraml
B 50% P Ulddh Hbg; LD50 - UH&UT &Sl BT 50% B Oldd GRID (I °ddh WRID);
MARPOL - STgTsll ¥ UgHUl &1 AHYUH & 1T SIaRTTR T9e; n.o.s. - 3T FAEY =&T; Neh - feredt
f8; NO(A)EC - s@died = foar Tar wfded) THE Fdhg; NO(A)EL - iadre- = foar
@fdHe) THTE TR; NOELR - TR-3{ddIH-07 UHTd A& &X; NOM - TGRS Afdyes fam;
NTP - X8 Fs- R ST, NZIoC - TaTat @t gt dfs g=iedl; OECD - 3R TediT ok
o™ &, OPPTS - IMMAM® JREM 3R UGN ABUM HHAfad; PBT - RITR, H9-THAHI0N 3R
fawred werd; PicCS - T IR e uerf @ ihcldid $ded; (Q)SAR - (HHTEHS) TR
Tffafy Tafer; REACH - TRIUN T¥eE 3R I UsiahRul, eide], WAHGR R ufady aRug &1
fafae= (EC) H. 1907/2006; SADT - W-digdl 3{qde drad; SDS - YR&T sl 2iie; TCSI - drgaH
IS uerd gdest; TDG - WARAT WA &1 URdeH; TECI - UISds AT -del; TSCA -
fauTet uerd = sififgw (Hge sy SfeT); UN - §gad J1F; UNRTDG - BIM®RS MM &
IREET R YR Y BT RABINRY; vPvB - Tgd W IR Tgd a-THABRUT ARF; WHMIS - PT-
Rf WARATD It =1 gomeit

T & ST BT A SUS THIRH &1 dRRG & ¢} T THSRI §AR I, THSHRT SR fayma &
TR el g | TSR &1 YRIT &1 ¥ YU, TRANT 3, Tiehal &, T e, alkagd &,
e o3 9UT s & ol Fad ArfexE & w0 § fewmrE forar mar § qur {6l UeR &t ard o1
TUTaT T fAfERT 181 [T SITE | Juds Sl T STHeR! 59 SDS & XY R ggar Tt »ad
fafry arht § defid § 9yt sps wrlt &1 foeddt s areht & Taem | a1 fddt s uforan &, o9
6 UTT § T ST 7T 81, TRNT - R 94 et 81 Tabell ¢ | It viiaarsif & arg 811 WR, Uaied
& 3ifar IaTg & SDS-IMER &1 JUGadl T HHT B Aled eod B, YA HRA, Ufehdr dA
TUT T TR P 3 ftE &1 3 ARy e & SR SR Ryl ot weften o =nf{u |

IN/HI
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