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THRIAD T

EGGIGE

3R P UHTE D ORI B b Uep-Uigl Teare fawrerdr srem
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3R & YU O ot foped: Idvar
ST T8T (), Gfee T 3R Hia
TR & IR /MR (TS HRIT)
JdRdT: NOAEL: 4 form/fm Irie 4R
UROMH: Wi &Hdl IR UHTd |
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T T (AISH), G IR el
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fomraTd® fauTadarn: NOAEL: 3,000 BT/ IRING HIR
TRumy: SeIfSHId UHTE ot

e ot fore: faer

IolTar: 8T (<)

T P IR HiRaD

fomraTd® fauTadarn: NOAEL: 1,000 T/ IRING HIR
TR SeIfSHId UHTE ot

STOT - T&hd \ifad

YA TSR R Fiffhd 81|

STOT - SIgX/™T |y

3 wTeli a1 gRTg TRIUIoR (af, TRIUTERISS M) offt ol Ja ugar I g |

3dYd:
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&g 3faud LT, TRTUTERISS UMY

b : a“rgfmqgmﬂmwﬁﬁws?ﬁﬁ(ahm)ﬁw
REEINI

U g fauTaar

3dadq:

Olmesartan:

B LRI (Re)

NOAEL : 2,000 mg/kg

AR & I . Re®

fpar g & ford uds : 24 Months

(THIUTSR) g

fewoht : forsht ARyl ufdga UHTa @1 T el el

Jare:

gt L IR

NOAEL : >=9,000 mg/kg

TRITHRH & I ;

oo THg & ford Tues : 90 Days

(THRIUISR) g3l

Hydrochlorothiazide:

PRI . g1 (X©), gfcaT 3R Hiar

LOAEL ;10 mg/kg

TRITHRH & I D Hife®

o THg & ford Tuss . 2y

(THRIUISR) g3l

&g 3faud LT, IRTUTERISS UMY
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PRI L Y% (ATSY), g ok Hier
NOAEL : 300 - 550 mg/kg
TRHIHTA & I . Hifa®
fpam g & ford Tus . 2y
(THIUTSR) g3l
fewht . ot eyl ufdgd wHTa &t e e et
eI il
50 - 200 mg/kg
TRHIHTA & I . ARk
oo wHg & fod Tues : 9 Months
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e 3aad D IRTUTERTES U
Y& AT
YA TSR R Fffhd 8]
HdYUdq:
Hydrochlorothiazide:
PIg TIURT fauraddr &1 aiffemor =gt
U9 S| & 91y 3gya
3dadq:
Olmesartan:
3@ T Jud L IR 3{iE) B e
e o D 3fNIR; 3fed d-1d
femuft: ot Ry & gt R Tehdr B
A & JHI0T UR ST
Hydrochlorothiazide:
3@ T Judh L INR: 3{iE) B e
et o D SR F9R,, R, yrace, Adel, Ia Hael 3, ofcd 1,
[ Yg, SATIAISE e, 3fid H ad
12. uTRfRUfa@Ta Ja=n
urfefRufae faumamar
3d4dq:
Jaro:
B ENICARELIESKI] : LC50 (Oryzias latipes (ST HS®T)): > 100 mg/l

fa amy & ford WU (TaUIoR) §31: 48 h
feuoft: e Sft IRt & Ser W enefia
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Olmesartan / Hydrochlorothiazide Formulation i ORGANON

3ifdH IR SR} HRA B dRIG: 23.03.2020
U IR SIRT %A &I dRIG: 07.01.2016

LB TemeE ot fafd:
3.4 10.10.2020

Y310y, |
402564-00012

Hydrochlorothiazide:

EENICIRCLIESEI :  LC50 (Pimephales promelas (ﬁ??'%?s' ﬁﬁﬁ)): > 500 mg/l
o Tg & ford Judh (TauIeR) §3T: 96 h

SHAT T 3 e-Xfed . EC50 (Daphnia magna (dTex iM)): > 500 mg/l

STereR fauTaaan o Tg & ford Yudh (TauioR) g3l 48 h

R 3R Ao

3d9dq:

EGGIGE

Wfdp 3ITHHUIAT Dbt &

: ORUME: JHd & 9T UPpfdd diid I SHahHuaR]
(SrNfETSTae) g are

Hydrochlorothiazide:

g A fRRT : OTdrg faSINOT: 46.2 %(96 h)

Tyifaa Sfee J=aua

3T IUA gl

fardt & miforfieran

3T IUAS g

3= Ufaed gHET

31 IuAS g

13. e Hifgard

fre™ & W%

/W I w1 7Y (uer) T fafeEt ergEy B |

2fa afd : QT fEsal Bl AR B g8 A B aralt BaTaet B g ar
T & ford o oma|
3R 3T fafAfEy =181 fovam Tam: sgad Idie & U &
e HI |

14. URag= a1

ieRTga fafraw

UNRTDG

WA It & U # fafafid T8t

38 T & T-3Y oft 3R

WA It & U # fafafid T8t

3g TH St oi-dis

RS It & w0 § fafafig T8
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Olmesartan / Hydrochlorothiazide Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 23.03.2020
3.4 10.10.2020 402564-00012 Ugell IR ORI H Bl dRIG: 07.01.2016

IMO JUHRUN & AR 4T | ufiagd &
3Tyl T TTT Ui o forg o et

15. fafrarae Jan

verd ar fargor & g e, W@y, iR yafarur & fafawfaus

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

AICS o fuffa =Y

DSL o fRuffea 7Y

IECSC o fRuffea 7Y

16. 3T AT

Sifafvad SH®RY

3T XM & Johad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&-Id! gel, el

TIRT fohdl T axaraet Iéd Wiet alRome aut RfE IemfAe Tei,
http://echa.europa.eu/

feie URey : fqoead

3T SETARE & quf arey

ACGIH . gudu| ACGIH IHRET A (TLV)

ACGIH / TWA ;. g-de, guy- 9o i gd

AIIC - ST Il Bt SiReferars gEl; ANTT - sfvrd &1 g Y uRas Toidl; ASTM -
vt At udterr TREE; bw - STS &1 I9H; CMR - HIRIAOH, Teolfd a1 Yo faseT; DIN -
THT AHS IR0 GRIM & T AF®; DSL - O Ua1d Gl (@1ST); ECx - x% Ufafehdr I T
Tbgd; ELx - x% Ufdfehar ¥ SSt aifeT &x; EmS - 3ATUTdhIel- RIggd; ENCS - nﬁqmaﬁ?:nz
RAE U (JT9H); ErCx - x% Jla &) Uidihdl ¥ ST Hdbad; ERG - SMUIdaTe Ufdfehar
TES; GHS - a%wu?wﬁﬂm GLP - 31<3} YAITRITE UT; IARC - iR TR S & fog
ToidT; IATA - aguﬁa%trq@ﬁw;mc-uﬁwﬁwwm:ﬁaﬁ
%ﬁﬁmsﬁimavﬁm TfaT; 1650 - 3 Sfiwmdd FRIUTHS g, ICAO -
RIS AR fdAMA T34, IECSC - I H Hiv[al I® yemdf #1 3dedl; IMDG - smfgm
T WARAD AT; IMO - RIS Tl W16, ISHL - STeNfier TRem iR WA ST (JTUH);
ISO - TR % R SFRIPIT TTo; KECI - HIRET el TR 33¢); LC50 - TRIeT 3irarl
B 50% P UlAdh Hdbg; LD50 - TH&UT &Gl BT 50% B Oldd GRID (I °dd WGRID);
MARPOL - SIgTsll ¥ UgNUl &1 AHYUH & T SIaRTTR Te; n.o.s. - 391 FAfEE =&T; Neh - fredt
f78; NO(A)EC - s@died A far mar wfded) THE Hdhg; NO(A)EL - fadre- = fobar
@IfdHe) THTE TR; NOELR - TR-3{ddIH-07 UHTG A& &X; NOM - TGRS Afdyes fam;
NTP - I81a faw-fag SRIhH; NZIoC - Ul $1 gelt o gdedl; OECD - 3 FganT 3R
9™ W&, OPPTS - IS FRET 3R UGV JHUM ST, PBT - RITH, Jd-THATH 3R
fqwred uard; piccs - Weh?wmmwzﬁﬁﬁo—cﬁwm (Q)SAR - (AHETEHE) TTT
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LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 23.03.2020
3.4 10.10.2020 402564-00012 Ugell IR ORI H Bl dRIG: 07.01.2016

Tfafafy Yey; REACH - TRUTT T4 3R IGTE USiehRUl, edid, MASGR 3R ufasy ulkvg &
faffae= (EC) H. 1907/2006; SADT - W-didgdl 3{qdc drad; SDS - YR&T sl 2ie; TCSI - drgarH
TS ggrd $est; TDG - |ARATD ATd $T URagH; TSCA - fasraa uerd Az siftfram (wgad
s SARDT); UN - Ygad AY; UNRTDG - BIMBRS HHH & URTEH W TGad Y B RABIRY;
VPVB - Tgd RIT 3R §gd SI9-UHAHRUN TRG; WHMIS - HTI-RId WRATdH ATt a1 Jorett

T & ST Te & SUS THIRM B dRRG B &} T THSRY §AR I, THSHRT SR {3y &
IR T § | BRI B QRI&T &1 T JUTA, TR A, UichaT I3, T A, URagd H,
e o 9UT s & fofe Faa Arfex@ & wu § fewmrm forar mar § aur faf ueR &t arcd o
TOraRTT & fAfFGRT 8T AT ST | Judsy B! T SR 39 SDS & XY W ugar! Tt waa
faRry armh © Tefid 8 aur SDS wrht &1 ot o=y arelt & Tatem H a1 fasit o ufshan &, 5|
T Urd § =1 SATaT 7 Y, TRINT o’ IR 9 T8l 81 Gahcll ¢ | A vaiarafl &l ar] 81 W, yaied
¥ oifqw ITE & SDS-TTH FT JUGHIT HT BT B Aed 88d B, YA &, UiehaT d
TUT T A P 30 iy &1 & falRiy W & SR SR Rywriv=i ot weften o =R |

IN / HI
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