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Terd/frsior o foyyor
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IS T T (F9) - TR | TS (HFIAA) (%

/
Olmesartan 144689-63-4 >= \éVW<) 10
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SR T GRT UgUI &1 1Y . gfe 91 §RT U501 o foran g, ot aTent gelt ga1 § o S|
fafecia ggan ol

TR &1 ¥ YUS g ST . gE g W, Rd &9 Bl T 3R Igard U I T B |
T a%d Td Jd SAR
it Tgan ol
YW ¥ U o 41l

. QUGNT & Uge I Sd P 3! aRE Ui

3R 3§ U g1 WY : gfg 3ffEl ® I STE o Ut ¥ 33t kg o |
Ife e I 8 3R IR} 3B, 1 Fafeaia ggam d|

3R frat feram sme : gfe ferar o, a9+ URkd 7d & |

fafehiia HeamT of |
U & 1Y 4 3! avg Pl HRa|

2/14




GR&T SeT e

AT gRAMSIS WTH & 3AR

Olmesartan Formulation

TY.31.09. AR ST IR SR HRA Dt dRRG: 04.04.2023
717982-00015 gl IR ST &R &1 dRIG: 01.06.2016

TTHI TRmeE ot fafd:
3.1 30.09.2023

Apuhlic

-5 ORGANON

T8 AEaquf qr 3R L ST RIY Y B1F Ug e ond &
TUIG, G ot SR 38t gﬂggwaﬁwﬁﬁﬁuﬁﬁwsﬁ?wﬁw
|

Yd & Y TS g IR 1@ N it STe 8t 9! 8|

i fafdre & TReur L Uit Fafdc = aTall B ST YR&M UR & ¢ A1y, T
SR B} UG B TR T 7Y dafFadh JRETHD ITHUT
BT ST HRAT A1RY (TS 8 ¢ )|

Rifrege & ol g L e SR WEanT ¥ SUER HR|

5. JFRME U™

I oA Hifgar SRS E:)
Tadmgia-ufeRiet S
PHIe SRS
S T T

SR (3T H G AEH ¢ 3

IR F SRA AR TR : 4@ 99 I A, a0 WId B SR B 7S 4d ga1 B 3R
BT T A UHA Bl § ol [awhie b T 8 Ibelt ]
T8 ITG! BT U WA & oL Ueh Wl &) ol g

GAAD &g IdTG! L BHREA RSy

(31T) G & faRy adieh

L g RS IF UG B o R oM SR Smg-ury

JIATERYT & 3HIHd Bl |

§a f&sdl D1 38T PR & oIt FTd-BER b1 YA DR |

SR AT AT GRIEA & < 31T & &7 & &fagH deR Feoma o
EURGCIRCINIERE]Y

MY & N Ry TEE S & 9H W, Wd-FEfd 41 Iueso ugH|
UG STt Y&TETP JUBRT TN He |

6. 3ThfaT® fedie sur™
Jufdaeds qEy, WeTAS  © Aol eqTeTd IS0 YA HY |

JUSHUT qUT TATIDBTA

JafaRuitT Fraerar

HHTS B IR e J Ap
& gerd ud did

R el MR (We 7 < ) 3R G YRET SUHRON
& AA! (TS 8 ¢W ) BT SUTe B |

: gIdTeRu H Bie ¥ URER H |

Ife B QRIEA, SR T 19 a1 ST Bl s |

Hgftd Ui T O I @1 Td HapTa |

%ﬁymmmaw,awmﬁ
|

. BADIE B b b (o, AT HR AT I gRT Ifd fess o

THAd B
%mfrﬁwﬁﬁmwﬁwﬁ(ﬁﬁ?m@awﬁmﬁ
TH &) |

Y & Tde! W DT 7 81 <, F\feb I qaiy 7r A ardraRor 3

3/14



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Olmesartan Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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Jrefiel 81 W fawnie fArgor o oirar g |

R a1 e fafaw 59 vard &t fagfa ok FueA & &
forT A 8 obdl €, 1Y € 37 HERIgTy 3R 3Mgeaq WR it 5t
9 yerd &) Reflsl o gwrs & ITaT 3 9/ §Id 81 3419 &1
fofg 1 B 6 R farfiom e 8 €

U THSITH & SFHTT 13 3R 15 $© RIFT 1P RepIgr<
F TR I THHR UgH R & |

7. TATA 3R YSRUT
dH-p! U . Qe fagyga s 8 T § SR fFefad 4o & wRuT fawpie g

Yohdl g
UIfId gafurg 9, S &1 gadcid ASSIT 3R dieiT at
3y IaTeRTT |

R / 1 dfeaRE © 3R Al dfeawM sruas ], df wirHig ey dfeasH &
1Y IGIT PR |

TRI& g1yYeH & forg @I I HUS! W AT RA

qrauTaT USEIRINND U ]
Tl 7|
3Gl & 1Y I 4 GRER B
3t SN Tegar 3R GR&T TAT3H & SR FHT, 5t
PTIRIT TRIUIGR 3T TR AR 8t
f&sd D HY PR < HIb W |
Yl BT ITG 3R SHTd HH I HH gH S
e UART H A1 51, {SsaT 9g T |
1Y Td Usda & id 9 gR 79|
RVfae FERur & yfdgd garrg Jreq oA |
w@g{aﬁa@ﬁ@rﬂﬁaﬂwuﬁﬁr@,aﬁ?mﬁwﬁwﬁ
@H I

Wi veru ot uRkfyfaar © 3rdt @Re 9 dad T gu fesal & 34|
SR dral 1
DY B §¢ HID |
ORIy iy fafodl & SAR SR &1 |

S Ugrdf 9 o  Fofafed geR & iede & 91y | 39
GIERICRIERYIBRUE L

8. Sy fordmror / fAeit gRem

RIS a1 & "D & 1Y 3agq

3qgd H T (F9) | I UHR =0 urere / YR
- TR (3IR&UT BT PHENIER]
TPR) YT

RS 9004-34-6 | TWA 10 mg/m3 ACGIH

Olmesartan 144689-63-4 | TWA 30 ug/m3 (OEB 3) | 3fidRke
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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goifaafar fasor ;g SoNfafaT gz & uRER fEuis grT erffad 8
T 3R IdTal, BT, 3R TafaRur & & & fow GMP &
Rygidl & SR Harferd fasar s =nfgul
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.1 30.09.2023 717982-00015 Ugal IR SR B B dRI: 01.06.2016
faemies uRayTa ;. fawples w81
HTRABRUT % TORGHTIT : g uerd a1 iyl &t sfafieRe aifed 8t fvar mar g
ATUIfIH YR D Sl IuAsy el
0 BT I D 3T IUA et
10. FRy=ar aut ufaferaar
PIEIN : ffforamRiiaar & WaR & U B arfidd el |
T R D g gifRufo A fRR B
IRy ufafearai : ﬁgwmmmm%aﬁmﬁwﬁwuﬁ-mﬁww
|
AT SfRfIH RS Toie! & TrY ufafehar &R g ]
g gifyfaal 9 o< : U, SaTel Ud Rt
4 B g1 J A |
ST Y D SfeiiepRufig Toleyq
3ye Uerdf I Sifw . Pls TR 1A (FoRSY) 3uge yerd J1d et
11. fawrasnfora Qe
TIUF SREUN (TEUIOR) & IR G GRT TG0 3l
T ISR @ Y U
e
i ¥ Fudh
e faurear
JUA] SHHRI W aFffpd gl
LACH
g Mifaw fasradar : SffquIdt fawTaaar $H: > 5,000 mgl/kg
SREIRRINEIGRED
3{d9d:
Olmesartan:
g Mifaw fasradar ©  LD50 (FET (}2)): > 2,000 mglkg

LD50 (¥ (AI3)): > 2,000 mg/kg

LD50 ($): > 1,500 mg/kg
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
30.09.2023 717982-00015 gl IR ST &R &1 dRIG: 01.06.2016
g 4o fauTadan : fewft: Se1 Iuasy T8t
g Oty fauTadarn : fewft: Se1 Iuasy gt
Jqare:
dig e fasmadar LD50 (IET (}<)): > 5,000 mglkg
GIEE R EACNIESG| © LC50 (JET (RT)): > 5.8 mg/!
fora Ta & ford Tuds (TadIeR) gafT: 4 h
TRI&0T ATATaRUT: Ye/Haia
GEECEIRAELIESG LD50 (FIR): > 2,000 mg/kg
1 & fore ergerRYSad
JUAK] SHHRI R aFfiepd gl
AdYUd:
Olmesartan:
feuoft : Sel IS T8l
iR A7 afasdes
JUAS] BRI W aFfipd gl
AdYUd:
Olmesartan:
Tt G RO
NG S K
gfkomy : HEH 3Ral B Sad
oI g1 THST GATGTHIOT
AT B gATS AT
JUA] SHHRI W aFffpd gl
YT-UYRT B! IS
JUAS] SHHRI W aFffpd gl
3dd:
Olmesartan:
U (TRITIER) & I I U
fewofi ;. Sel Iuasy T8l
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THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.1 30.09.2023 717982-00015 gl IR ST &R &1 dRIG: 01.06.2016
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JuA] BRI W a¥ifpd el
3dd:
Olmesartan:
IEBIEERIBEESIEM] Tl 1 few: dadifear Seeh faudta ufvads @t S (AMES)
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)
LIRS I ED

U101 Bt fre: SIS TaRRH ¢Xe 34 fagl

TteruT Tl AT SRR B HIRGT
gikune: ardfde®

Wl ot fr: Arey femmar
LRI I ED

RFIIp R 3 faa L Teu B e Age gy ¢
TSIl g (H139)
PR UBR: R 7wl
TEH A & I HifgH
ECIRIERE I ED

SitaTu] I TeToRIeT - L &Y DT Jol- INTTY] HIRIHT IARATT B TG H qHIHR0T B
i LT T BT B
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TR HunES
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IaRad= udemr
RIS D

ISRIEERINEESEEE]) L URIEU BT e WAl o TS e 1 TR1an
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3dd:

Olmesartan:

LRI LRI Re)

TRITHRH b I I (PG )

P g & o) Ius C 29

(TRTATSR) g3

L IEIE BUTHD

SIS . YD (T139)

TR P IR . s

fpaa gug & ford gudh . 6 TEH

(TRTAISR) g3

L IEIE BUTHD

Jqa:

LRI I

T Th R & I R I GANE|

o g & o)) Ius : 72T Tg

(TRTAISR) g3

oy BUTHD

3T fquTeRar

31T IR 1 g1 g b B

AdUd:

Olmesartan:

3[R & UHTG O ot fopd: Idvar
goTifar: T (X©)
TEH A & I AifGd

JaaT: NOAEL: 1,000 farm/fam smifves R
URUMH: Ui &Hdl IR YHTd -Tg!

TRRR & e mudEl : wiem o fow: fae™

U eISHI% UHTE ot

W&o 31 foe: fasr
PG ARCRUI Nl

TEH A & IR AIfGH
1P 1 ey ufa frarmy
TR ISP UHTE ot
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THT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

Ugal §R SR} A Bl dRIG: 01.06.2016

Tg. 31U, Fa:
717982-00015

3.1 30.09.2023

W& 3 fed: faer™
IolTar: <81 (<)
TEH A & I A
fomraTd® fauTaddr: LOAEL: >= 1.6 BT/ IRIN® 4R
SR faeTarstt <& it |, IRING Io &1 gan
gRUmH: U949 & 91 [dH™ R g4 |

ST faNTeRTaT - Sficher . Oa sWSHIESISd iegg ¥ fdsr R ufdgd TuE
YHRIAD Tgd

Jarer:

3R F UHTE L ORI B b Uop-iel geare farerdr srema
golTar: <81 (<)
TEHTB R & I FRTa oA
LRI I ED

TR & e muyEl  gem & ford: Bicfrdt / SIRey &1 uwia fasm
goTifar: T ()
TAIHRA &b I T T
IR IREED

STOT - Ushd SlifaH

JuA] BRI W aFfipd gl

STOT - SIgI™T Sf@aH

JUAS THGRI R aNgd Tal|

U g fauTaar

AdYUd:

Olmesartan:

BV L gl (e)

NOAEL © 2,000 mg/kg

TEH A & I . Afee

frda g & ford Ius © 24 Months

(TFIUISR) gaTl

fewuft : forsht Heayul ufdga UvTa @t T et el

Jare:

BV L gl Re)

NOAEL : >=9,000 mg/kg

TG & I ;

o Tg & ford Tuss : 90 Days

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

3.1 30.09.2023 717982-00015 Ugal IR ORI 3 B dRIG: 01.06.2016
AT Wl
JuA] BRI W a¥ifpd el
TG SiRaW & AqTY U
3dd:
Olmesartan:
3T Judh L 3R: 3Gl B ST
IEURANE IR Y I
fewft: sroma Ry &1 8 PR Ibar B
HHd & YA UR ST
12. aIiRfRAfawTa a1
TiRfRufa® fauredar
3dad:
Jare:
EENIARELIESEI] : LC50 (Oryzias latipes (ST HS®T)): > 100 mg/l

o Ta & o Hudh (TauioR) g3l 48 h
fewoft: v St iRt & S W aneia

TR 3R apafordr
3H{dUdq:

Jar:
fdd SAHHUIAT BT & L ORUTY: YA & 1Y Whide dile § SashHubR]
CRIEPSEC)NNEEINI]

Tyifaa Sfae J=ou
3T A gt

firdY o wfa=fteran
3T A gt

3 yfagpd gy
o1 Iudsy et

13. fAger Hifgard

fgem & o6e
/N I w1 7Y (gere) . S Bl AT | A b |
RITY fafadt or&u B |
gt ofd L @l fSd Dl 3 DI g7 B aral beiiaitel B SRHarT a1
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TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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B & o o S|
3R 3T fafAfEy =181 fovam Tam: sgad Idie & U |
[BEEEECR]

14. Uf¥ag a1
SieRfgta fafraw

UNRTDG
TRATS IRl & =0 H fafafig gt

3ms T & T3t ot 3R
TRATS IRl & =0 H fafafig gt

3T TH 81 SH-dls
@RS I & U # fafafid 78t

IMO SUFBRVN & AR UId H giiagd &
3 U TTY rsae & g o et
IuENTRal & fore faRiw graur=at

g e

15. faf~ramme Ja=n

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

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

AICS o Fuffa =
DSL C i 78
IECSC o fRuffa 8
16. 3= AT
e ot fafdy ©30.09.2023
Sffafved SFeRT
el Tffc & Jowad & ford . &= HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel
PRI R GEASIER] Ui Qe UM a1 GRIFRE IS Toia,
http://echa.europa.eu/
feie urey ey
3= Sreftdie= & quf are
ACGIH . guHU| ACGIH HHRET JH (TLV)
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Olmesartan Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.1 30.09.2023 717982-00015 Ugal §R SR} A Bl dRIG: 01.06.2016

ACGIH / TWA . 8-Ye, guy- a9 3Ngd

AIIC - STEfe YAl Bt SiReiorrs gal ANTT - Sfvrd 1 P Yl uRas Toidl; ASTM -
AT Tt uierr TR, bw - STaT HT Foi; CMR - BRI, Jeol-d IT Yol favar; DIN -
SHT AFHIHR0 SR & T AFH; DSL - aiquazfﬂ%ﬁ(aﬂm) ECx - x% Wfdfshar ¥ a1
Hohe; ELx - x%uﬁW@rﬁ?ﬁFﬂﬁmR EmS - SMUId&Te Sqel; ENCS - HISgl 3R 7T
NS gerd (SAH); ErCx - x% e &X Uidforar & &1 Ydbhad; ERG - MTATddIe ufafdar
TES; GHS - WWWWW;GLP-WWHW|ARC-WW@F§W$%M
Toidl; IATA - RS arg ufag THIRIGRM; 1BC - R H1HT & Wi I9™HT ard
asﬁmfm ah?auwa?ﬁﬂz TfEaT; 1650 - 3 SfidmdH FRIUTHS Ydha; ICAO -
RIS AR faAMA T3, IECSC - I # Hieal IS erdl & 3dedl; IMDG - SRy
WWW IMO - W@HWW ISHL - SN JR&T SR WA HTA (STUH);
ISO - HFaIHRTT 3 1T SaRTPIT W6, KEC - Hiar Hivel T 34est; LC50 - TRIeT Sarch
B 50% PI Ulddh Hcbg; LD50 - UH&UT HETEl BT 50% HI Oldcs TRID (HIH °ldd ERID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiSia §a; n.o.s. - 31 FAfEY 78T, Neh - feredt
08, NO(A)EC - Sadid- 7 fohar mar (ufdgd) wua ddba; NO(A)EL - 3fadie- = febar
(H%W)mﬂaw NOELR - TR-3{qale-a1g UHId TEH aX; NOM - TSRS AfRyes fam;
NTP - P10 fu-fas S1fH; NZIoC - T8R! &t ol o $desl; OECD - SR e IR
fa&T™ W&, OPPTS - IMMAM® JRET 3R UGN AHUH HHATA; PBT - RITH, Jd-THAHRN 3R
fawTed yerl; PICCS - TORA 3R I9ME el &t e sdedl; (Q)SAR - (HIETHD) TR
Tfafaf Yey; REACH - RIUTT T4 3R GG USiahRUl, edid, MASGR iR ufasy aRkug &
fafaw= (EC) H. 1907/2006; SADT - T@-dtadT 3fqge dqHM; SDS - YR& Sl Tfie; TCSI - argad
TS Terd gdest; TDG - WARAT H1d &1 URdeH; TECI - UTSds T g-dest; TSCA -
foumad e o siftfam (Sgad s smfkeT); UN - Wﬂg UNRTDG - BTH®R® dHH &
Wwwﬂgaﬁw VvPVB - 9gd R 3R §gd S1a-UHAIHRUT T; WHMIS - HT-
e GRS JrUt T Yorredt

T & S¢7 Ste A SUF THIRH &1 dRRG B &} T THSRY §AR I, THHRT SR 3y &
IR T § | SHHRY B QRI&T &1 I JUTA, TIRT A, UichdT H3, T v, URagd o,
fAYe B3 TUT Bls+ & ol Had ANfex[ & w0 § fewmm fovar mar  qut {6l UeR &t ard a1
e &1 fafe=T T8t AT S | Judsy B T SR 39 SDS & XY W ugar Tt Had
faRry areht @ Tefid 8 aur sDS wrht &1 ot oy armlt & Tatem H a1 st o ufshan &, 5|
% U1 H 7 FdT1 71 81, TRANT & IR 94 a1 81 el ¢ | It Tiiaansdl &1 arg 811 W, Taied
¥ sifqm IaTe & SDS-TTHH &t JUGEIdT HT BT B Tled 28d B, YA &, Ufshar d
TYT T B & M0 3 fiy &1 o faliy el & e iR Rl &t weten &1 =nfeu |
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