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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 HE{ER B 2015/01/26
1. E2RE USSR
EEHDBATE . Losartan / Amlodipine Besylate Formulation

HfieEORLEH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
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EREEMHER D BT 7L —MREEREFRZITEEN,

H318 EETIRDIEE.

H360D B R~NDEEZEDHE TN,

H362 ZELPDFIZEEZRIFT EEN,

H373 REAICHT-5H. RIEIREFCE (BEA) ITX2BHFORE
EoEEN (K LREOER B BiE

TEEK:

P201 EFARTICEIRRBAZEZAF TS L,

P202 £ THREFIE#HAHEBIHZETTMYHEbIENI &
P260 # CAZMALLILNZ &,

P263 iFiRP R NMEEL A (XM ERITEH &,

P264 Rk WMEIZEEE K <KD 2 &,

P210 COBERZERT B LT, SREXIFEEZ LA
to

P272 B Ent-ERIIELEEMOSHEIHBWNI &

P280 {REFR MREKR RERE FEAREZERAI I L,

[CREE:

P302 + P352 FEIEIft&E L1=15H : EEDKTH]RS Z &,

P305 + P351 + P338 + P310 BRICA - 1=15& : KTH O EEE
BCESTE, RIZaAVE I PLUREFRLTWTESIZH
BAEEENT L, TDRLEEZHRMTISILE, ELICER
[ZEHKT DL,

P308 + P313 [EK BRIFIFK BN RSN HDEE  EFDE
SEHTEZTDHE,

P333 + P13 RIEFIEXITIE LA (B) NELEE  EEID
PR /FUTERZTHIL,

P362 + P364 B IN-KEEXWRE. BERT HEEICITRE
gH L,

RrRE:

PA05 fEfE L TRET H &,

B3

P501 AEY., BRERBIN-NEHRICEET L&,

GHS FEIEE L E LM DERBSH
EELGHERVEESNDE %U&t@%ﬁl$U~&E®%ﬂ%@ﬂﬁitﬁﬁﬁﬂﬁé
EEREOHME AIREENH D,
7JDI NVEYUT3H LLEZDEIDOLEDMIC. BHRMED
MLARZEERTDEEALHYET,

3. MERUHSER
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&S WETH: BEES: BiIEIZZETA: 2023/09/30
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fesmeE - BEMORI BAY
5%
[A=E CAS BE SE= (% w/w BERAREE
&5
[ern—x 9004-34-6 >=60-< 70
[Losartan 124750-99-8 >=10-<20
Amlodipine Besylate 652969-01-2 >=1-<2.5
“BILF 5 o 13463677 >0-<10 1-558, 5-5225
) 6-St-IFILp-oLI—L | 128-37-0 >=0.0025 - <0.025 3-540, 9-1805

. IEREE

—RRET FNA R

RALF-BE

RIBIZfHELI5E

RBICA-=5B&

RARXATZHE

AMERRVEREEROR

HEELGRIRENR

SREEZY 2EDRE

EERICx T SHEFAEEFE

EHMDIGEN. RO TCIBENEEFELICEENDEZR %
2+5,

FERDNRSICIBA. THERHAHIBEIE. EMDIETE
215,

WULAATZIEE . L ERDBRI~BET 5,
EBRLEFZT5,

EMLE8E. BELICKREZREITALSEDKTEVRT .
BELEKRS S UHZER <,

EBRLEZEZTS,

BEADHICKRERXS.

HEBERT DHICELRITES.

EML-15E. EBICZENKTALCEL 15 HEEEE
LR

HHEIZTEDEEICIE. a3 FLUXERY ST,
BELICEMDFETERZIT S,

MARAATZEE . BE(CHAELL,

EBELEZEZ(T5,

KTOEKLTT,
FUILTF—MHRERIEERITHEN,

EEREREDERS,

BRERADEBEZED TN,

BIAFOFICEZRIFTE TN,
RELTHAIVIRHBICHEYBRAHAALEISE. BHRICESE
DELIEENLH D,
MLAEDEMIZEY ., REOYMEMLZREBE-IXEZENE
EHOHEMELH S,
HAHEAEEFELOREITEEZILL., #HEBSKTLSE
EREHERIT DL, BEOWUREMELAHDIESE. BHSD
BULEAREREZSEOZ L (HEB 8 Z5M])
IEBEEBIUMEREEZTHI L,
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5. NKBFDEE
WA E A A JKIESE

0 TIEAR DR LVH K]
BREORIKRESTE

HERGEEIEY

BEDHXAE

HRZEITSEBDRE

fit 7 JLa—)LiEH k|

bk (C02)

¥ 2K 5E K H

MRELL,

MLADERZEITS, ZRFICTHALEEDHHMHN CANS
BMLTBYBNENEET HEMLABRDOEREASH S,
RREBRYM~NDBREBIRBEICEEZRIZTIEELNH D,

RERERILY)
BHRLEEY
EREEY (NOX)
ERERIEY

RIGOIRR & BDREICE C TEYGEAFRER WS,
KHEAHDBREDINT D-OICKEEET %,
RETHNIERBE VT HENKEEHI BT,
Righ s RBSHDH I &,

NKBFICIE, BIRRAMTRIREZERT 5,
REEZFERT 5.

6. RHFDIEE

AEIZHT 5 EEEH, RKiE

BERXRVRIHEE

RIEICHT HEEEE

HLRAHRVHEDFERD

2

REEZERT
REBMYZLNDT KN4 R (BB T %38) ., AARE
Bn#RERICEN (BEE 8 E3H) .

RE~OBHZERITS &,

REEHALTHL, BAPIENZLEDH D,
BRINERRFKEREL. 89T 5.

mHEAE LK ERTELGMERIE, HABRRKIERT 5.

CENFBDE. BELEIMERETRVERY . BYLRSR
CBL. BEY 5.
BLADZERHADREZEETD (TabL, HLADEBRL
EREDEEZERICK DFR
BLANZERHICHRLRRETHREEND LERIEDEEY
EHRHETHDT, RAICHLAZEBRSETEELAL,
AEBEME. BET SRICE, FMABRBRESIVEOR
B> TRET LS &, TORBIZERASAE=YEICON
THRAHRTHD. EQORBNBEREINLINEHRET SBLEDN
Hd.

AKSDSDIEB 13 H LU 15 ITHNT, HABBRE L UVED
EHHEDOEESDY
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1. BREVWERUVRELOITE

kL
5300

BFrEER, £FBRK

ZERFIEEIR

e s [ ¢
BAEXE

EMEIEME

REUBRLEMY

HEINEHEL., BHEARMIBINLEBRZSISEII L
nH5,

B E, EE. FREAFEFESEKL EOBEY LT
HBEZET D,

ToHEBENTERNGEE. BRIREEZFEFAL T
AN

ERD R RIS EMmERTSE &,

REOKRIZF T,

MLCAZRALEZWNI &,

BRAAFELY,

AR& DEfMZERIT S,

Bk RIEIREZLCHES 2 &,
BISBREREDHKRICEDE, EXEHOHERLUREHED
ETREIHORYIES Z &

BREFFALTHELCIE,
MLADEREEEEZEBHEITS,
FARALEWNMEAICIZBRRZHAOTE .,
BORENENDERS TS,

HESHMEICH LTFHUEFERE LS L,
COEREFATHIEEIC, MBEITBREEX LA &,
FNOEREMEHILEL, BE~AOKHEER/NMRIZCTEELS5FE
B35,

E& 1L 5
BEOERAPIZEEMEADIE BEOTENENH DBEIE.
EEGFRDELIZTA ISV VI VRTLELIUREV Y
J—%ZHRELTLESLY,
FAPIHRERUVEEZZILT 5,
BRINFEEKRIEEEMOGHIBNI &,
BERINF-KRIIBERT HRIICEET S &,

BHESRILODW=BBIZANTH <,
BiELTRETDHI L,
BELOMNYEAD D,
ZEDHEIZ->THRET S,
ROBIFEHE V- L LITRELEL
SEERE &

BESREVHE: MRGL,
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8. I EHLEURERE
EERBICE T RS NRERR/HRRE
58 CAS B = BE (REF | FHEE/EEER | HH#
£E) E IR EE
ZLO—2 9004346 | TWA 10 mg/m’ ACGIH
Losartan 124750-99-8 | TWA 100 pg/m3 (OEB RER
2)
Amlodipine Besylate 652969-01-2 | TWA 20 pg/m3 (OEB 3) | MER
HEEY IR | 100 pg/100 cm? RER
“BILF 5 o 13463-67-7 | OEL-M (A | 1.5 mg/m’ BAEERE
T EE) (F2 V) 2E (FBRE
)

HIER: EVAME, TFE28BI ITHESNIYERL, AN
LB+ TRVHE, T4hs, EFHEN L OFERNRER
THY, YRR O DEIRN+2 TR, FhE, EEHEHL
B DFERLIEE LAY, EMEERN L DA +2THS.

OEL-M (#a% 2 mg/m° BAAREEGHE
E) (FHY) 2 FBR
E)

HMIEHR: EVAME, TE28BI ITHESNIYEL, AN
HBHM+2TRUVHME, 405, EFHMEN L DA RER
THY, YRR L OIS+ TREL. F=F, EFHEDL
D DFERIFE VA, BMEERL 5 DL +2THS.

2,6-C-t-TFIL-p-H LY— | 128-37-0 TWA (R AR | 2 mg/m° ACGIH
L EH LU
=)

ER R 2R EXBICET5BREREEZRIERICHNZ S &,
MLARREZHSCHEEZHET 5,
MLARMYBWIATLAHST Y b, BMLAHEEE. ¥
CARR. BLIUMLARBEELR L) TIE. MLAMNEE
BARNMHIGW(THHLEEENDDRNNGELY) & 54K
HEREEIZTS,

THEMENTELGWNGEEE. BAIIREEEZFRAL T2
Ly,

REA

EIRFARER WYL EFEKREENFRATELWNGES., I EFTM
THREAA FSA4 D 0HEANDIEL BN TREIN-HEIX, FE
WMREREZFERALEL LS,

TA4NE—34T WMEFRAE2A T

FOREER
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ME D HELEFE

= D EERYMEBEDEREYEICKY ., EEBICE--ILEMELETF

REESIE, COERHPFREZEAT IHMIEIAN-T
WL, FREBFEICMYEBZDS, BHREXEICERATSL
EOFROMILEMEMEZFROVUETICHAVEHLESZ &
FHRT D, KREFTOKRERICIEIFEERS,

IRDRER D ROBANREEZERT S :
M FELEORERBEEZVTERT 5,
REMNEZY ZSTIGFEITER :
T4 A—I)L K

RERUVEADRER D AEEMTME T —2 B X UCRATIZE T 5BRZE AR O STl &
DWTHELGREREZREIRT S &,
TEEMHOREKR (FL, AT, R#G L) 2ERTSH
L TRE~NDEMZE TS,

9. MEMERVLFHEE

MIRIK RE DOBR

& DT80
By D T—a4L
RUOOLEWEDE D T—A2%L
mh R E R D T—Aa%kL

BRAXINBRRVHESEE © 74740

AIATE (BlfR. SUK) DMIL NV RYUTE LB EDENIOREORIZ, M
DY LAZEZHRT 2EENLHY FET,

AR GRIK) D T—5%L

BRETRARVERELRR AIARR
BEEFEOLR/AIRER @ T—327%GL

&

BEGEDO TR/ AIRTR @ T—42%4L

&
EIPS= JEZY
DRRE T—R74GL
pH TR L
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Losartan / Amlodipine Besylate Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEES: BiIEET A 2023/09/30
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REEE T—27%L
BARREMEE T—A27L
FhE
BFE (BhFhMEER) T—RHL
BRE
KB T—RHL
N9 %/ —JL/ KoERIZH T—RHL
(log 1)
AT T—A27L
FBERV/XITHERNEE
k= T—A27L
AR HRAFE F—AL
e tEdis JEIRF
i g e AHAITEEEME L LTIEDESI NG,
NF=E F—AL
RIFIEMH
HFHARX T—A27L
10. REMRUVRGHE
RSt RIGHERERE LTIEoESINEL,
LR E M BEDIRETIEXRE,
fElR B E RIS AT REMHS MI, N RYUTHLLIEZFDIEIDNIEBORIZ, 1BRE
DMLAZEZERT I EEALHY £7,
BNVRIEEIERIET B EDLH S,
WTHEREENE B, K. KIE,
BLADREZRITS,
R EIRYME 31
BEREELNBRERY BIREE LGN FBERYITE SN TULVEL,
1. FEMHER
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Losartan / Amlodipine Besylate Formulation " ORGANON
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ARMEDHLIRERBOER © BRA

R 1S HEfi
EE
RICA-EEBE
SHEH
FIRARTRERIERICE DR Y DETELLY,
85
AEE (#&o) D BAMEEMHETEE > 5 000 mg/ke
ik EFROH B
B4
£)0—X:
2EEE (B0O) © D50 (Z v k):> 5,000 mg/kg
AEE (]RA) © LC50 (T k):> 5.8 mg/l
MEERER: 4 h
HERIRE MLA/S R+
AuEE (BR) : LD50 (*7H¥):> 2,000 mg/kg
Losartan:
AEE #@0O) © LD50 (%2 R): 1,257 - 1,590 mg/kg

LDLo (T v k): 200 mg/kg

LDLo (¥ R): 400 mg/kg

Amlodipine Besylate:

AMsEM #0) © LD50 (5 k): 393 mg/kg

“BiEFa

SME%E #E0) : LD50 (5 k):> 5,000 mg/kg

2ME% (]RA) © LC50 (T v k):> 6.82 mg/l
BREERFMAE: 4 h

HEBRIRE. MLA/S R b
TERAAV M COMEFLITEESYEIZEDORASHEITE

Ly,
2,6-C-t-TFI-p-H LI—IL:
l|Janss @n) : LD50 (5 k): > 6,000 mg/ke
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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26

7% OECD SRE&H A K54 > 401

SMEEE BR) : LD50 (5w k): > 2,000 mg/ke
7% OECD HERH A K54 > 402
TERAAD b COMEELITREAVIEAKDORESEITE

LYo
REBERYE/Ri#HE
FIARTREIERICE DR Y DETELLY,
B5:
Losartan:
"E L e
fER D BEORERIH
“BEFE
(= S
fER D RIERIEAL
2,6-C-t-TFIL-p-H LI—)L:
(Ed Lo
Hik : OECD HERAHA K54 > 404
fER D RIERIEAL
5 YT AMmEINSBLONFET—RIZEDL

RIZxT S ERCRENE RRIEE

EELIRDES.

B%:

Losartan:

"@ LS
fER D BEEORIE
Amlodipine Besylate:

& oYX
HER D BEEORIE
“BEFE

& R
fER . IB~NOFIEAL
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Losartan / Amlodipine Besylate Formulation i ORGANON
&S ;ETH: BEES: BiIEET A 2023/09/30
9.0 2024,/04/06 49940-00023 #MEER B: 2015/01/26

2,6-C-t-TFI)-p-H LY—IL:

(Ed LR

fER . IRBANORIEAL

Fik : OECD ERAHA K54 > 405

e LT AMEIMNMSBLONET—RIZE DL

FEOR 28 R VR SIS B2 8 Rt

RIERES

FUILX—MEERIGER T ST,

N E L o

FIATTRE T IERRICEDCRB Y R ETEALY,

By

Losartan:

RERA A T = 2 e e - ]

EAOES 23 D RIS EM

& D EILEY R

THERAAD K D EFADOREREEDORIEEITEELAH Y,

fER D B

“EBiEFE2

HERA A T BT v EEsEEEE (LLNA)

EAOES 232 D HIEREM

& DRI R

fER DoEH

2,6--t-TFILp-U LJ—):

RERA AT B MREEFNYFTX K HRIPT)

EAOES 23 D RS EM

[ D ER

fER CEM

HTEMRRZEREM

FIFAARE R IEHRICE DK R Y DETELELY,

5%

Z)0—X:

in vitro TOEEEM D HREBRAA T MAEMERWSERRALTESER (AMES)

ER e

HERZ A 7 in vitro BRI B ETERAR
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in vivo TOEES4

Losartan:
in vitro TOEEEMN

in vivo COEEEMS

Amlodipine Besylate:
in vitro TOEEEME

“BEFE
in vitro TOEEEM

in vivo TOEEEMN

2, 6-C-t-TFIN-p-H LVJ—I:
in vitro TOEEEM

BER

HERY 4 7 WY HRMBR/MEEER (in vivo fEfEEMER
B%)

& TR
BERE: RAHRAATEBE
R fE

HERR A T in vitro 7y EA
R e

HEEA A T in vitro HELEYMHIBREGCTFERESR
TANVRTL: Fr4 ——XNLRSZ—IREMAE
R fE

HBRAA T TILAHYBET vEA
BR B

HEBRYA T RBERKEER
R =%

HEBRYA T RBERKEER
R

HER S A T HEWE R B ERRALERHR WIES)
R B

HERY A T in vitro REKEEHR
R e

HERS A T HENE R D ERRALZRRR WIES)
BRIt

SRERSZ 1 71 in vivo /MEEER
B YR
R fE

HEBRY A T MEMER W SEIREARERRER (AMES)
R fE
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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26

HERA A T in vitro HELEMMMECTFEESER
R B
SRERR A T in vitro ZBAEERER
ER 2

in vivo TOEEEMS D HEBRA4 T ZTEREM(in vivo BELERHHEMEGEEMNE
R, FEMADH)
B oy bk
BRERK: fRAHAATEE
R 2

RHEAE

FATRERERICE DR YNETELL,

%

£)0—X:

& AN

BREZR D ERAAATEEE

IRERRE 728

fER DoEM

Losartan:

2 DRI R

BEZK o0

IFZErRR © 92

BEE . 200 mg/kg AZE

fER DN

[ DSy k

BE5ER ©#0a

IFRErRE : 10558

BE=E . 270 mg/kg AZE

fER CEM

Amlodipine Besylate:

[ DOWYYR

B E5E% - u

IR ERRE 2%

fER DoEH

2 AV

BE5ZK C#0

IR MR 2%
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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BEES: BiIEIZZETA: 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26
|G et
“BiEFE
2 D2y k
BEZK D RAM LA/ R B/E)
|FZErRR D 24
ik . OECD BRERHA RS54 > 453
fER D B
l=E3 D ERA#FEITE FTIIBEEATWLNEEZ BN D,
HENAE-TEAAD D EYERICEVLWTRAIZE 3ENAEDREN G IENNH D
2, 6-S-t-TF L-p-5 LY —L:
(=3 D Jwvk
BREZR D ERBRAATEEES
PR EE B 22478
fER Do e
R

BRADEBEZEDE TN,
RIATDOFICEZRIEFTEEN,

5
)O0—X:
HRIC X 9 558 D REBRA 4 T —tHREEEEER
B Sv bk
REREK BRAHAATEIGE
R 2
REDHEE~DEE HERZ A T ZREEN / VHIERE
B oy bk
REREK: BRAHAALTEIEE
R B
Losartan:
HIRICX 9 58 D HERAA T ENEA
By bk AR
BREZK &0
S 5B H: LOAEL: 200 mg/kg AE
BR ARDETEREADTE
FE BRIn-8BKENE
RERDEE~DEE . RERYq T RE
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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26

& oy x

®RE5R2E: 20

BAEO—#&E1: NOAEL: 10 mg/kg AE

FAF M NOAEL F1: 20 mg/kg AE

HR ESHEFRADASTLGHEEIBRFEHENS MRS
DHHBALT=, , EFZELEL,

HEgA A T RE

B oy bk

BERK 0

FAEFEM: LOAEL: 10 mg/kg A=

R RRASE.  EFLELELTL.
AESE-TEXAVE D BMRRICLDERFANOBEZENRAEICH D

MR TIHIRABEHDOIARICH T 2HEEERYT

Amlodipine Besylate:
FIRICX 9 SR8 . B4 T 2REeH / NHRERE
B oy bk
BERK A AATZIEE
5B H3: NOAEL: 10 mg/kg {AE
R ZREEICEEEL,

HER4 4 T 2HEeh / HBRERE
B oyx

BRERZR. R AATEIEES

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

MR ZREEICEEEL,

RREDEE~DZE D BB T ZRENBLURRERE
B2y b
BERE: RAHAATEEE
A= LOAEL: 10 mg/kg AE
R BRORE~DEE,

HER44 T 2B L UVHRRER
FE oY x

BERK: A AATZIGE

FAE =1 NOAEL: 10 mg/kg fAE
R BROERB~DEETELY,

HERA2A4 T BN L URREREE
B:woR

BRERR R AATEIES
FAEFEM: LOAEL: 1.6 mg/kg AE
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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26

HE BERORE~DEE,
BE R In-BHAEN

2,6-S-t-TFILp-4 l/‘}—)b

WEIRIZ N9 SR8 D B4 T ZHARAEES AR
B oy bk
BERE thAHAALTEISE
R et

REDRBE~DEE D HREBAA T ZRNELURRERE
B oy bk
BRERE: A AALTEIEE
R et

FERMESBSTE (HEIETCR)
FIARREAERICEDSKRY AFETELL,
FERMRBSE (REFICR)

RHIcH=5,. RIREEFLE (BEQ) ITLBEOETENS TN (IR, DENER & B
&)

B%:

Losartan:

EAOES 230 L ERAAATEEE

(R A ik, DENER B BiE

TEAAU R D RECh=5. XIFREFCBIZLIBEHROEZEDS Fh,

2,6--t-FTFIJL-p-H LY—IL:

THRAY b D REEFEE 100 mg/kg bw LT CEBMIZE T ZERTREAD
EHEIEEN ST,

RiEREEH

B

£)I0—X:

[ DSy k

NOAEL : >=9,000 mg/kg
AR ) D BRFAIAATEGE
IR ERRE : 90 Days
Losartan:

& AV

LOAEL . 15 mg/kg
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Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26

&5 R © 0

i 55 B : 309 d
REEIH : daily

Edial e C Mk, BE, ODELER B
2 DX

NOAEL : b5 mg/kg

B 528K D0

A = B R N =

9iE K COERE, MErt
2 PN

LOAEL . 25 mg/kg
5K - In|

A = B R : 53 @&

IR EE [ 2 © daily

JiE IR DORREEE, MEnt

Amlodipine Besylate:

(i D Iw bk

NOAEL : 15 mg/kg

BE5R 0

A 5 B 90 d

55 D BEELAEERESRESIN G,
ZBiEF A2 v

2 D2y b

NOAEL : 24,000 mg/kg
BE5R D BAHIAATEEE
IRERRE 28 Days

2 . Iw bk

NOAEL : 10 mg/m®

&5 %% D BRAMBMLCA/ZT R MNE)
R = B D2 &

2,6-C-t-TFILp-H LJ—IL:

[ D Zv bk

NOAEL . 25 mg/kg
BE5ZR D BRFAHAATEEE
3| 22 7B
MRAAEEN

FIARREAERICEDSRY DFETELL,
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ReF—2U—F A

Losartan / Amlodipine Besylate Formulation i ORGANON

RES ;ETH: BEES: RIEIZRET A: 2023/09/30
9.0 2024/04/06 49940-00023 #EERLB: 2015/01/26
B
Losartan:

|| BB R B A E S AT LA

MNEIZxT 2 RBEER
%

Losartan:
RICA--1B8

RAAATIHE

Amlodipine Besylate:
RBICA-B&

RARAATIHE

FEIK: AR~ DRIEK
FERK: IEME, $EAR

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

12.

RECERR

SREEM
5

Z0—2:
REMK

Losartan:
BEMN

IZxtd 5&EMH

SOVIAFEQKEERHSY ¢

R KEEYICHT HEN

LC50 (Oryzias latipes (1A% #)):> 100 mg/|
RREERER: 48 h

HE BT IPEM TN T—RIZEDL

LC50 (Oncorhynchus mykiss (=< X)): > 929 mg/|
BREERFME: 96 h
A& FDA 4.11

EC50 (Daphnia magna (F# =< > 1)): 331 mg/|
BREERFMRE: 48 h
ik OECD FRE&A A K54 > 202

RAEZERE Microcystis aeruginosa (774 3)): 949

mg/ |
RREERER: 10 d
7% FDA 4. 01

R AEERERE (Selenastrum capricornutum (#%:E)): 143
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ReF—2U—F A

Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
9.0 2024,/04/06 49940-00023 HE{ER B 2015/01/26
mg/ |
BRI 10 d
7% FDA 4. 01
AEM (IBHSH) . RKREZERE (Pimephales promelas (7 7wy Ay KT/

2)): 10 mg/|
BREEREAS: 32 d
A% OECD SRER A A K54 > 210

SUVIOEOKEESHEY © RAXEZERE (Daphnia magna (743 2>3)): 100 mg/|
IZxt9 5&EMH (BHESH) IREERFRE: 21 d
Fi%: OECD HEEHA K54 > 211

Amlodipine Besylate:

As : LG50 (Pimephales promelas (77w bAy KI/9)):2.7
mg/ |
BREERFR: 96 h

SOVAENKEESHEY © EC50 (Daphnia magna (A4 32> 3)):3.2 mg/l
IZxt9 5FEMH RREERERE: 48 h

R KEEWICHT HEM 1050 (Pseudokirchneriel la subcapitata (#:%)): 5.6 mg/|
RREERER: 72 h
7#i%: OECD HERH A K54 > 201

“BEFa2

asEn : LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
BREERFMAE: 96 h
7% OECD E&H A K54 > 203

SUOVIEOKEESHEY © EC50 (Daphnia magna (A 3P >2a)):> 100 mg/|
X9 &M BREERFRE: 48 h

T KEEYIZT 5EM ¢ EC50 (Skeletonema costatum (E:¥IEE) ):> 10,000 mg/|
RREERER: 72 h

MAEMIxT 55N : EC50: > 1,000 mg/|
RREERFRE: 3 h
A% OECD REEHA K54 > 209

2,6-Ct-TFI-p-H LY=L

y: k- : LG50 (Danio rerio (€732« v a)):> 0.57 mg/l
REEERERE: 96 h
ik 54 67/548/EEC, Annex V, C.1.
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R ZE =

RET—FV—F

Losartan / Amlodipine Besylate Formulation

;ETH:
2024/04/06

BBES
49940-00023

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2015/01/26

[Tx9 BEFME

W27 %— (KERERE
a8 (R )
BEML (IS

X9 BFME (BEEN)

M-2705— (KERREE
tt RE (8% )
WA T HEM

REH - oY
5%
Z)0—X:

E RN

Losartan:
KPP TCOREMN

=

SOVAFEOKEERHY ¢

BREKEEMICHT HENE

SOVIAFEQKEERHEY ¢

2,6-C-t-TFILp-U LY—IL:

EC50 (Daphnia magna (4 =< >0)):0.48 mg/|
BREERFR: 48 h
7% OECD FRERA A K54 > 202

ErC50 (Pseudokirchneriella subcapitata (#%&)):> 0.24
mg/ |

BREEEFRE: 72 h

7% OECD FRERA A K54 > 201

BRAESERE (Pseudokirchneriella subcapitata (%:%)):
0.24 mg/|

BREERFR: 72 h

7% OECD RERA A K54 > 201

1

BKESLERRE (Oryzias latipes (1A 4 #4)):0.053 mg/|
BREERFAE: 30 d
A% OECD ER A K54 > 210

ANEZERE (Daphnia magna (XA 2 2>1)):0.316 mg/|
RREERER: 21 d

1

EC50: > 10, 000 mg/ |
RREERFRE: 3 h
#i%: OECD REEHA K54 > 209

HR: BRI,

KSR < 10 %(5 d)

R BAMBETIERL,

H£0fE 4.5 Y%

RREERER: 28 d

Hi%: OECD ¥R + H4A4 K54 > 3010
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REF—5v— b

Losartan / Amlodipine Besylate Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEES: RIEIZRET A: 2023/09/30
9.0 2024/04/06 49940-00023 #EERLB: 2015/01/26
EREREY
B%:
Losartan:

|m¢79/—»/mﬁm%ﬁ:

(log fE)
Amlodipine Besylate:

|m¢79/—»/mﬁm%ﬁ:

(log &)

2,6--t-FTFJL-p-H LY—IL:

log Pow: 1.2

log Pow: 3

HEREEN F&: Cyprinus carpio (34)
EWiEksEF (BCF) 330 - 1,800
n~-#A49 32/ —IL/KHEFRE - log Pow: 5.1
(log fiE)
TiEGOBEIH
T—R27%L
AV URB~OFEN
JEZY
thoEELE
T—R%L
13. BELDIE
BRERE
BRRREY A BABREOBRHE IR VNLDT S,
BEME TARABEE L TIEGE 5L,
FERBRUBE ZORB/IE. VAL OLFEEITERZEDOEHIZ, BalE=ZT1=
BREYWIBEEIZERT S,
BICEEENEWNES., REARELTEET S,
14, @XEDIE
B BRAR Fl
R £ #i% (UNRTDG)
EEES JE%E
EE#i% & (Proper shipping JESR L
name)
EE5 48 (Class) JEEL Y
B X EMEME (Subsidiary risk) JEEZY
BEZE#K (Packing group) I
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ReF—2U—F A

Losartan / Amlodipine Besylate Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 AE R E: 2015/01/26

S X)L (Labels) COFERH
REREMH |
fin22Em;% (IATA-DGR)

UN/ID &S (UN/ID number) : 3JEE%H
E&E#% & (Proper shipping @ 3E% Y
name)

EE 5 %8 (Class) o JEERY
BIXRfERM (Subsidiary risk)  :  JEEZ
BEZM, (Packing group) D IEER Y
Z~JL (Labels) o JEERY
WatEr (B (Pack- : JEEH
ing instruction (cargo air-

craft))

WMaEr (REH) (Pack- : JEEKH
ing instruction (passenger

aircraft))

5 L #:% (IMDG-Code)

EEES D JEERE
E&E#i% 4 (Proper shipping @ 3JEE%H
name)

E&EH$E D JEERE
B RERR % D JEERE
BHRFR D JEERE
a2 1
EmS a—F DR

BESEME RS - FZE) 0 FEE
MARPOL 73/78 MiE®E Il RV IBC a— FIC& 2 o5BWAMBEShHHEME (&Y - &Y
s S n - KEOHMICIEIEZS,

&l PR il

EoREDERGIL. BB 15258 I 5.
FA DR ERE

L

15, BRZES

BEEER
HBAE
fElRY. FEEMBRYMICEZAE LG,

E&&
BRIt FYE

23 &5

J2. 6-Y—tert —TFL—4—AFLTZ/—) 64
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REF—5v— b

Losartan / Amlodipine Besylate Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
2024/04/06 49940-00023 #MEERA: 2015/01/26

9.0

FBRE/EE

BEENRLEShLIAED

EH

WEDHAIZZITIREREY

L

BEESEH LR ARME

L

ERREORBH oh-LEYE (BRFELF2YHE)
L

ZRREORBH oh-LEWE (FHREHECFHE)
E

BAMFZENTRECRVRUVEAEY
EESTED 2 FEITRAIRE 9

x4 EHE (%)

l[EEeFs> (1v) >0 - <10

w%E

BHEFEERTIREBRVRVEEY

JERZHY

BAMNEERTIRECRVRVEETY

JERZHY

NARENE (HEREMERBISE ST D 2)

] e

HELEMEREE TR
JEE% Y

snh = FhhRAI

JEEL Y
m7IILE)IénthEFRHEE
JEZY
BREFRIDETIHRR
JEZY
FEBREHEEIRITS - WRE— (EEY)
JEZY

B R UBIMImEEE
JEEL Y

LM EHHILEETRREE
EH
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RET—FV—F

Losartan / Amlodipine Besylate Formulation

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30

9.0 2024/04/06 49940-00023 #MEERA: 2015/01/26

BEHRRRE
FEZS
KEFIREHE
FEZS
etk £k
fElEtE L TREISh TULVGEL
AT
fEEYE L TREISh TULVAEL
BEFRERVELKEOILICET 5i&1E

(X5 B A HhE : ERAMEIZILZY L
(ERREE RS COBEFEMEICIEEZY L
FRER U REMHZERRE
FREMBHERSA L - AR
JEZY
BERERBEERE @ - @AZA)
JEZY
BEEVONBRVERICET 5EE
EEXREY
COHBORSIZCODVWTEEAS ARV M) —~DEREIER :
AICS > N
DSL N
IECSC > N
16. ZDthD1EHR
ASDS ICENWTHBLRLEEEZDBNMRMEDEENERTDBAX. BEEMETHIHIEESE
BEHET
5| B>k D BHEMT—42. EMESDSIZE I F—4. O0ECD eChem

R—2ILE X UEIMEEWMER http://echa. europa. eu/ D&

ES S

LEIN—2a U o EBEENEHEAREAXETEH 2 AR THRARTINATLET,

Bfto+—<v bk : #/B/H
ZDHDBEENDEX

24/ 25

-5 ORGANON



ReF—2U—F A

Losartan / Amlodipine Besylate Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
9.0 2024/04/06 49940-00023 FEER B : 2015/01/26
ACGIH . kE., ACGIHBREHE (TLV)
BAEEXEHEZSE rRE . BAEXHAEZRS HREEZFOEE -1 tEYEOHREE
)
ACGIH / TWA . S SR, BSRIMETY
BHAEEXFLEZE GrRE | HBREE
BE) /OEL-M

AlIC - A—R FSUTOIEERERA AR MY, WNIT - IS5 EREEME; ASTM - X
EHERERIGS by - (KE: OIR - A, TREM. £BEESHD LS EWE: DIN -
R wiRisiha e DSL - BNMEYR ~ (H+4); Ex - EE0 MOREERET &E2
SNBRE Ex - EED MORBERETEEXONLAHEE: IS - BABOR 7 Sa
—JL: ENCS - EBEOBEILEZMEY R b Erlx - EBO ORGERIETEEZ SN BH
K%, ERG - BERIEDFF|E; GHS - HEFAFMS A 7L GLP - HAEREHERER, [ARC - EEF
MRAFRE IATA - ERHZEEERS B0 - BRALZR0DESEEZED -0 DMMOEE
RUBMICET 2EERA 1050 - S04MEERE: 1CA0 - ERRMAMZMLR; [ECSC - thEH
HiLEMELE: D6 - ERELERMEE N0 - EEEEME S - HBRLEHEE
(BA): 1S0 - ERGEE LM KECI - SEBFILSMESE 050 - 50%IBERE; LD50 -
B0%IAIER (EMBIEE) ; MARPOL — AAMAIC & BELOILED-HOEBER: n.o.s. - s
BENERENTNSLOERC Noh - F A NOWEC - MESHEERE: NOREL -
mEEMEELAL NER - BEEHEEEHES NN - A5 a2XHAL NP - KEE
REMTOS 5L NloC - Za—S—3 > RIESMEAIE: 0ECD - &FH ARSI OPPTS
S eEMBER LM - MBI PBT - BEORRMN - NSNS0  PICCS - 7
AUEAEMEA VR R Y— OSAR - (EBH) HEEMHAAE; REACH - LEWEOE
$%. MMM, 52 WA K UEER (REACH) B9 53REI (EC) No 1907/2006; SADT - EH MRS fiE
BE; DS - 2T —4L—k; TEClI - 2 A4 IZBEOILEMED A A2 R, TCSI - B83&1k
BB A LAY R Y —; TDG - IS TSCA - AEMEMSIECRE) ; UN - E52; UNRTDG
- EREABRYMEEES PB - ERCEABRUEECEERE IS - FEBEERE
EHMEERS 2T L

CORET—RI—FUUT TSDS) &0V5) TRIT HFMUT TRFEH &0V D) K. FEH
BERIZENT., BHOKEDOME. FH. RUESDLETEETHLHEHMLIZLDTY,
AIEHE. HEOREGEREKEL., FHA, 0E, RE, #@X. EERVCRRICETIIHI TR E
LTOAERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY A KNERIL.
SDS DEEEZICRENTVARESNERKICHTIIOTHY ., HFFAELNORT EBAHE
HET, XETOAPTHEASNDIBE. AXHITERNGVRY . BRICEE S GO ETREMS
BAHYFET ., ARBOERAEFEMICEVTIE, FFRRVHERFZEZERY SEHRIC. TRAES
MORRERICETE2ARGOBYZTMEZEH T, FRESLUDERT 5HETORENKER
[CETHEAHBOEFEL. FA. LE, ROREICOWT, #RBEWLET,

JP/JA
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