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LDLo (FET (R)): 200 mg/kg

LDLo (¥ (AT3)): 400 mg/kg

g Mifaw fasradar LD50 (IET (R€)): 393 mg/kg

o T i 2 R R 23 R
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e aH SIS S:

PRI L eI )

TP & T DI QT (YRR )

oo THg & ford U D29
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NG ©  OECD URtefur fezmfd=r 453

gikomg . gRdld®

feuft : Ufehan a1 HRIATE! &1 &1 U H URifes <16t 8 gt ]

PRSI - e ; %sggﬁmm$mwmm@ﬁmm%ﬁﬁaw

|

3T fauTarar

3T R 1 g1 UG e g1

WU 3 aral et 1 g1 ugen w3

3H{dYd:

Jqa:

3R P U D ORI B b Uep-Uiel Treare farerdr srem
golTfar: <81 (<)
TENH R & ;e o
RUMH: BUTHS

TRRR & e muyal  glem & ford: Bt/ SIRey &1 uwia fasm
goTifar: T ()
TENH R & ;e o
TR HunES

Losartan:

3(ARdT & THTG : Oterur Bt fore: IR
gelTer: 8T (), AraT (i)
TRHIHTE P IK: HikdD
JdRAT: LOAEL: 200 farm/fem o yR
RUMH: Tl IS+ T4

feuoft: A1q fawraddr &1 sradie- favar |

MY RYF e uuEl - gdem ot fw: faer
TSI GRT
TP & IK: HifdD
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HIYROT fANTeRTaT HIgeh: NOAEL: 10 o/ JRIRS 4R
faTaTeS fquTeRTar: NOAEL F1: 20 far/fesem IdiRes WR
RO Y W YOSy THTd 3R U1 GHTd Had 3=
e =0 Y fduTad WRID! TR 81 Ul MW, RIS JHTd -Tal |

e o1 fore: faer

IolTar: 8T (<)

T P IR HilRaD

fa@mraTe® fauTaddr: LOAEL: 10 firm/fe IkiRe R
gfome: TR RIg] fawreddn|, ReifSHie gumE 81|

ST foSTeRd - Sidpa D ORI WR ol T TR & STYR WR fas T WR Ufddd UHTd &1 Wy
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|
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3{RAT & THE L IRIE B e BERIET / SiRe &1 il fara
goTifar: IT (X©)

TAIBRA & I: FTe T
Jd¥ar: NOAEL: 10 farm/fesm ediRe R
UROIH: TS &HdT TR UHTG el

e B fooer: witferd) / ey &1 Tt faserg
TSl @RIl

TAIBRA b I FTe T

Jd¥al: NOAEL: 25 farm/fasm ekiRe 4R

RO IS &FdT TR UHTT gt

MR RYF e uuEl - gdeor ot few: yormiw Ry faem|
goTifar: T (X©)
TWHThRM & IR FH71a o
fasTTE® fauTeIdl: LOAEL: 10 form/fe ke 4R
gfvomy: miw Ry & faem™ W gumE|

Yeror &1 fore: yor-miey g fasm |

PG ARCRUI Nl

TEAIHTE & I FTd a1

fomraTe® fauTadar: NOAEL: 10 /i IRING 4R
gfvomy: miw Ry & fae™ R gumE =g

Yeror &1 fore: yor-miey Ry fas |

TS Oy (H139)

m%m ﬁﬂaé:n

fasraTaTs faureddr: LOAEL: 1.6 form/fam RiRe 4R
gfvomy: miw Ry & faem W gymE|

feuoft: O1q fawraddr &1 sradie favar |
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TR SeT 2t Lar

Losartan / Amlodipine Besylate Formulation i ORGANON

LB TemeE ot fafd:
3.3 10.10.2020

3ifdH IR SR} HA B dRIG: 13.09.2019
U IR SIRT &R &I dRIG: 26.01.2015

Y310y, |
49938-00015

STOT - Ushd SIfEH

JuA] BRI W a¥ifpd el

STOT - Sg3T sifEgH

?ﬁﬁ@ﬁwaﬁaﬂ?ﬁ?mww@m(m,mﬁﬁﬁaw)mﬁwuﬁmm

|

3dqd:

Losartan:

YU (TFIUTER) & IR S CUGASRII

T 3aTd : &, geane o7, e, el .

i © e O ORI SReMU BN WR ST (3R B T Ugan
gpar gl

U I fauTaar

3dqd:

EGGIGE

gl LRI Re)

NOAEL : >=9,000 mg/kg

TIPSR & I ;

o THg & ford Tues : 90 Days

(TRTAISR) g3

Losartan:

gl LRI (@)

LOAEL . 15 mg/kg

THHY P IR . Ofee

fram g7 & ford gudh ©309d

(TRTUTSR) il

o IR Tud (TadioR)  : daily

gar

6T 3gud : &, TG, gadieHl a7, Ue

LS -

NOAEL : 5 mg/kg

TAIHTA &b I ;

fram g7 & ford Iudh 1 Months

(THIUIGR) gl

SR D YD TEl, It

LS -l

LOAEL : 25 mg/kg

TAIHTA &b I ;

fod g & fod Iudh © 53 Weeks
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&M e e A

Losartan / Amlodipine Besylate Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
3.3 10.10.2020 49938-00015 Ugell IR ORI H Bl dRIG: 26.01.2015

(THIUTSR) g1

fha IR Tud (UadioR) ¢ daily

gofl

SR L Y g8, I

Amlodipine Besylate:

T L gRI(T)

NOAEL ;15 mg/kg

TEAHIH & I ;

frda g & ford duss : 90d

(THIUTSR) g3l

fewoh : forsht Aeayul ufdga UHTa &1 T el e

TS aH SRS

gt LRI (@)

NOAEL © 24,000 mg/kg

TEAHTA & I R GGG

fram g & ford guds . 28 Days

(TFUISR) a1l

ot L R (RQ)

NOAEL : 10 mg/m3

TP & I D o (YRR

fpar g & ford uds D o2yr

(TFAUISR) ol

AT GeRT

IUAS THHR W Ngd Tal|

3dqd:

Losartan:

PIs YR fauTedar &1 arffe<or gt

U4 S| & 91y 3gya

3dd:

Losartan:

3T § Iudh : 3TR: 3Gl B ST

T o D 3fNIR: 3fed d-1d, famgeaan

Amlodipine Besylate:

3T § Iudh : R: dig Sie

fArer D INR: Hdd!, IR a4t g, Ydbae, RRed, Siidmr, WA
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&M e e A

Losartan / Amlodipine Besylate Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
3.3 10.10.2020 49938-00015 Ugell IR ORI H Bl dRIG: 26.01.2015
12. uiifRufaea Ja=m
urfefRufae faumamar
3dad:
Jqar:
EENICIRCLIESE] :  LC50 (Oryzias latipes (\_rquT:ﬁ ﬁW)): > 100 mg/l
™ Tma & ford Tudh (TaIUISR) g3T: 48 h
fewoht: v SRR IR & Ser iR 3nerid
Losartan:
EENICARELIESEI] : LC50 (Oncorhynchus mykiss (X8I €I3<T)): > 929 mg/l
P Ima & ford WU (TaIUIoR) g3 96 h
WIBT: FDA 4.11
SHAT T 3= Ae-3fed : EC50 (Daphnia magna (dTex Tih)): 331 mg/l
ERCHELIESG o Tg & ford Hudh (TauioR) g3l 48 h
TheT: 3 3. .St 2 A= 202
QaTa/STed uiel ol faureddr @ NOEC ( Microcystis aeruginosa (\“ﬁﬁ'q Wﬁf)): 949 mg/l
fordm Tma & ford Tudh (TaRTISR) g3 10 d
WIBT: FDA 4.01
NOEC ( Selenastrum capricornutum (EQQI :ﬁam)): 143 mg/l
fordm Tma & ford Judh (TaITIeR) g3 10 d
WIBT: FDA 4.01
ool ol faureaar (RRee1fels © NOEC: 10 mgl
[CLIESED) o THg & o udh (TauioR) gofl: 32 d
SIS Pimephales promelas (ﬁOT%TS’ ﬁl?ﬁ)
T 3N 3.4 S e A= 210
SBT3 Se-Xfed : NOEC: 100 mg/|
STereR v (RRa1® o Tg & ford udh (TauioR) gofl: 21 d
IELIESED) U Daphnia magna (dTeR Uil

Amlodipine Besylate:

e 8 $ 4t & e Rdw 211

EENICARCRIESE] : LC50 (Pimephales promelas (Fegs 7 )): 2.7 mg/l
fra™ T & ol Tudh (TaITIeR) g3 96 h
ST Ud 3= Se-fed :  EC50 (Daphnia magna (dTeX Tit)): 3.2 mg/l
STereR fauTaan P gma & ford WU (TaUIoR) §31: 48 h
QaTa/sTad g @) fauTedarn IC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (QWﬁ)): 5.6

mg/|

Ww%%ﬁW(mﬁm)g&n 72 h
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&M e e A

Losartan / Amlodipine Besylate Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
3.3 10.10.2020 49938-00015 Ugell IR ORI H Bl dRIG: 26.01.2015

T 3 3.4 S 2 g 201

TS fuH STEefaSS:

EENICARCRIESG : LC50 (Oncorhynchus mykiss (X781 €13<€)): > 100 mg/l
o Tg & ford Tudh (TaUIeRR) §3MT: 96 h
TIHT: OECD URTefur fg=mfgsr 203

SHAT T 3= Ae-Xfed . EC50 (Daphnia magna (dTex Wil)): > 100 mg/l

STereR fauTean P Imd & ford Wue (TaIUIoR) g3 48 h

Qqra/sTed Nl &Y faugddr  © EC50 ( Skeletonema costatum (S 3f&w): > 10,000 mg/!
- Ima & ford WU (TaUIoR) g3 72 h

GﬂaTUlahfrﬁW . EC50: > 1,000 mg/l
o wg & ford Tudh (TaRUioR) g3 3 h
T 3 3.4 St 2 fdwr 209

RTRIT 3R SrasaforEr

3dYd:

Jae:

s SAHHUIT BT & : UROIE: T & 1Y Ui diids ° SHIhHUTBRI
(SrafSTsee) g arar

Losartan:

g A fRRAT D OTdr AN < 10 %(5 d)

Tyifaa Sfae J=au=a

3dYd:

Losartan:

faUTS Turies: (T log Pow: 1.2

g Ie/ar)

Amlodipine Besylate:

faure Turies: (T log Pow: 3

g Ie/ar)

firdY o wfa=fteran

3T IUA el

3= ufapd gHTa

3T IUA el
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TR SeT 2t Lar

Losartan / Amlodipine Besylate Formulation i ORGANON

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

3.3 10.10.2020 49938-00015 Ugell IR ORI H Bl dRIG: 26.01.2015
13. fAger Hifgard
e & afiF
/Y Y T g (gar) D R faf et eEy B |
gia ufds D el fSesl B 9 DY g bR drell BTeiie! A dArgapetian a1
T & ford o oma|
3R 3r=yT fafAfEy =18t foa Tam: SoRjed Sate & =u |
fAuem &1
14. af¥ag=
siaeigiy faforaw
UNRTDG
RS et & w0 o fafafg 98
33 T & T-3Y oft 3R
WRATS IR & =0 H fafafid T8
373 TH St oi-dIs
[T AUt & & ¥ fafafid T8t
IMO SUSBRVN & AR P H gikagd &
3MYfd U TTe virsae 3 forg my Tet
15. faferaras Jan

gerd a1 fgyor & R Grem, Wy, 3R yafavor & faframfaus

39 IdTeH & 3y fAwfiafl@d sHa< iy § gRa §:

AICS o i Y
DSL o e T8t
IECSC o fuffa &t
16. 3= AT
Sffaf¥ed SIS RY
a1 2ffe & Hhad & ford . %= HId SDSs, OECD eChem ¥ 3idlke d@d-id! scl, 3T
TART fohdl 4 axaras TIéd Wit aRume auT RIg IEmfAe Tei,
http://echa.europa.eu/
feri® Uy . RAamad
3= AN & qut arR
ACGIH . gudu| ACGIH IHRET AH (TLV)
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TR SeT 2t Lar

Losartan / Amlodipine Besylate Formulation

-5 ORGANON

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

3.3

10.10.2020 49938-00015 Ugdll IR SR 3 D dRIG: 26.01.2015

ACGIH / TWA : g-de, guy- 9o i gd

AlIC - 3RS TaaA! @ sffecferrs e, ANTT - S1fora &t s fff ufkae Toiel; ASTM -
AT Tt uierr FRIRIET; bw - SiaT BT Fo; CMR - BIR(OH, Jeol-d IT Yol favar; DIN -
THT AFS IR0 GRIM & T AF®; DSL - IR Uard gl (@1ST); ECx - x% Ufafehdr I T
IdHe; ELx - x% Ufdfehar ¥ &t ST &X; EmS - TUTqHhIe- Uegd; ENCS - Hial 3R =Y
RS Uerd (STAF); ErCx - x% Jla & Uldihd § ST e, ERG - SMUIddIa ulafshar
MEE; GHS - IfYF TR R TTa Ried; GLP - 3a3t TRNTRITET UT; IARC - iR TR 39 & fag
m@@; IATA - RIS a1y UREg THIREEA; IBC - YR #ET § WoRd 9! ardl
SR

fafor 3R Juesrur & forg of TfaT; 1650 - 3 SfiwmdH FRIUTHS dha; ICAO -

AR faH= W167; IECSC - 9F # Hival I8 gardf &1 $ded; IMDG - 3idRigh
ST WORATS A; IMO - SRS THeT W16; ISHL - SR R 3R WA B (STUH);
ISO - AMHIHRUT & T SfeRTFRT 13, KECI - HIRAT HIS[aT T8 $de; LC50 - TR0 3Marat
BT 50% 1 °ddh Hdbgd; LD50 - UIEUT ST DT 50% 1 °lddh WGRID (A1 Ulddh WRID);
MARPOL - STgTell ¥ UGNUI &1 JAbUTH & oY SeRiSIa §a; n.o.s. - 31 Sy FT; Neh - faredt
08, NO(A)EC - 3@did- 7 fohar mar (ufdgd) wua ddba; NO(A)EL - 3fadie- = febar
(@B e) THTE TR; NOELR - TR-3{IAIHH-07 UHIG e &X; NOM - TSRS AfRyes o,
NTP - I81g fav-fas SRIcH; NZIoC - Tl $1 gelt s $dedl; OECD - 31 T arT 3R
AT &, OPPTS - IMMAM® JREM 3R UG AHUM HHfad; PBT - RITR, H9-THAHI0N 3R
fawrad uerd; PICCS - @A 3R IEHE terdf @t fhedidia 3ded); (Q)SAR - ([ETED) W=
TfAfafey Teie; REACH - TRIUR Tg 3R WA USiiahRul, i, WSR3k ufasy uRweg &1
fafaw= (EC) 7. 1907/2006; SADT - W-atadl 3{Udc diudH; SDS - YR&T Sel /iie; TCSI - agd™
A Uerd $Hekl; TDG - WeRATd HTd &1 URag+; TSCA - fauraa uerd Fa=or sififom (wgaa
Y SHRT); UN - UG Y; UNRTDG - BIMHRS HHM & URTEH W g Y B RABIRY;
VPVB - 9gd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HT-RId WRATdh ATt a1 qorett

U & ST T A SUS THIRH $1 dRG B ¢} T THSRT §AR I, THHRT SR faym &
TR T § | STHBRY B QRIAA &1 JUTAA, TIRT A, UichdT 3, T B, URagd He,
e o 9UT s & ol Fad Arfex= & w0 § fewmrm forar mar § qur faf ueR &t ard o
ToraRTT &1 fAfFERT 18T AT ST | Judisy Bt T ISR 39 SDS & XY W ugart Tt waa
faRry arnht @ Tefid 8 aur SDS w1 ot o It & Tave H a1 st o ufshan &, 5|
I UT3d H T FdTaT 7T 81, TRNT - R 94 et 8) Taball ¢ | It siiaansii & arg 811 W, Uaied
¥ ifam IadTe & SDS-T & JUGHIdT HT 3Mbe B Td 88T B, YANT B, Ufshar d
TUT TG TR & 30 3ty &1 3 ARy e & SHaR SR Ryl ot weften exn =nfgu |

IN / HI
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