TR SeT 2t Lo

Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ : Olmesartan / Amlodipine Besylate Formulation
frafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
NI IAG] : 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt
2. @R ® ugaH

frafor, veRU 3R & SMITd WaRATS 9T fraaTaeil, 1989

Cica
SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

Sit. 9. 99-aiffevor

GIEACLIESEIRCIITEED)  faumTy
TR A eifargior oy
S fasTear : faymT e

AAPIAD () ST W1 faUmT 3
rpIaed (Soh) S @awr - fqumT 3

SI.U9. 0. A9 dd

NltCEEAREENES] : ‘@ ::

Hhd e RGN

g1 a2t saraee . H303 e R g RS 81 9T 71

H319 3@ § Tofler STa IdUd BT ¢
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

H360D 3STTd fRIY] %I 81 UgaT Wehd g |
H412 STeeR SiiaH IR v RITR TuTd SR 1Y & g eR |

wefaardtgdfau™ sam ' e

P203 TN H § Ugd gt JRe = &1 U &3, g 8k
3BT U BN |

P264 TATA & dIG @l Bl 3BT d¥g Y|

P273 IIdTaRUT H B1e- ¥ URER B |

P280 I&TEH T/ I 3R 37 T/ &0 U |

3TN

P301 + P337 + P317 afe fera feram &) o sifat A Ster &+t <t
: FRiferea gemadr ura 3

P305 + P351 + P338 3R 3{@l A Il SU| s fHe db Ui I
RsHR (R¥) B | 3R Dicae aF T 1 dl I8 HbIer

3T 81 df fHpTa <

P318 3R 3[R 81 IT for=t 81, feraa<fia geire 2|

HSRUT:

P405 HSR ard HI

forameor:

;gm f&sd 1 FUeRT Wigd de SRUvd dREH &
|

3= BTl foresT ufoma W=y aeffewor gt giani

Yd & T JH g W 3@ B Tt STer 3R @1 § GRD! 8 Tohdl! ¢
TR, TUTE T 30 A1 & SR [9Whieds Yd-arg fHe/or §1 Jehd & |

3. 3[AUa! BT AUCASTTPRI

geref/fHrsor : fogor

3qgq

IS I F U (F9) - TR | TS (FIATH) (%

w/w)

RIS 9004-34-6 >=30- <50

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

Amlodipine Besylate 652969-01-2 >=5-<10

TRCHTH TSRS 13463-67-7 >=0.1-<1

4. wryfie Riferer & surg

AT I8 . 3R gHed 81 U1 dad 3l 9 a1 Y Afehd T T I &Y
q &1 €6 g I1 bl &1 &R fRufa o Fafeaita warg o

AR WY GRT UgUI &1 WY ;g Wi gRT UG A fordm o, af Teht gett gar & o S|
fafecita Tgan ol
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd:
2.3 10.10.2020

3ifdH IR SR} HA B dRIG: 13.09.2019
U IR SIRT %A &I dRIG: 07.01.2016

Y310y, |
402610-00011

3R AT ¥ YU g Sy g BN IR, XA @ B Wi 3R gdrd U ¥ 91 |
T avd Td S IAR |
fefeita wga o
YN ¥ Ugd a¥d g |
TN ¥ Ugd A o Bl st @ |

3R 3G ¥ U §1 MY L Wd gH W, A 1G] B B HH 15 e dP ¢ IR gt
4 UM Y 9B DR
3R PHIFede o=l Ue B, 3R ITh! IARAT M 81 IR |
fafecita ggarm o

3R ATt feran smg : gfg AT S, 96 ORd 9d $1
fafe it Jgan |
Ut & 1Y 4§ 31 aRg Pedll Bl |

T Aeaquf d&ur SR ;TR W BINSRS 8 9&hdl g

TUTg, a1 g SR 3 3fiEt o TofieT ST Iad Bl g
31T I 1 71 Ugen Joa 1
gggmﬁﬁwﬁﬁﬁaﬁﬁwsﬁvwﬁw

|

Ty fafde & TReor D YA foifdrcd R aTell o ST YREM IR &M &1 aNgy, T
SRIA Pt YU B9 TR YT T i YRETHD SYHRU]
BT IUGNT HAT 91T (WS 8 W )|

ffrcas® & ford g L qeifore IR WEalT ¥ SUER &R

5. 3R UM

I9ged o= difgar T R
Tasmgia-uferiedt g
PHIe SR HURZS
/T T

SR (3T IH S AHH ¢ 3

I F RA R TR Y@ 99 I A, a0 WId B SR T AL e ga1 A 3R
HID! AET A THA 8T § < faThle far FHIET 81 9! 8|
T8 IS 1 Yudh W & o T WaRT 81 ¥l g

GRATD &g 3G . BREA AR SY

(3MT) g3 & o b : 98 I I TR Y o R URfRUY SR org-ury
TR & 35 Bl |
T fosdl B 381 PR & oY TA-BER BT TIRT By |
SR U1 BT YRIE g Al 3T & & I &ifage deR Hara o
SIE &1 WTell HRam |

M & TRV SAd W & OH WR, W94-Ma3d 419 Sua0r ugH |

JUHT TSIt Y&TETd JUBRUT TRANT DY |

6. eI fidie sur™

Jafda® AEYT, RETAS ¢ ol &1 IS YA By |

JYHRUT TUT STATIDRTA IRIEra Fefeit sl (W3 7 37 ) 3R fdarTa JRem Iuaun

gfeharg & gTal (TS 8 ¢ ) BT fUTeH B |
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

ygfaRuity Araenfar . gIdTeaRYl H Bie ¥ URER HR |
I =1 QRI&fd, SR 31 g a1 Satepta &1 Ak |
Hgftd Ui T U i G Td HepTe |
gfe AE@yul SABIG U T 81 Udb, I RITG UTAHTRAT Dl
gferd &1
BTSSR B AJAPT | TADIA B! Bhep & oY, AT B AT dgH gRT 3o foss o
& erd ud aid THd B
em%wﬁﬁmﬁémaﬁ(ﬁﬁ%ﬂﬂﬁﬁwémﬁ
Th HY) |
Y ! Tde! W THHd 7 81 <, b I qaig [r A ardraRor 3
Fefiel 811 W fawpie fArgor o wirar g
R a1 A1 fafaw 59 gerd &) fawfa ok Rueq &3 &
fore AN 8 Ahd €, Ty B 39 ARigey iR geny wR off o
@9 yerd 3 Relisl & qwrg & TR A a8 S g1 39 Bl
fufg 1 B 6 R farfiom e 8 €1
U THSITH & SIHTT 13 3R 15 PO RIFT 1P Revrgr<
F TR I THHR UgH HRA | |

7. HETEA IR YSRUI
dH-p! U Qe fagyga s 8 e § SR Fefad 4 & wRuT fawwie g

Tl g
UIfrd gafurg 9, S &1 gAdcid ASSIT 3R SieiT at
i AR |

RN / Fd dfeawH © 3R Al dfeawH sruas ], df wirig ey dfeas@ &
1Y ST PR |

IRIEA greH o forg @I I HUS] W AT RA

gt ¢l P! i GRT TG B |
BUEEGH
it /7 oM S|
TATe o S1¢ adl DI 3D e Uil
3B SIS Tasdl 3R YR& TATST & SR HUT, il
PR TRIUIOR HA TR TR B
&3 DI HH PR I8 HID 9|
Yd HT I 3R ST HH Y HHEH S
S T | A1 31, {8 avg X9 |
m@wi@ﬁ@g@|
Rfae FR & fdgd gardmg e SO |
w@g@h@ﬁ%ﬁﬁﬁmﬁ@,ﬁmﬁwﬁwﬁ
H I

R YeRU & URfUfcr ¢ 3rdT IR ¥ dad bt gu fesal & 34|
USR drdt |
DY B TG HID 9|
faR Ivta fafodl & SraR HeRU &1

3 Uerdl ¥ o : Fofafed geR & Tiede & 91y 7 39
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
Pa iy Toieg
8. Siifay fordmroT / fAeit grem
PR fE70 & 7S & Y 3auq
3qgq AT T (39) | 5 UDR =01 U / ATYR
- TR (3IR&UT BT PRENIER]
UHR) YT
e 9004-34-6 TWA 10 mg/m3 ACGIH
Olmesartan 144689-63-4 | TWA 30 ug/m3 (OEB 3) | 3fidRke®

Tig & IIHT | 300 ug/100 cm? | 3MdR®

Amlodipine Besylate

652969-01-2 | TWA 20 pg/m3 (OEB 3) | 3R

IS &1 AT | 100 pg/100 cm? | SfidR®

TR SRS 13463-67-7 | TWA 10 mg/m3 ACGIH
SIESIESIES)
goiifaafa feraor gt Sofifafi fdan & ufR feue gr1 wmaffad an
T 3R IaTal, BT, 3R TafaRur & & & folw GMP &
Ragidl & SR Farferd faar S =@nfgul
Tid W a0 S 3R AT &3 (SR, 3NuA-%Y Ay
fgars) # AT BT MR AP F o Iugat JbuUH
Tefifeal o) 2|
gl GUTA B gAdH B
oot s=ma @t IrEh
YT Gaeh sarg L R Y R e dfeeie Suds gl § a1 TaueR
TH e SRR fa=n-fde & 18R vaauioR UelRid #Rar |,
A Y GRET BT IUI B
fhecy R . Eeu UeR
RUIRERIEEIR]
garef L A gwE
fooh LS9 Tl W AR $
it Haelt srera D Ygs Wi AT ey & WY YRAT AT TR |
3R HH & HIgId a1 Trarafe & §a Pt fRufedr, o a1 wRe
I g, < Sfer e ug |
IR Y, Y, T TR & a1 1Y A9 ! FHa-1 g1,
TruRiTeS a1 X AR BT 3 TREO1 UgH |
@1 Ud TIRR Yot g7 : g3l g1 YanTRITe Hie | HTH B

IR 91 &1 Jdg! T a1 & fo1e o1 571 W6 Hrf & SR R
feeed o) |

TYTfad gfiid ®us Mdaq & forg Ifad Sinfoi dad-ie! &1
ST BR
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
War detl U™ : 3R Y IUTNT P SR I & YD H 3 Bl GHGT |,

@ BT B b WM & BT 31 O Pt yorferr iR Jreq
QMR Y& B |

TERT & SR, BT, UIHT a1 ¢ 7d H1 |

Td HUS! B G & 916 B [ I SaaTd |

gfaen & gHIdt Tera o Seifafar fFdzo ot e, 3fua
HfGATd YR&T IUHRYN, Iferd SiMfei ok ulk=nes ufrarsi,
N Tz AR, fafdee AR ok arime

[BRELCIRSSEINRIBCREE G

9. Wifo®w Td Tamaf® Tur

fagmae N

&1 ST IR |

Tiey D 3T IuAs et

Ty BT Gga ;8T Suasy gl

LRG| L 3 Uy gl

Uge/dS &1 dagaH D 8T Suasy gl

RIS I9a &1 g/ Saa ST Iuasy g

@

Wi faig D UEg e

refieRor Bt R © Uy el

SIeRITdT (319, 9 ) ; géﬁwm&mwaq%aﬁmmsmmﬁww

|

SRt (qRd Uard) D ST U !

I fawple T/ IR SIS I |

AR T (30

BHodfaferc! formie)

%A fawpie dur/ e L Sl Uy gl

SAARITEdT ST (TSR

BHodfaferc! formie)

1% gaTa LTSy e

T AT g Dy el

BIEEREE D Sel Iuds el
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
T L Sl Uy gl
gt B faererar T I G |
EISERIICHCE] R e
3facIa/ar)
SMCISTHRM T araHH D ST Uy el
3TEe BT drgHH D ST Uy g
i (FapIfic)
frifad D Uy gl
fqepics URayE . fowpies T8l
STFITHRUN & [URGHTT g uerd a1 iy & siRiieRe Fiffed 6t frar T |
HU1 BT A L 3 Uy gl

10. fRu=ar gt ufaferadr

URIeR : fftfprarsiierar & WOk & U H T e |
T R D g g A RR B
uRewery ufafsanait : géﬁwm&mwaq%aﬁmﬁwﬁwwﬂﬂgﬁww
|
A SHfedieb R Toicl & 1Y ufafehar R Tebdl B
g gifyfaal 9 o< : U, SaTel ud Rt
Yd B g9 Y AP |
ST AT D SfIRTERUg Teleyq
3qge uerdf ¥ sfan . PHIS TR I (BoRSY) 3ye ety Jd e
11. fawrdsnf=ra g
TG SRETT (TRTAISR) & IR I1Y GRT TG0 Al
ESIBEAR @ Y U
AL
i) ¥ Tudh
e fauraar
T R g1 ®RS 8 IHhdl gl
LAKH
g Mifaw fasradar : ffquret fawTadar $HT: 3,354 mg/kg
SRERRINEIGRED
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& Ser e

Olmesartan / Amlodipine Besylate Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
HAdYUdq:
Jqar:
dig e fasTadar LD50 (TIET (}<)): > 5,000 mg/kg
GIEEREIELICSE T LC50 (J8T (RT)): > 5.8 mg/l
fobe wHg o ford Tueh (TaTdloR) §ofm: 4 h
URIE&0T TATaRUT: Ye/HaIaT
SERSEIRACLIESGII LD50 (JRIMR): > 2,000 mg/kg
Olmesartan:
g e fasTaddr LD50 (JgT (X€)): > 2,000 mg/kg
LD50 (¥ (HI3H)): > 2,000 mg/kg
LD50 (&): > 1,500 mg/kg
EENEAELIESEI : fewoft: Ser Suas T8t
GIERSEIRACLIESGI] : fewoft: Ser Suasy T8t

Amlodipine Besylate:

g e faTadar LD50 (JgT (X€)): 393 mg/kg
T3 faw SIS S:
g Mifaw fasradar LD50 (IET (}<)): > 5,000 mglkg
GIEE SEACLIESKI © LC50 (8T (RT)): > 6.82 mgll
fobe T & ford Fueh (TeRIUISR) §31T: 4 h
URI&0T ATATaRUT: Ye/Haia
3ficper: Teref a1 fEreiur & IS A 3reRge fawTaar gt 8
1 & fore ergeRSaT
JUAS] SHHRI W aFffpd gl
AdYUd:
Olmesartan:
femoft D ST JUAs TRl
e aH SIS S:
IS SR Ra |
gRomy G R A NE |
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& Ser e

Olmesartan / Amlodipine Besylate Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

iR A7 efasdeE

3Gl 7 ToftaT ST ST BT 2

< CREN

Olmesartan:

I GRSl

GNES DU R

gfikomy : HEH 3Ral B oad

Amlodipine Besylate:

PRI G RR )|

gfomy : dig S

TS aH SRS

PRI G RR )|

gfkomg : 3G A Sa T8t

4T 9T THSY JUTSIBRT

T B GG

JUAS THGRI W T Ngd Tal|

YTI-YYTH D GITRTT

JUAS THGRI R aNgd Tal|

3dqd:

Olmesartan:

U (THIUTER) & IR A Y dUb

fewuft : Sel IS T8l

TS gy SIS S:

A& & fbey L R fMp TS TR (LLNA)

TU& (TFIUTER) & IR A g D

PG| o YO (HISN)

giome . BUTHD

SiaTy] 99 WereRidt

JUAS TSGR W A Ngpd Tal|

3HdUd:

Jare:

fSFee iRt 37 faa : Odterur ot forw: SiRar gedh faudia ufvad &t Sifrer (AMES)

RIS IR ED
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

TR B fh: IRR & T18R WU Y HIRABT3 BT S
IARad Ttem
TR S

ISEIFERIEESIEE] D ORIEOT BT o TTUTRAT & TIRUINITSC GEAATHeh g URI&oT
(Sitfad groft § Arsomicd uR)
TSIl g (H139)
TAIH R o ;T T
giRumH: FundHS

Olmesartan:

IEBIEERIBEESIEM] D Tl ot frw: dadifear Seeh faudta ufvads @t S (AMES)
RUMH: BUTHES

qéiwaﬁmzwﬁﬁﬁﬁ(ﬁ-ﬁ@ﬁﬁﬁmm
)
TR TS

TlgmT 3 e, T TR 2 5 R
TEYeq0r YU ATl 3ReR $HH HIRIBN
gikune: ardfde®

Wl ot fr: Ay femmmr
LRI ED

FIIpaRe 3 faa L Te B e AIge gy ¢
TSIl gu (H139)
PR UBR: R 7l
TEH A & I AifgH
ECIRIERE I ED

SitaTu] I TeToRIeT - L 1&Y DT Fol- INTTY] HIRIHT IARATT &b TG H qHIHR0T B
i LT T BT B

Amlodipine Besylate:

IEBIEERIREESIEM] T ) few: dadifear et faudta ufvads @t o (AMES)
o FBoTES

GY&r07 o1 fore: hield TaRYH ¢ 34 fagl
RIS D

RACFERA T RS ¢ e o e 3o S R ufkads 1 i (AMES)
gRue: HBUMTEHD

fSHcIHaRE 3 faar L TRIEr B fohe: SA-dia) ATy ¢
USO8 (H139)

10/18



& Ser e

Olmesartan / Amlodipine Besylate Formulation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
LRI I ED
RSB
IUAK] BRI R Fiffpd 7|
AdYUd:
Jare:
LRI I
TAIBTA & I R O GG |
P g & o) Ius © 72 TWTg
(TEHUISR) B3
L IEIE BUTHD
Olmesartan:
] ; e
TAIHTA & I : %
frda g & ford duss L 29T
(TEHUISR) B3
gfomy BUTHD
I : (HT39)
TIPSR & I ; %
fra gmg & ford gudh . 6HsM
(TEUISR) B3
oy BUTHD
Amlodipine Besylate:
I : (H39)
TEAIHTA &b I ; %
o g & o) Ius © 29
(TEHUISR) B3
RIS . BUTHD
PEII] : )
TAIHTA &b I ; %
frda g & o) Ius . 29
(TEHUISR) B3
gikomy . BUTHD
TS aH SIS S:
PEIIRS L TR
TS & T IS EINC R t)
frda g & o) Ius . 29T
(TEHUISR) B3
GEiCal :  OECD udlerur femnfad=r 453
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
qfomy . grdfd®
feuft . Ufehan a1 HRIATE! &1 &1 A H URiffes =18t 81 gt ]
HORSIEHT - HTHT : uﬁgﬁg@ﬁmuﬁﬁ%mmmmﬁqﬁﬁ%ﬁﬁmxﬁﬁaw
|
3T fauTaar
31T FRre] Y g1 Ugen Tebar B
3dYd:
EGGIGE
3(ARdl & THTG L ORIEM0T Bt fohe: Uep-Uigl TS e favTdddn sfera—
geTifar: IT (X©)
TEh e & ;T o1
URUMy: BUMES
TR R & AP WRIUE] G0 BT e BRI/ SiR™ 1 TRl fadbra
golTar: <81 (<)
UGB & I: e o
URUMy: BUMES
Olmesartan:
AT & gHTG : Oterur Bt fore: IR
golTar: <81 (<)
AR & IR Afas

Jd¥ar: NOAEL: 1,000 farm/fm smifves 4R
UiROY: TS &9l R GHTG el

MR & e wRuyEl @ oo 3! fow: oo™

W EISEIER T ICERET

FPTRITaTE ASTERIT: LOAEL: >= 1.6 BT/ Tikes YR
SR freTarstt ¢t it |, IRING IoF &1 gan
gRuMe: U9 & 16 faeT R gHId |
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TR SeT 2t Lar

Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

2.3 10.10.2020 402610-00011 Ugdll IR SR} 3 D dRIG: 07.01.2016
ST QWS - b . A4 USSR Seaa- ¥ f[de™ R ufdgd uHE
IHRIHD Jgd

Amlodipine Besylate:

3(ARdl & UHTG : e ot fore: B / 3 BT Tl faeTy
golTar: <81 (<)
TEAHTH & ;a1
JdRdr: NOAEL: 10 farm/fm sRie UR
UIROITH: U= &HdT 0 GHTd gl

Tefur 1 foper: Wicferd) / 3Rmy &1 Tl faer
TSI TRART

TSR & I FTe T

Jaal: NOAEL: 25 farm/feem ekiRe 4R
TRUMY: Ui &Hdl IR YHTd -Tg!

TR R & AP R UG G0 3 fveT: Yoy Rig faem|
golTar: <81 (<)
TRITHRM o I F7e o
fapraTa® faurdddn: LOAEL: 10 fBrm/fem Ikie UR
gfvome: M RIg) & faem W gHE|

Tieor ot fee: yor-miwy Rig] fasm|

TSI @RI

TG & I a1

fomr s fauTadan: NOAEL: 10 fiRT/fe IRING 4R
gfvome: M RIY] & faer W w4 81|

Tieor ot few: yor-miy Rig) fasm|

TSIl g (H139)

TR & I ﬁﬂaé:ﬂ

fasprarats faureddr: LOAEL: 1.6 firm/fam RiRe 4R
gfvome: M RIg) & fae W gHE|

fewolt: a1 faTadar &1 sraeie- favar Tl

STOT - Uohd SiifgH
JUAS TSGR W A Ngpd Tal|

STOT - SIg3T SfaH
JUAS TSGR W A Ngpd Tal|

PEII] ;eI RT)
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

NOAEL : >=9,000 mg/kg

TAIH A & I . fa e

o g & o Ius : 90 Days

(TRTATSR) g3

Olmesartan:

EEln] LRI (@)

NOAEL © 2,000 mg/kg

TR & I . Afee

foa g & o) gudh 24 Months

(TRIYTOR) gl .

fewmht . forlt Heayul ufdge UuTa @t AT et et

Amlodipine Besylate:

gt LRI (e)

NOAEL . 15 mg/kg

TEAHIA & I ;

frda Ty & ford duss : 90d

(THIUTGR) g3l

fewoh : foreht ARyl ufdga UuTa &1 ET el e

TS gy SIS S:

gl LRI (@)

NOAEL : 24,000 mg/kg

TEABTA & I ;

o THg & ford Tues . 28 Days

(TRTAISR) g3

I L R (RQ)

NOAEL : 10 mg/m3

TP & I D o (/R )

fpar g & ford uds D o2yr

(TRITTSR) gl

CIGEEG]

JUAS TSGR W A Ngpd Tal|

U4 S| & 91y 3gya

uard:

[BURAE . 3R YPbIae, Tdax,, RRES, Hdall

3HdUd:

Olmesartan:

3T Q Judh : 3R: 31l B ST

[EURANE D 3R 3T 19

feauft: o g &t gt #R Tehdr 3
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
AT & THI0T UR TR

Amlodipine Besylate:

g § qush NR: g Sa

e o TR: Ade, Iax Tatft g, ybrae, RRed, sher, W=
12. uTifRufaea J@=n

urfefRufa® faumamar

3qd:

Jqar:

TIdl B fauradar LC50 (Oryzias latipes (\_rITCI'Fﬁ ﬁW)): > 100 mg/l

Amlodipine Besylate:

| P Imd & ford Wue (TaUIoR) g3 48 h

fewuft: uer St IrERET & e W nuTid

EENICARELIESEI] :  LC50 (Pimephales promelas (ﬁ??%%’ ﬁﬁﬁ)): 2.7 mgl/l
P Imd & ford WU (TaIUIoR) g3 96 h
SHAT Td 3= Ae-3fed . EC50 (Daphnia magna (dTcX Tit)): 3.2 mg/l
ENERCHIESK o Tg & o Hudh (TauIoR) g3l 48 h
QaTa/STed aie @ fauTeaar IC50 ( Pseudokirchneriella subcapitata (8% 2aTd (Tesi)): 5.6
mg/|
P ama & ford Tus (TaUIoR) g3 72 h
TeT: 332 e = 201
TSy STSSTRISS:
EENICARERIESE] : LC50 (Oncorhynchus mykiss (X781 €13¢)): > 100 mg/l
ford™ Tma & ford Tudh (TaRTUISR) g3 96 h
TIHT: OECD URterur fg=mfdsr 203
SHATT Td g Ae-Xfgd :  EC50 (Daphnia magna (dTcR Tl)): > 100 mg/l
ERERCHIESG o Tg & ford Hudh (TauIoR) g3l 48 h
QqTel/STeT el &) fasTadal  © EC50 ( Skeletonema costatum (FHE! 3f&wT)): > 10,000 mg/!
P gmy & ford WU (TaUIoR) g3 72 h
SitaTupsf & fasTerdar EC50: > 1,000 mg/I

: o Tg & ford Hudh (TaUioR) §3MT: 3 h

e 3 g &S e A 209
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019

2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016
T 3R ST
3d4d:
Jqar:
Sfdd SAHHUIT BT & D ORUT: YT & 1Y Wihide dile § SashHUbR]
(SrafETSee) g ara
Tyifaa Sfaes Jaua
3dYd:
Amlodipine Besylate:
fayre Tuiies: (T : log Pow: 3
g AIe/ar)
firdt o wfa=fteran
31 IUAS gl
3= Ufaed gHT
31 IUAS gl
13. e Hifgard
fAyem & T &P
/W I w1 7Y (uer) T fafeEt egEy B |
2fa af L T fEsal Bl A B gASd B aralt BaTaet B g ar
T & ford o oma|
3R 3T fafAfEy =181 fovam am: sgad Idie & U &
fAuem &1
14. afag= gaAT
iRty fafraw
UNRTDG
WS et & w0 o fafafg 98
38 T & T-3Y oft 3R
RS It & w0 o fafafg 98
3Mg T 3 Si-dis
FRe It & w0 fafafg T8
IMO JUHRUN & AR U1 H ufiagd &
3Myfd U TTe virsae 3 forg omy Tet
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

15. faf~rarae Ja=n

werd ar fagor & g gRam, Wy, 3R wafaRur & At

39 ITeA ¥ 3aud fAmfrfAd sra=Nia ¥ gfua &

AICS o Fuifa 78t

DSL : Fifa 7Y

IECSC : fyffea =&t

16. 3=T G-I

Sifafved STH®RT

a1 2ffe & dhad & ford . %o HId SDSs, OECD eChem ¥ 3idRe d@d-id! scl, 3T

TANT {2 7T Gxdrdel OIcd @rel TR quT QRITUG I ToidT,
http://echa.europa.eu/

fei® ey  fRAAmad

3 HURE & quf Aty

ACGIH © guHU| ACGIH HHRET d1H (TLV)

ACGIH / TWA © 8-Uc, HY- qu 3Nd

AIIC - STEfIe IO &t Siieiorrs &l ANTT - Wﬁw@nﬂi&mﬁaﬁm ASTM -

3AfasT It uierr TS, bw - STST HT G9H; CMR - BRI, Jeol-d IT Ui+ favar; DIN -

THA AMS IR0 IRIH & o AF®; DSL - ‘aiqua?f&%ﬁ(mm) ECx - x% Wfdfehar ¥ 91
TohaT; ELx - x% Uidfohdr I TSt ST &; EmS - HTUTdhT Yegd; ENCS - ﬁx‘:@aﬁvﬂq
RA® U (JT9H); ErCx - x% Jla &) Uidihdl ¥ ST Hobad; ERG - SMUIdaTa Ufdfehar
TMES; GHS - A TR TR AT RiteH; GLP - Sredl GHNTRITE H/T; IARC - HER R S & forg
ToiHll; IATA - SRS arg aRaeT TEIRIERH; 1BC - YR AR # WaRA1s Hma ot
%ﬁufmaﬁ?m%ﬁm TfgaT; 1C50 - 31T Sifimad FRIUTHS AdhE; ICAO -
RIS AR faAA T3, IECSC - I # Hieal IS Uerdl &1 3dedl; IMDG - SRy
G@WW IMO - SIRISTT Tl T1&; ISHL - Sfieiifiies JR&T SR WA I (STUH);
ISO - AF®IHRUl & Y SIaRIFI W16, KECI - HIRAT HIS[ET T 3dedl; LC50 - TR0 el
B 50% P UlAdh Hbg; LD50 - TA&UT GGl BT 50% S Oldd GRID (I °dd WRID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRisia ¥a; n.o.s. - 31 FAfEE F6T; Neh - faredt
708, NO(A)EC - 3@did- 7 fohar ar (ufagd) WHE ddbs; NO(A)EL - 3f@adis- = fear
@fdHd) THTE TR; NOELR - TR-3{ddIH-07 THG A& &X; NOM - TGRS Afde o,
NTP - P10 fu-fas S1iH; NZIoC - T8R! &t ol o $desl; OECD - S TEANT IR
9T TiTe+; OPPTS - T YRET SR UgHUT JAHUH BT, PBT - RITY, S1a-THATHI0T 3R
fawrad uerdl; PIcCS - A SR ITaAE terdf @t fhedidia 3ded); (Q)SAR - ([ETES) W=
Tfafaf Yey; REACH - RIUTT T4 3R AT USiahRul, edid, MASGR 3R Ufasy uRkug &
fafaw= (EC) 7. 1907/2006; SADT - W-dtadl 3{Ude dludH; SDS - YR&T Sl /ie; TCSI - agd™
TS Terd $Hekl; TDG - WeRATd HTd &1 URkag; TSCA - faurad uerd FHa=or sififem (wgea
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Olmesartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.3 10.10.2020 402610-00011 Ugell IR ORI H I dRIG: 07.01.2016

T 3ARDT); UN - TGad IY; UNRTDG - BIMBRS FHM & URaeT R Ggad Y BI RABIRY;
VPVB - §gd RIT 3R §gd SI9-UHAHRUN TRG; WHMIS - HTI-RId WRATdH ATt a1 Jorett

39 R&T ST XMe A SUS THIRM BT dRG B ¢ T THSRT AR IH, THHRT SR [y &
3IIR 8! § | TSR Bl JRI&T ST JUIEH, TN I, Ufohal A, T =, TRag He,
e o7 9U1 Bisa & fore Fraa Arfex@ & w0 § fewmm forar mar g aur faf ueR &t aredt o
TOTaRTT &1 fAfFGRT 8T AT ST | Judtsy B! T SHeRT 39 SDS & XY W ugart Tt waa
TRy arRh © Tefid 8 auT SDS il &1 ot o=y It & Tate & a1 fosit o= ufshan &, 5§
I UTad H T FdT91 71 81, TRNT - WR 94 el 81 Taball ¢ | It viiaarsdi &1 ary 811 W, waiad
¥ oifad Iare H SDS-URR &t ST BT HTHAT B Ted e8d B, YA B, UfehaT I
TUT T TR & 30 3fiF &1 3 ARy e & SHaR SR Ryl ot weten exn =gy |

IN / HI
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