ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

1. E#RRUEHIER

LS DL FR . Olmesartan / Amlodipine Besylate (3.5%) /
Hydrochlorothiazide Formulation

HicE 0= AH. FRAUEEES

HBBOSHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
EiRES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES . 215-631-6999
4R ik & UME A L 4l R
HEERE D EER

2. EIRAEEOEN

{E3 R D GHS 448

RIcxs 2EELBEE B @ K&H?2

338

SN D R4 1A
BEENESEE (REEC 0 EH 2 (BE, BIRRER
&)

KEBEEEM G (&2 -

)

KEBEEEM B (12 . E93

)

GHS SRILER

lesmmrxiLs oRL : %
EEMEEE C fakg

fEl&E EE1EHR : H319 52 UL MR #I%,
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

H360D R lR~DEHZED EE 1,

H373 REAICH =5, RIFREFCBICL YRR (B 28
KR DEFOEEHN,

HA12 REAMRTRIECEIC K > TKEEMIZEE,

RERE:

P201 EFRTICER{RERBAZE ZAF I H &,

P202 £ TOREFIBEHRAERIT AT TRMYZEDLLGEN &
P260 3 CAZRA LGN &,

P264 Exfk LWRISRBE L KBS Z &,
P2I3IRIE~DHREZEITH &,

P280 REF R MRER RERE REBDZERTH &,

HREE

P305 + P351 + P338ERICA-T-15E : KTHOBIEERE %
52¢, RZavEY PLURXREFFERLTWTARIZHNE S5
BlENT L, TORIESFERTHI L,

P308 + P13 [EK BRI BN BELHDHE : EEIDZE
SEFEETERITDH L,

P337 + P ERDFFL KL< I5E - ERIDRZR FHTE=2IT
52 ¢,

RreE

P405 fEfE L CTRE T D &

B3
P501 N, BEZADBIN-VERRICEEST S &,

GHS FEIZEZE L E WML DERB ST
THIEERVEESNDIE  SHLESE. BEEOER - EXOEREMERA TS L
BEEEOME BHb.
%Uht@?ﬁﬁﬂl F Y. KEOHMEBHGRIBE-IFEESEE
AIREMEA H B,

3. MERUHSER

LEME - EEYMORXA D IREWYM

5

=4 CAS &5 8= % w/w BIRANTRERE
&5

£)I0—X 9004-34-6 >=30-<40

RARA—F 9005-25-8 >=30-<40 8-98

Olmesartan 144689-63-4 >=10-<20

ErQsOoQF7oR 58-93-5 >=1-<10
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: ATEZRETA: 2020/10/10
4.0 2021/04/09 4983485-00004 #E R H: 2019/09/30
| Amlodipine Besylate | 652969-01-2 | >=2.5-<10 |
4 HRKE
—RRET FNA R L BROBEAEL. SN TCHBNEERELICEEDEZE.Z
ZlT5,
ERVRSICIHZE,. FLERELHLEEIL. EMDOERE
%‘j-éo
JRALHE DRVDRAATIEGE, T EIDSEIABET S,
ERLEZRITS,
RIBIZfHELI5E DOEMULEEE, BELICKREERITALSEDKTHEVRT .

BRLEZKRE X UVHER <,
EELEEZ(T5,
BEADRICKREXS.
HEFBFERT HENELRITES,

RICA-T=1B& DO EMLUIZIGE. EBICZENKTALECED 16 2EB%EH®
L9,
BHEIZTEHEEICIE. aVE9 FLUXERYSNT,
ERELEEZ(T5,

RARAATZIEE D BRBFRAATIZGE . BEICHENAEGL,
ERLEZRITS,
KTAZELLCTT
AMERECERMEEROER @ ORI,
%EE & ARAE IR BRADEZEDEEN,

RHIIH=5. RIREFILLBICLSBHROEZTDOEZN.
BMLALDEMIZEY . KEOYMENGRIMEIEZENS
EHEREENDH D,
CREEZY 2EDRHE D HANEEARFBELDREITEEZILL., HEIN TSR
EREZEATLHIE. BREOFRENHDHBZEIL. HESD
BYREANREEZSROC L (RE8E3H) .
EERICH T SFRGEREE | XPFRESIUHEREZEZERTH &,

5. KKFFDIEE

W) 755 H A o JKIESE
it 7 )L a—)LiasE A F
ZEbxF (C02)

IR XA
{35 > TIXGE B 7R LVH KA D REHBRDK
FHORKRAEN D BMLADERZEITS, EXFRICTHLTEOHMH CANS

BLTBYBNENEETSEMLABRRODEBRENH D,
BRKIZKDHEKIE, KENBLLGoZYRVALIZYT
BDT, 1o TIEAELELY,
RIREBRYM~DBREBIBEICEEZRIZTIEELH D,

HERERIEY D RFREIEY
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = WETA: BEES: BIEIZXET H: 2020/10/10
4.0 2021/04/09 4983485-00004 #EER H: 2019/09/30
ERBEEY (NOX)
BRIEED
mERIEY
BEDHKAE D RIBORR EBDREICIE C TEYGHKFRZRLS,

KAHDBREAAT H5-DIZKEEET 5,
RETHNIEREBEI VT FERKBEIN ST,
REgMoRBESEDH &,

HRZEITSBEDRE DORKEFICIE. BREXMTRSBEERT 5.
REEZFERAT 5.

6. RHEDIEE

AMKIZHT HEEFE. RE © REEZEAYT S
BERXRVRIHFEE REFMYFZNDT (R (HB T Z3H) ©, BAARE
BO#REERICEN (IRE 8 Z23H) .

REICNYT HEEEE D REAOBHEZERTS &
REEHALTHL, BAPIENZELEDH D,
BRINEHRFKEREL. 82T 5.
MHEAE L CERTELZMEEE, HABBKIERT 5.

HLRAORVRIEDAERY @ ZENLDE, FEEINEBRETRIVERY ., BYLESS

2 I L. BET D,
MLADZEIHFADORBERITE (THEhHhE, HLADEEL
REODEEERICKSER
MLANESHICTHLLBEETHREIND LEXREDERES
WM TH5DT, RAICHM LAZERBIETELELSAEL,
AESEHRE. BRETHEICIE. EAEARSIUVEDR
AlIZfE->THIEBT Z ¢, TORBICERIA-MEIZDOUL
THREKTHD., EQORUNERINEINEHERT IHEN
H5,
ASDSDEB 1I3HLV15IZHENT, ABBRKRE L UVE®D
ERHNOREDHY .

1. BEVWERUVRELOIEE

i E7{

BT *E 3R D BESHMEEL. BBESRMIBINLERESIESEIT L
BH5,
BERMGE, B, FEEFEESERG EDETL T
HEZHET 5.

BFrEER, £4ABRK D TAGBMIATERMGEE. BAEREEZEALTE
AN

REMKIEER D REBORRIZETFEND,
BMLAZRALGWNI &,

422



ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30
RARAFELN,

BREDEMEEITS,

IEWVEIEREZE L CHES 2 &,
BISREATOKRICE DS, EXEMHORBERLUREHD
EITRECHVLEYKRS Z &

BREFRALTECIE,
MLADEREEEEEBHET S,
FRALEWNVESIZEXBERZEHDTH <,
HOENENSES TS,

COEREFERATHEEIC, SREXITREF LN L,
RO OREMEHLL. BEAOKEZFRNMRIZTEL5E

9%
Ffih [B] ¢ D ERIEH|
HAEXER D BEOFERAPICEENE~NDESEDOTREMENH HIHE(E.

EEBFRODELICTA ISV V VI VRTLELIUVRE VY
J—%#FZBELTLEEL,
FERABIHRERVEEEZZILT S,
BERINF-KRIEIBERT HRICEKET S &,
T7N)TADMBHLEARL—T 3 VICFk, To2=F7a
vho—), @UGEANESRE. BULKRLES LUVF
FBREFIE. EXEHEER. EREREEERFIOEROL
Ea—%8CENAHYET,

123

REGREERK D BRI RILODVNERBICAKTE S,
BRELTRET S L.
BZLOAMAYEADH S,
EEDHEICH>TRET 5.

EMEIEME D ROBFFBEEEVSOLLITRELGLY
sRER LA

RERRHRDVEMH DOBESBULWHME - MRAGL,

8. [F<EPILLRUREIEE

EERRBICETIRABRERR/HFRRE

54 CAS &= BiE (REY | EBEE /SRR | Kt
&) i
Z)A—X 9004-34-6 TWA 10 mg/m® ACGIH
RA—F 9005-25-8 TWA 10 mg/m® ACGIH
Olmesartan 144689-63-4 | TWA 30 pg/m3 (OEB 3) | &
HEH Y IR | 300 pg/100 cm’ RE
ek OOFFOR 58-93-5 TWA 100 pg/m3 (OEB RNER
2)
Amlodipine Besylate 652969-01-2 | TWA 20 pg/m3 (OEB 3) | NER
HEH Y IR | 100 pg/100 cm’ RER
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

RE= WETA: BEES: ATEZRETA: 2020/10/10
4.0 2021/04/09 4983485-00004 #EYERB: 2019/09/30
BTk D REAYADEHZER/IMET HICIEEITRIREG RO Y kA
_)béﬁﬁﬁ Lij—o

Ba. RXEBFVRREREST S, 2T 00TV
TEBEIRMBREICLYERES N, GIPERICHVERS A

BHENHYET,
RER
ik FARER D EYILBERHBEKEENFIBATERWNGS., FEXIE< EFTM
THEHA FSA4 Vo OHEENDIEENRTEIN-EEE. FE
MREREEZFERALELL S,
TJ4INE—"4T D WEIFRYA T
FOREER
ME D MEAKEFR
IRDREER DA RV R ERERFZEL LLET—VILEERT %,

FEBREL LIXEEDRICTROZVREE, S X+, T70Y
W ERRLET BRI, BULI—JILEFRT S,
MLA., SRAF, 3LLEI7RVILICENEESLOEINS
AHEMAHIBEIE. 71 —XP—ILEL LLIFZFDIELD
L7 z—RBEOTOTFI a3 vEBRALELL S,
EERUVEAXRDRER D AZ 74 —LELKEERBERO—-EFALEL LS,

9. MEMETLEHEE

PIR IR 8 . AJLvy b
=) D T—R7GL
A DT80
RO LEWGEDE L T—8%EL
Bhm . SRE R L T—8%L
BRRXINBRARVBEGER @ T—24L
AR (ER. ]IK) T—AR7%L
AR GRIK) T—AR7%L

BETRARVERLRFR /AIARS
BREFEOLR /AIRELRE - T—%274L

BREFDOTR /AIATRE : T—%274L
EIPS o T—87%L

DEREE D T4k L




REF—5y— b

Olmesartan / Amlodipine Besylate (3.5%) /

Apuhlic

Hydrochlorothiazide Formulation

&S ETA: BEBERS: BIEZETH: 2020/10/10
4.0 2021/04,/09 4983485-00004 FEYERA: 2019/09/30

pH T—27%L

RFEE JEEZ Y

BARENEE T—R7%L

FhE

EFLE (BhEETEER) JESZ Y
BRE
KiEM FT—RLL

n-A4 %/ — )L/ KDERIFRE JEEZ Y

(log &)

RRE JESZ Y

FBERUV ./ XIFHEAZE

tE T—A21L

mE T—AR%L

HXHARBE JES% Y

IRFESEE JEIRFME

[ = AETTEEEEYME L LTIEDEINEL,

NFE FT—R1LL

P4

RFHA4RX FT—R1LL
10. REMRUVRGHE

R RiEHRERE L TIEREINLL,

LR EM BEORETIEIRE,

fElR A E RIGAIREME MLAK, ZEERDTEREEDEASMEZRRT DAEEELH

60
BONVBIERIERIGTHZELDH S,

BTHRNEEH MLADHKEZRITS,

RfEIRYE i 2|1

BREELNEERY BRAEELNBERMITA SN T,
1. FEHER

7122

-5 ORGANON



REF—5y— b

Olmesartan / Amlodipine Besylate (3
Hydrochlorothiazide Formulation

RE= WETH:
2021/04/09

Apuhlic

AREED H L REREOER

Atk

. 5%) / -5 ORGANON
BERS: BIERETA: 2020/10/10
4983485-00004 FEYERA: 2019/09/30
A
R I i
EE
RICA--1B&

FIFARREGRRICE DR Y HFETELL,

B

AtEE @0

%

Z)0—2:
2SN (&0

2EFEE (RA)

AtET B

RARA—F:
ansEE #@0)

AtET @R

Olmesartan:
AEE #@&0O)

2EEE (RA)
2EEE B

ErFOoooF7PFE:

2EHET B0

ANEE (ZOMmOREER)

SMEMHEME > 2,000 mg/ke
Bk FEICKSAE

LD50 (5 k): > 5,000 mg/kg
LC50 (5w k): > 5.8 mg/l
RREERERE: 4 h

HERIRE MLA/Z X+

LD50 (" 4F): > 2,000 mg/kg

LD50 (5w k): > 5,000 mg/kg

LD50 (74 ): > 2,000 mg/kg

LD50 (5w K):> 2,000 mg/ke
LD50 (v R): > 2,000 mg/kg
LD50 (): > 1,500 mg/ke
#E 7—427%L

#E 7—427%L

LD50 (5 k): > 2, 750 mg/ke
LD50 (%™ R): > 2, 830 mg/ke

LD50 (5 k): 990 mg/ke
REZR: FARA
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RET—HI—F A
Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

RE= WETH:
4.0 2021/04/09

BEBES:
4983485-00004

Amlodipine Besylate:
AEEE (#O)

LD50 (=2 X): 590 mg/kg
BRERZER: RN

LD50 (5 v k): 393 mg/kg

REBERYE/Ri#HE
FATRESERICE DR YNETELL,
A%
Olmesartan:

&= F—HHL
ErFOsoOF7oR:

| iE PR ES
fER RIER#HG L

RIZxT S ERCRENE RRIEE

SR UVBRRBE

B4

R —F:

"E A=

fER IBADRIEA L
Olmesartan:

& A=

fER hZ E ORI
Hik KL 4 XEHER
ErFR O0RF7PFE:

| i RS

fER BEDORRH
Amlodipine Besylate:

"@ RS

HER 5% E DR
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RET—HI—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

RES ETH: BERS: BiIEIRETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERLB: 2019/09/30

PRI 28 BR VR 1 S I B2 18 R et

RERESE

FIFAARE S IEHRICE DK R Y DETELLY,

Do 3% B E 14

FIAATRE S IEHRICE DK R Y DETELLY,

B5:

RARA—F:

REEA A T D RF VA E—Ta VEER

EXAOES 233 D RIS

2 D EILEY R

fER BN

Olmesartan:

"Eﬁwiﬁ% ORISR

l-ES D T—AKL

SEMRERRY

FATRESBERICE DR YNETELL,

B4

)O0—X:

in vitro TOEEEM D BERAA T MEMERANSERERE RS (AMES)
R 2
HERA A T in vitro HEEYMHIREGTFERSR
R 2

in vivo TOEEEMN D HERA 4 T HELEYRMBK/MZEER (in vivo HifaE MR
E%)
E:<THX
REREK: BRAHAALTEIBE
R 2

R —=F:

in vitro TOEEEEM D HREBRAA T MAEMERWSERRALTESER (AMES)
R 2

Olmesartan:

in vitro TOEEEEM D HREBRAA T MAEMERWSERREALTESER (AMES)
R B
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

RERR A T TEEM (in vitro HELEMRSEEFEMEER)
R fE

HE& A A 7 in vitro LBEEERAER
FARRTFL: FroA4 Z—ANLRE —[HifHRE
R Bt

RERAA T TR VINE
R fE

in vivo TOEEEMN D BB 4 T ER
B v9X
HRRE: B8
BE5#% &0
R et

AREMRRERRME - TR A 0 RSB EEMRRERALERFRE LTHEI S LETER

vk LYo

ErFOoooF7PFE:
in vitro TOEEEM D B4 T MEMERAVSEREAREESER (AVES)
R e

HER2 A T RBRERE
FAMRTFL: FroA4 Z—XNLRE—IIERE
R fEt

HERAR A T kB SRR
FRMRTFLAL: Fr4 =—XNLRE —EEHRE
R B

SRERZ A T in vitro 7w A
TARMVRTL: RORY /N EHRS
EE: 5

in vivo TOEEEMN D BERAYq T 2EBRKEERE
B FyvA=—XNLRE—
ey 558
R

HRERR A T invivo 7 vtAa
B ToR

AR B5

R et

AEMRRERRE - 7EX A 0 REUNECEEMBERLRRE L THEI D LETER

vk LYo
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

Amlodipine Besylate:

in vitro TOEEEEM D BB A T MEMERAV S EIREAREESER (AVES)
R 2
SRERR A T in vitro ZBAE RS
ER 2

RHEAME

FATRESERICE DR YNETELL,

B

£)0—X:

2 AV S

BEZK D BRAIAATEEE

IRERRE 728

fER Do

Olmesartan:

[ Ty kb

BEZ® o0

IR E SR 2%

fER DN

2 DRI R

BREZR 80

IRERRE . 64A8

fER DoEM

ErFOBoRFT7YER:

(i DONTOR, AR

BEZK o0

IR ERRE 2%

fER CoEH

F& DR IR, FR

BE5ZR ©#0a

IR EER 2%

fER . T HARE

2 DY N ARBEUAR

B E5E% - u

3| 25

fER DoEH
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

Amlodipine Besylate:

2 DX HRA
&5 R - u|
IR 2%
fER Do e
2 AV S
BEZK C#0
IRERRE 2%
fER Do
R
BRADEZEDE TN,
A%
/O0—X:
RICx 9 55288 D REBRA 4 T —tHREEEEER
B Sv bk
REREK BRAHAATEIGE
R 2
REDEBE~DEE HERAZ A T ZREESN / VHIERE
B oy bk
RERK BRAHAATEIGE
R 2k
Olmesartan:
HIRICX 9 58 D HERAA T ENEA
B Sv bk
BRERK &0
A 5B 47: NOAEL: 1,000 mg/kg {AE
R ZREEICEEEL,
REDHEBE~DEE D HERAq T RE

B ovhk

BEREK #0

BEE:1000 Y55 L /1 X055L8B12Y
R EIEEILTEL,

HERA 4 T %H

FE oY x

BERK #0

BEE1IUTSL /1 X055 L812Y
R EIEEITEL,

HEBRA4 T HE
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

&S HETH: BEEE BIEZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 FEYERA: 2019/09/30
B oy bk

REER &0

FA S LOAEL: >= 1.6 mg/kg KE
fEIR: BB D LN, . HRERD
HER ERDOER~ADZE,

HEFME-TERAAD L D ABDOEZFHREBEICEDEE~NDEZEDHDHBEREHN D

2=,

EFR BBRFF7OLR:

ERIC 3 B8 © HRERAY 4 T AERED
oSy hMAIRELUAR
BERE £0 (86)
4 5EF1: NOAEL: 4 mg/kg AE
R ZIREEADFE,

HEgA A T ENEA
BYIOR, FAREELUVAR
BEZR &0 (g6)

5B F7: NOAEL: 100 mg/kg 1AE
R ZRE~ADEE,

FREDRE~DEE BB T RE
B YORX
BERK #0
FEEM: NOAEL: 3,000 mg/kg AE
R EIEEILLL,

BN -

oy bk

BEREK #0

FAZ M NOAEL: 1,000 mg/kg {AE
R EIEEILLL,

Amlodipine Besylate:
FIRICH 3 558 . HEBRA 4 T 2REEE / MERERLE
B ovhk
BRERZR R AATEIES
5B F1: NOAEL: 10 mg/kg {AE
MR ZEEICEEREL,

HERA2 A T 2FEEESN / EHERE
& oYy

BERK: A AATZIGE

5B F3: NOAEL: 25 mg/kg {AE

R IEERICHEEL,
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

BEDEE~DE HEB44 7 2B L UVBRRERER
B oy bk

BERE: A AATEIGE
F4EF M LOAEL: 10 mg/kg AE

HR BEOEE~DFTE,

mﬂ

HEBAA4 T BN L UBRRER
FE ¥

BERE SRAHRAAESBE
FAFE M NOAEL: 10 mg/kg A=
R BREORBE~ADEELLL,

HEBA44 T BN L UBRRER
B wHR

BERE: K& RAALEBES
FAEFEM: LOAEL: 1.6 mg/kg AE
R BREOEBE~DEE,

HE BEII-BAEE

HEENEREYE (BEEIIECE)

FIATREAIERICEDOCB Y SETEAL,

HEENEREE (REFECE)

RHlIchHh-5. RIEREBIFLTEICLVERS (BE SIFKIR OEEOHSZHI,
B4

EFOYooF7oF:

(R A B BIRIKER
TEAAD K D REICH-5. XIIREFCEIZLIBHRDESE,
RELEEH

B

Z)0—X:

[ D Zv bk

NOAEL : >=9,000 mg/kg
BE5ZR L ERBRAATEEE
IR EER : 90 Days

AR —F:

[ D Zv bk

NOAEL : >= 2,000 mg/kg
BE5#Z2K D HIEREM
3| . 28 Days




RET—HFV—F

Apuhlic

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

RES ETH: BEBES: BiIEIRETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERLB: 2019/09/30

l|I5:% 0ECD HEEHA K54 > 410

Olmesartan:

[ AV

NOAEL 2,000 mg/kg

BB #0

iR 24 R

a5 BELAEEERIIRESIN G-

ErROYOAF7OR:

2 SY b FTRELEUAR
LOAEL 10 mg/kg
B 528K #0o
PR EE B 2 &F
gl Eig, BIRIKAR
2 YIR, FTABELUAR
NOAEL 300 - 550 mg/kg
BE5R #0
A 25 B 2 &£
iE5 BELEEERRIIRESIN G-
[ PN

50 - 200 mg/kg
BE5R #0
A 5 B 9 4R
TZ RO AR Bl B AR AR
Amlodipine Besylate:
2 vk
NOAEL 15 mg/kg
B E5RE% #0Oo
i = B R 90 d
3 BHELESEREIRE SN EMN 1
RAAEEN
FIFRETREAERRICE DR Y D ETE4HL,
5%

EFR BBRFF7OER:
| ®EI RSB EERCEAIEESA TN
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RET—HI—F A
Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

RES ETH: BERS: BiIEIRETH: 2020/10/10
2021/04/09 4983485-00004 #EERLB: 2019/09/30
AEITH T B RBAHER
B
Olmesartan:

RIZCA-1=15&

RAAATIBE

ErROYOAF7OR:
[RIzA- =184

RAAATIBE

Amlodipine Besylate:
[RIzA - =154

RARAATIHE

FEIR: BR~ DD RBK
FEIR: K I £

5% RRICHE T Rek.
E ~OFEHZE DL

FEIK: R~ DRIEK

fEK: HFELV, BEBRE, EH HER BE EODE RS B
PRETHYE, RAE

FEIK: SREE DRIEK
ER: HER, BRE KRS BER OFE B8

12. REEERE

AREEM
5

)O0—X:
BEMN

ErFOS0RFFIE:
s

IZxtd 5&EMH

Amlodipine Besylate:
y::Eis

TUOVIFOKEEEHDY

LC50 (Oryzias latipes (F1A 4 7)):> 100 mg/|
BREERFR: 48 h

wE: BT IMEMSBOAT—RIZEDL

LC50 (Pimephales promelas (77w kAw KX/ )):> 500
mg/ |
BREERFME: 96 h

EC50 (Daphnia magna (F#4 =< >3)):> 500 mg/|
RREERER: 48 h

LC50 (Pimephales promelas (77w kAy K2/ ™)) 2.7
mg/ |
RREERFRE: 96 h
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

SOVOEOKEESHEY © ECS0 (Daphnia magna (#4322 3)):3.2 mg/l
[Txt9 55 BREREFM: 48 h

TR KEEWIZxT BEM 1050 (Pseudokirchneriella subcapitata (#)): 5.6 mg/|
RREERERA: 72 h
7% OECD E&AH A K54 > 201

BB - S
%

tro—2x:
"Eﬁn\ﬁ@'l‘i D KR mofE.

ErROYOAF7OR:
"7J<EPT-0)§E'I‘$ D huk 5 fR: 46.2 %(96 h)

ERERYE
%

Amlodipine Besylate:
||n—71‘7 27 —IL/KADEERE ¢ log Pow: 3
(log &)
TiRPOFHEEY
T—A7EL
FTIUB~DOHEH
JEEZ S

13. BELOEE

BEEAHE
BRREEY D WA BBEOEGICHRVNLST S,
FRBEHRRUVEE D EZOBRHFEL VM ILFELERREDEOHIC, BA R

REVLEXREICRRT S,
BICHEENEWMES, REAGRELTEET 5.

14 BWELDEE

[ o232
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30
R L %415 (UNRTDG)

fERmE LTHRHElSh TOVGEN

finZ2ém;x (1ATA-DGR)
fERMmE LTRSS TOVGEN

3 &% (IMDG—Code)
falEme L THREISh TULVELL

MARPOL 73/78 MiRE Il RV IBC a— FIZ& 2 oWAMBESh I HEME (Y - F&H)
s h - KEBOHRMIZIETIEZS,

&l PR il

EnREDERF L. EEB 15 2838 I 5,

15, BRZES

B ER

HRBhE

ek, EEMBRYICEZALEL,

L&EX

BELEVE. BERECFVE. BEFMIEEVEICKILEL,
FBERE/LEE

BEENBEUAShIEED

JEER S

HWEDHAERITHNEZHED

JEER

EREEHLESARYME

JEER

ERFREDEH oN-EEMR (BRFLEYMR)
JEER

ZEREORBD oh-LEWE (HFREHEFHE)
EH

BAREZBENTRERRVRUVAEY

EH

BANEERTIRECRVRVEEY

EH

FECFMEREFHRA
JEER
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RET—HFV—F

Olmesartan / Amlodipine Besylate (3.5%) /
Hydrochlorothiazide Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

shhEFRRRAI

JEEL Y

M7 ILFILehET R
JEEL Y

AHEATREFHRA

JEELL

FBMREWMEEBTS - WRE— &KW
JEELY

EVRUBIMESREE

JEELL
LEYEHHITEEEREE
JEELY

BEHRRRE

JEELY

DE a1 E S

JEELY

fafaR & ik

iRy E L THRHElEn TULVEL
ek

iR E L TRl S TULVEL
BESREFRVUBLEFONILICET &2

(X5 B A HE ; ERAMEIZITZY LI
& S EnE D BEBEMEICIERELEY
FRER U REMAERE

FREMFEAERE (@ - 8AZA)

JEZY

BERFERMBEERM (E@L - @A)

JEZY

BEEVONEBR VERICET 5%1E

EEREY
COHBOBESIZDODVWTEELS RV ) —~DEEEITHER :
AICS > N

DSL N

IECSC > N
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ReF—2U—F A

Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON
Hydrochlorothiazide Formulation

&S ETA: BEBERS: BIEZETH: 2020/10/10
4.0 2021/04,/09 4983485-00004 FEYERA: 2019/09/30
16. ZNhniEH
5| F >k D B#E#fiT—42. BEME DS IZEH I F—4 . O0ECD eChem
R—R2ILE I VERMILEYMER http://echa. europa. eu/ D&
RIER

LEIN—Ca UL ERESNERBRANETE 2 AR THRARTSIATLES,

BiI74+—<v k . #/B/H
ZTDHDREEED £

ACGIH © KE, ACGIHPRFREIME (TLV)
ACGIH / TWA o 8 EEfE. FEREMETY

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS5 DILEREEME, ASTM - K
EMHHRGS bw - KE; R - EH M, TERRME. EEEULH D ESNHME; DIN -
FaUBRBHEELE DSL - ERYMEY RN (BF4%); Eix - 2D XWORIEERIEFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BERRKOR TP
—JU; ENCS - L BEADBFILEME )R b ErCx - FED XWOREERIFTEEZONDRL
RE RG - REMICOF5IE; GHS - HFRHAMI AT L GLP - HERE kM, [ARC - ER
NATRZTHEE: IATA - EEMZEEERS, IBC - BRIEFHOESBELXZD-HOMMDIEE
RUEICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMMZEME. ECSC - hEIR
B2 ELR INDG - BB LERYRRE. IN0 - EFEBSEHRE, ISHL - 3EBREEEE
(BAF): IS0 - ERZECHE. KECI - REBRFLFEYMERE: L0550 - 50%HERE LDSO0 -
50%EEE (FHEILE) | MARPOL - MMAIC L 5 DD -HDERSE, no.s. - I
MBAMNARESN TS LD ZERRC Neh - FURAL NOWEC - BEEZMHRZERE, NOAEL -
BESMRZEL AL NELR - BEEEZEEFES NOM - A5 a2KEA NTP - XEE
REMTOT S L NZIoC - —a—2—5 > FMEZME AR, OECD - 23X HBASMME, OPPTS
- LEMEZREMN - 8FHIER, PBT - MMM - AHERNE - AEHEWE)  PICCS - 2
1 VELEMEA RV )= QSAR - (EEH) HEEFMHEE, REACH - LEMEDE
$x. ETMfi. 3B WIH KL UEE (REACH) ICB¥ H#RAI (EC) No 1907/2006: SADT - B CimEs,#Z
BE: SDS - RET—4— b TCSI - BEBLEYMEASA R M) —: TG - ERYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEEIS, vPvB - FEEIC
HOMRUFEICEERN, WIS - EXRGSERETEVERRCAT L

CORET—RI—FUUAT TSDS) &0V5) TRIFT HHFM AT TRFEH &0V I) K. FEH
BERIZENT., BHOKEDOHH. FHR. AMMESTDLETE#THLHIEHHLIZELDTY,
AEHRIT. BROTEGEEV. A, LB, RE. f. BEERVRRICETISIHAF R E
LTOAERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY A KNERIL.

SDS DEEEZICTRENTVARESNERKICHTHIOTHY .. HFEAELAORR EBAE
HET, XETOERAPTHERASNDBE. AXFRITERNGVRY .. BRICEE B VATREMS
BAHYFET . ARGBOERAEFSMICEV TR, FFRRVHERFEZERY SERIC. TRAES
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Olmesartan / Amlodipine Besylate (3.5%) / i ORGANON

Hydrochlorothiazide Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
4.0 2021/04/09 4983485-00004 #EERCH: 2019/09/30

MORRERICEITHAAEGOBEYZTMEEH T, FREFLOERT 52HETORENRKER
CHTEHAHBOEEL., FA. LB, RUOREIZOVWT, EEEWVEY,

JP /7 JA
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