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Olmesartan Formulation
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BLAZRZERT H2ETALHY FT,

3. MERUHSER

LEME - EEYMORXA BEEM
5
t=4 CAS BS 8= (% w/w BN REE
5
)O0—X 9004-34-6 >=1-<10
Olmesartan 144689-63-4 >=1-<10
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Olmesartan Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 #E VR B: 2016/06/01
E=HAEEELH B,
MLANERICASE., BEBHMERIEBARELZELAH D,
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HLAORVRHEDAZRY @ CENE30E., FELINMERETROERY , BULESHF

2 CBL. BEY 5,
BMLADZERHADRHZEITD (TahL, HLADEREL
EREOEEZERICE SER -
BLANZESRHIC+RRRETHREESN D LERIEDES
ERET DT, REICHLAZEBESETEILRLEL,
ABGBEME. BETDIEICE, FMFBRARS L VEOR
B> TRET S &, TORBICERASAEYEICON

3/16



ReF—2U—F A

Olmesartan Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 #E VR B: 2016/06/01
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Olmesartan Formulation - ORGANON
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6.0 2024/04/06

BBES
717984-00017

AiIEIZRET H: 2023/09/30
#MEERA: 2016/06/01

RERRHROUEMH BESHVME MRGL,

8. [F<EMILERUREIEE

ERBRRICETIHSHRBERR/HFRRE

% CAS BE B (REFR | EBEE/REE | KA
£E) EISERE
Olmesartan 144689-63-4 | TWA 30 pg/m3 (OEB 3) | SR
HZEEY IR | 300 pg/100 cm® NED
+Z/)a—x 9004-34-6 TWA 10 mg/m* ACGIH
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LDVHENHYFET,
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REA
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Lyy, T70>, RFR, FIMETR—YRLE) ,
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Olmesartan Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
6.0 2024/04/06 717984-00017 #E VR B: 2016/06/01
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Olmesartan Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 FE{ER B 2016/06/01

B HRABRE D T—4%L

IR DOIEERME

BR (L 45 1E  REEBIEMEME S LTRAES AL,

2FE L F—smL

FI 4

HTYA X L F—aHL

10. ZEERURIEHE

RiotE D RIEHERE LTIESEINGLL,

MR EMSE D BEORETIIRE,

EEAEE RIS EEE M, N RO LKIFFDIEIDONIEORIZ, 1BEFRME

DY LAZZHRT 2EENLHY ET,
BUOBRIERIERIST 52 ENH D,

BETHREEY OB KL NTE,
MLADREZEEITS,
BfERYE D ERMEH
BREE LN BRERY D RREELSMBERDIIEMSA T,
1. EEMHER
AHEMED H I REREOER © BA
BRI B
EE

RBICA-B&

SHEH
FIATRAERICESCKBY HETEL L,
S
SMsEE #Eo) D BMESMHETEE > 2,000 mg/ke
Hik fEIZKBAE
B
)O0—X:
"%li%li #&n) : LD50 (5w k): > 5,000 mg/ke
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Olmesartan Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 #EERE: 2016/06/01

SHESEE ]A) : LG50 (T k):> 5.8 mg/l

RREEEER: 4 h
RERIRE MLA/ZX b

anEE BE) : LD50 (J4): > 2,000 mg/kg
Olmesartan:
AaMEE (#A) : LD50 (T k):> 2,000 mg/kg

LD50 (¥ R): > 2,000 mg/kg

LD50 (): > 1,500 mg/ke

s (|]RA) D EE T840
s (BR) D wE LT AL
REBERYE/RHtE
FIATRE T ERICE DR YNFETERLY,
%
Olmesartan:

[l L TanL

RIZHY 2 ERGREERRBE
FIRARREGERICEDCRY DETELRL,

%

Olmesartan:
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ik D FLa XEHER
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RERAEH
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Olmesartan Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 #E VR B: 2016/06/01
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BRI R - 7 4 R A
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SMAM
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HERS A T in vitro BHEBYHRECTFERRR
R e

HERY 4 T WAL ARMBR/MEEER (in vivo fEREHEMER

E%)

B wHR

BERE: SRAHRAAEEE
R a

HEBRY 1 T WAEMER N S EIFRALEHER (AVES)
R =%

RER 2 A 7 ZEERM (in vitro HELIEHAEEZRER)
R e

RERA A 7 in vitro Z2BAERERKER
FRAMRTF L FroA4 Z—INLRE—flifHE
R B

HERE A TR N[E
mR E
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AR B5
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Olmesartan Formulation
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B
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Olmesartan:
(=3 Jv bk
BEZK #n
A = B R 28F
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2 YR
BE5ER #n
iR =
fER (=4S
st
BBRADEZEDE TN,
%
)O0—X:

BEIRICH I R E

Olmesartan:
HIRICX 3 58

HERA 4 T —HRETFES AR
B Ivhk

BERE: SRAHRAALESBE

R a

HERA2 4 T 2HEEe S / DHERE
oy bk

BERE: A RAAEEE

R pa

HERA2 A T ETEAH

B oy bk

BE5R% £0
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R ZRECEEEL,

HER2 A T HE
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Olmesartan Formulation - ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
6.0 2024/04/06 717984-00017 #MEERA: 2016/06/01

‘’EE:1000 2 YTSL /1 X055 LHBY
R EFZEEEL,

BN -

& oyx

BEREK #0

BEE 1YL /1 X055 L81Y
R EIEEILLL,

HEgA A T REB

B oy bk

BERK 0

FAEFEM: LOAEL: >= 1.6 mg/kg AE
fEIR: FRNBH LN, , KERD
R EZROBRE~ADEE,

SEEE-7ERAAD R D AHDOEZHREICEDIEBENDEEZEZEOHSEHERIGHH
>71=,

FERMRBSTE (HEEIT<CHR)
FIRARIRELERICEICRY DETELL,
FERMRBSTE (REFI R
FIRARREGERICEDCRY DETELRL,

RELEEH

%

)O0—X:

[ Ty kb

NOAEL : >= 9,000 mg/kg
BEZ% D ERAHIAATEGE
IR EER : 90 Days
Olmesartan:

[ D Zv bk

NOAEL : 2,000 mg/kg
BE5ZR ©#0a

IR EER 24 # B

= D BELEEEREIBESINALGEMAOT-
RAAEEK.

FIARTREAERICEDSRY DFETELL,
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Olmesartan Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
6.0 2024,/04/06 717984-00017 #EERE: 2016/06/01
AEIZH T B REBAER
%
Olmesartan:
RICA-EE D ER BRAD R
RAIRAAT-EE C EKEME

5% RRICHE G Rek,
E ~OFEHZE DL

12. RELERER

ks : LC50 (Oryzias latipes (F1A & 7)):> 100 mg/|
BREERFRA: 48 h
#E ST smEro/onzT—42I2&S<

HEH - SR
%

)O0—X:
"Eﬁa‘ﬁﬁ'l‘i DR SR,

£33
F—5%L

+ER OB
F—5%L
*IURAOHE
I

o HE RS
F—5%iL

13. BREDEE

BRERE
BRREEY D WABREROBRFICKEVNLST S,
BREMETKABH L TEGE LR,
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Olmesartan Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
6.0 2024,/04/06 717984-00017 #EERE: 2016/06/01

ERRBR VAR L EOBRBE. UHAHILELIZEEOEDIC, BRAEZF

REEVLEXREICRRT 5
RICEENEMES. REARELTEET D,

14, WX LOEE

E BR 5 il

= L #% (UNRTDG)

EEES D OFEERH
EE#% 4 (Proper shipping : 3E3%Y
name)

EE 5 $8 (Class) =AY
BIXRfERM (Subsidiary risk)  :  JEEZ
BB/ ZE#R (Packing group) o=
Z X)L (Labels) |
REEEMN o JEZY

fn224d% (IATA-DGR)
UN/ID %S (UN/ID number) : 3JEE%Y
E&E#% 4 (Proper shipping @ 3E3%Y

name)

[E#E 5 %8 (Class) D OIEERE
BIXfERTE (Subsidiary risk)  :  JEE%HY
BB/ (Packing group) o JEEY
S X)L (Labels) |
WafEr (BYH) (Pack- @ JEERH
ing instruction (cargo air-

craft))

WafEr (REH) (Pack- @ JEEZH
ing instruction (passenger

aircraft))

5 L #8132 (IMDG-Code)

EEES 1
E&E#1% 4 (Proper shipping : 3E3%Y
name)

E&E D% D JEERE
Bl R fERE 1
BERER o eIy
IR D OJEERE
EmS o—F o IEERY

BEEEME Y - FZE) ¢ FEE
MARPOL 73/78 MR E 11 RUF IBC a— FIC& 2 oWMAMEShHEEME &Y - F&H)
HisSh - KEBOHMIZIEZIEZS,

& AR
EoREDERFIE. ]|E 15258 I 5.
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Olmesartan Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 #E VR B: 2016/06/01
BAORERE
JESZY
15. EREES
B LR
SEBhE
B, EEEmIZZE Ly,
I3

HELCFME. BERILENE. BEFEECEMECEZLELEL,
FBRER/EE

WEENFLSIIAEY

EE

WEDHAIZRZITIREREY

EH

BEEENLLEHARYME

EH

ZERREORH oh-LEWE (BRFLEFEHE)
EH

ZRREORH oh-LEWE FHREHEFEHMEHE)
JEER

ANETENI RECRVRVEETY

JEER

BREFERTIRECRVRUVEAEY

JEER

BREFERTIRECRVRVEAEY

EH

NAREME (HEBREHERRE ST ED2)

B2

HECEMEREE TR
e

sahE PR A

JEZ S

T ILEI st HEFRFHAI
JEZ L
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Olmesartan Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
2024/04/06 717984-00017 #MEERA: 2016/06/01

6.0

AHEATREFHRA

JEELL

FRMBREWEERTS - WRE— EKY
JEELL

EVRUBIMESREE

JEELL

LEYEHHITEEEREE

JEELY

BEHRRRE

JEELY

DE a1 E S

JEELY

ez & ik

iR E L TRl S TULVEL

ek

iR E L TRl S TULVEL
BESREFRVUBLEFONILICET &2

(X5 B A HhE : EREMEICIEZES LGN
& S EnE DOEEFEWMEICETZA LN
FRER U REMAERE
FREMFEMERE (@ - @A)
JEEL Y
BERERBEERE @ - @AZA)
JEEL Y
EEVONEER VERICET 5:%1E
EEXREY
COHBOBBICODVWTEEAS VRY M) —~ADEHIFR :
AICS N
DSL N
IECSC > N

16. ZDhoIFH
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Olmesartan Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04/06 717984-00017 #EERE: 2016/06/01
5| B 3Cak D BB T—42. EMESDSIZE DL F—% ., 0ECD eChem
R—A2ILBE LI UMIEEMER http://echa. europa. eu/ D&
RIER

LRIN—Da v o EBSN-EHBRAXETHE 2 AR THRARTINATHET,

BftZ7+—<v b+ . #/A/H
ZTDHDREEED £

ACGIH © XE., ACGIHPRFBEIME (TLV)
ACGIH / TWA © 8 EME. BEREMETY

AlIC - ZF—R FSUTDIELERA AR M) ANTT - T3 DIILEREERKE, ASTM - X
EMHHRGS bw - KE; R - EH M, TERRME. EEEULH D ESNHME; DIN -
FAURBHaEE DSL - ERYMEY R~ (BF%); Ex - FED XWORIEEREFT EEX
bNBDRE, Elx - FED XWOREERIFT EEAONDIER/EE, InS - REKOR TP
—JU; ENCS - L BEDBEFILEME )R b ErCx - FED XWOREZERIFTEEZONDHL
R&R RG - BRSO FEIE; GHS - HRFAMI AT L GLP - HERERHE, [ARC - EIR
DATRZTHEE, [ATA - EEMZEERS, IBC - BRIEFRDOESHBELXD-HOMMOEE
RUEICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMMZEME. [ECSC - hEIR
FeEYELE: INDG - ERELERYRIE IN - ERESEHE. ISHL - sBRE/EE
(BF): IS0 - EFZECHME. KECl - REBRFLFEMERSE. L0550 - 50%HIERE, LDSO0 -
50%EEE (FHEILE)  MARPOL - MMAIC L 5 DD -HDERSEN: no.s. - #I
MAMNARSNTNS LD ZERRC: Neh - FUHAL NOWEC - EEZMHHZERE. NOAEL -
BEZMHZELAL, NOER - BEAEHZEARTEIS. NOM - A X2 a2XRA NTP - RKEE
REMTOT S L NZIoC - —a—2—5 > FMEZWME AR, OECD - 23X HBARE, OPPTS
- LEMER M - AFHIER: PBT - #OMRRMEN - AHBEN - HEMEWE) © PICCS - 7
1 VELEMEA oAV ) —; QSAR - (EEH) BEFMHER. REACH - LEHMEDE
F. FME. B WS L UVEE REACH) (ZB§¥ HFRAI (EC) No 1907/2006: SADT - B INESfE
mE; SDS - R&ET—2— b TECI - 2 A ICEAFDILEMED A oAU M) TCSI - BE(E
EMEA R M) —; TDG - EIRYEE; TSCA - HEWMEMRGE CRE) : UN - E:&; UNRTDG
- ERESEIRMEZES. VPWB - FREICHABRUFEICEERNL WIS - ERGREKA
EMMERRI AT LA

CORET—RI—FUUAT TSDS) &0V3) TRIET HHFMUT TRFEHI &0V D) K. FEH
BERICENT., BHEOKEOHNH. BFHR. RPMESDLETERTHLEHIHLEZLDTY,
AIEHE. HEOREGEREKEL., FHA, 0E, RE, #@X. EERVCRRICETIIHI TR E
LTOHERSNTE Y. WA BLIRIARITHRERIKRELTHLDOTEHY FTEA. RIFHIL.
SDS DEEEZITTRESN TV AIRESNHAICEHTIIOTHY ., FZAHGAMORR EBAE
HET, XETOAPTHEASNDIBE. AXHITERNGVRY . BRICEE S GO ETREMS
AHYFES, AEBOERAEFSMICEV TR, FERRVHERZTEZERY 55HRIC. FRES
MORBRBEBICETHEREMOBEYLFHEZEH T, FRESMUOERT 2HETORENKR
[CETHEAHBOEFEL. FA, LE, ROREICOWT, #RBLET,

JP/JA
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