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LDLo (FET (R€)): 200 mg/kg
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TROTH: M R YOIfauTedid GHId 3R U1 uHTd had 3=
e =0 3 [duTad GRS TR 81 U W, XeIoFie JHTd -6l |

W $i fo: fasr

gTifar: T ()

TEHH A & IR AIfGH

fomraTe® fauTadar: LOAEL: 10 firm/fe T IkiRe 4R
gfeomy: miey Ry fawredar, eeiforie gy T8

ST foSTeRTa - Sfidha D ORI WR ford TR TR & STYR WR fas T WR Ufddd UHTd &1 Wy
Ted i g1

gﬁa@wmﬁﬁ%aﬁmaﬁﬁ@aﬁwmm
|

Amlodipine Besylate:

3R H UHTT : Tequr & foeed: witferd) / ey &1 T faserg
golTar: 8T (RT)
TEAIHTH & I FTd a1
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Losartan / Amlodipine Besylate Formulation

TTHI TRmeE ot fafd:
5.0 06.04.2024

Tg. 31U, Fa:
49938-00021

STOT - Ushd SlifaH
JUAK] BRI R aFfiepd gl
STOT - SIg™T Sf@aH

fTd 1 WR Y S1eit a1 §RIgd URIUIOR (a4, gadliel o, Ue, Tal) 3T &I Ja Ugdl el

gl

3d4dq:

Losartan:

U (TRIUIER) o IR
&7 3/aad
3fiha

MR RIY] & fdem muvE|

Jdar: NOAEL: 10 farm/feem eiRe R
UROTY: TS &9 TR UHTS el

Ter0T i fper: WiEfrdt / 3™ 1 Uil faspTg
TSI @RI

UHTB R & I fRTad oA

JaaT: NOAEL: 25 farm/feem eRkiRe 4R
TROMH: Ui &Hdl R UG g

Yer0r o1 fore: yor-miey g fawr |
geTifar: IeT ()

TAIB R &b I T T

fomraTd® fauTadar: LOAEL: 10 fiRm/fa i IkiRe 4R
gfeome: TR RIg] & fas )R gvmE|

Yer0r ot fore: yor-miey g fasr |

STt @RI

TAIB R &b I T T

fomr s fauTadan: NOAEL: 10 fiRT/fe IRING 4R
gfeomd: TR RIY] & faswr R guE T8t

Yeror @1 fore: yor-miey Ry fas |

TS Oy (H139)

TENH R & I e o

fapraTE® faurdddr: LOAEL: 1.6 f&/fe T IRIR® YR
gfvoms: TRl RIg] & fas )R gvmE|

feuoft: O1q fawrdaddr &1 sradie favar |

. fra
: qaa;aamﬁ;ﬁﬁa,ﬁaTFﬁ .
D Yl O ORI SREU §1F TR 35 (SIRTAR) ®I JH 9 Ugdl

Il gl
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Losartan / Amlodipine Besylate Formulation

TeHIuT Tene &t fafd: .31, AR A IR SIRT H3A B ARIG: 30.09.2023
5.0 06.04.2024 49938-00021 gl IR ST & &1 dRIG: 26.01.2015
U G fauTaar
3dd:
Jqare:
Iwr? LRI Re)
NOAEL : >=9,000 mg/kg
T H L & I ;
fram gvg & ford Juds : 90 Days
(TRTAISR) g3
Losartan:
Fwﬁ LRI (e)
LOAEL . 15 mg/kg
T H L & I ;
o g7 & ford Judh : 309d
(TRTUTER) ol
fobet §R Tueh (TeuioR) ¢ daily
Rl
&g 3aad : 9, TG, gedreHt o, U
|5|G| d Sl
NOAEL : 5 mg/kg
UGB & I . Wfee
o g7 & ford Judh 1 Months
(TRTAISR) g3
SR D YD T8, I
e =
LOAEL : 25 mg/kg
TEh Y & I ;
foa I9g & ford dudh 53 Weeks
(URTUTSR) gafl
fohel IR |Udh (GagaloR)  : daily
gar
SR : Y del, Jeel
Amlodipine Besylate:
W LRI (e
NOAEL : 15 mg/kg
UGBTI &b I ;
fham g7 & ford Tudh © 90d
(TTUISR) g
feaoft . 5 Aeayut ufded guTa &t gae T8 e
HEHEEEESIEEIES IS
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Losartan / Amlodipine Besylate Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &34 &1 dRIG: 30.09.2023

5.0 06.04.2024 49938-00021 Ugal IR ORI R B dRIG: 26.01.2015

INT% LRI (@)

NOAEL - 24,000 mgl/kg

UGB R &b I . fa e

fpam THg & ford Tush . 28 Days

(THIUTSR) g3l

Fwﬁ LR (XQ)

NOAEL : 10 mg/m3

UNIERE eS| IS EIIC GGl t)

fpa gma & ford Juds D 2yr

(TRTAISR) g3

AT WaRT

SUA TSR R Fiffhd 8|

3dad:

Losartan:

|| 73 wadivarm faureddr &1 aife<or 78

U4 S| & Q1Y 3gHa

3dad:

Losartan:

3T Judh : ITR: 31El B ST

(BRGASEI] D 3fNIR: 3fed d-1d, famgeaarn

Amlodipine Besylate:

3T Q Judh D NR: g Sia

[BUSESEI D INR: ddl, IR Ia4t g, ydbae, RRad, e, WA
12. TIRFRAfa@ T JE=T

uiffRufae fauradadrn

3HdUd:

Jare:

EENIEARELIESKI : LC50 (Oryzias latipes (ST HSHT)): > 100 mg/l

P amy & ford WU (TaUIoR) §31: 48 h
fewuft: uer it It & et wR snerfka

Losartan:

CENIEARERIESEI . LC50 (Oncorhynchus mykiss (X781 €13<T)): > 929 mg/l
o Tg & ford Tudh (TauIoR) §3MT: 96 h
WIBT: FDA 4.11
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Losartan / Amlodipine Besylate Formulation

THT e &1 fafd:

T9.81.u9. F8: 3ifeH IR SIRT &34 &1 dRIG: 30.09.2023

5.0 06.04.2024 49938-00021 Ugdll 9R SIRI R &1 dRI: 26.01.2015
SH AT Td 3= e-3fed :  EC50 (Daphnia magna (dTeX Th)): 331 mg/l
EREMCLIESEI] o T & o) Hudh (TauioR) g3l 48 h

T 3 3.4 S e Fdwr 202
REINENIER B ARCIIERT] NOEC ( Microcystis aeruginosa (STeitd aawafd)): 949 mgll

[ERIESED)

WA Ud 3 Ae-Ifgd
STerer fasmaddn (RR®1feie
[ELIESED)

Amlodipine Besylate:

el ot fawTadar

SH AT Td 3= e-3fed
SEERELIESEI

REINERERICIEARC LIS

e aH SIS S:
el ol fawTedan

SHAT Td 3= e-3fed
SEERELIESEI

RIITe/STRT Tre bl fauTerdn

| P ama & ford Wue (TaUIoR) g3 10 d
WIPT: FDA 4.01

NOEC ( Selenastrum capricornutum (Eﬁ ﬁ?ﬂﬁ)): 143 mg/l
- Ima & ford Wue (TaUIoR) g3 10 d
TR FDA 4.01

TS &I fauraaar (RR&1fad . NOEC: 10 mgl/l

™ Tma & ford Judh (TaTTieR) g3l 32 d
USId: Pimephales promelas (W%‘s’ &Eﬁ)
T off 3.8 S T MR 210

: NOEC: 100 mg/l
o Tg & ford Hudh (TauioR) gofl: 21 d
USITfd: Daphnia magna (dlcX 1ZIFT"I)
TPr: 31 3. . e = 211

- LC50 (Pimephales promelas (ﬁﬁ%‘s’ ﬁﬁﬁ)): 2.7 mgl/l
ford™ Tma & ford Tudh (TaRTUISR) g3 96 h

:  EC50 (Daphnia magna (dlc} 1?IFT"I)): 3.2 mgll
foram Tma & ford Tudhs (TaITISR) g3T: 48 h

IC50 ( Pseudokirchneriella subcapitata (8% 2aTd (Tesi)): 5.6
mg/|
P Imy & ford WU (TaUIoR) g3 72 h

T o S 3 S e kw201

. LC50 (Oncorhynchus mykiss (X781 €13¢€)): > 100 mg/l
fa Imy & ford WU (TaIUIoRR) §31T: 96 h
TRIBT: OECD TRIefUT fE=me=r 203

. EC50 (Daphnia magna (dIc} tWﬁ)): > 100 mg/l
fram Tma & ford Tudh (TaRTUISR) g3T: 48 h

- EC50 ( Skeletonema costatum (‘Glﬂ'sfr B’@Tﬂ)): > 10,000 mg/l
o wg & ford udh (TaRdieR) g3 72 h
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Losartan / Amlodipine Besylate Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &34 &1 dRIG: 30.09.2023

5.0 06.04.2024 49938-00021 Ugal IR ORI R B dRIG: 26.01.2015
3T A fasTearn : EC50: > 1,000 mg/l
™ T & o) Judh (TaRIUISR) g3 3 h
T 3 S 3 S e A= 209
TTRIG 3R raehAO™dr
AdYUd:
EGGIGE

3 SIaghHOIdT B1 & : UROITE: T & 1Y Ui diid ¥ SHIHHUTBRI

CRIEPSENIREREIS]

Losartan:

T A fRRT D ST IS < 10 %(5 d)

Furfaa wifde J=au=

3dYd:

Losartan:

fAUTST T[uTiep: (T : log Pow: 1.2

S Ie/ar)

Amlodipine Besylate:

fAUTST T[uTiep: (T . log Pow: 3

S Ie/ar)

gt o wfa=fteran

32T IuAH et

3= ufapd gHTa

T IuAH e

13. fruer ifgard

fAreq & a8i%

/N I 541 7Y (gere) . HS I AT | Ad b |
R fafgEl oy thos |

gfa afd © 9T fEsal &l A B g8 A B aralt BaTaet B g ar
T & ford o Se|
3R 3T fafAfEy =161 fovam mam: sigad Idre & U &
fAueE &1
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Losartan / Amlodipine Besylate Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 30.09.2023
5.0 06.04.2024 49938-00021 Ugal dR SR} A Bl dRIG: 26.01.2015

14. Uf¥ag ga
Sierfeta fafraw

UNRTDG
WRATS IRl & =0 H fafafig gt

3 T & -3 oft emR
WRATS Il & =0 A fafafig 7gf

3T TH 81 H-dls
WRATS AT & =0 # fafafig 78t

IMO SUFBRUN & AR P A gRkagd &
3myfef T 7T tide & forg @y et
SUARTHal & forg faviy arqurrat

Tag et

15. faf~rarae @

verdf ar fireror F e e, Wy, 3R yaiavur & fafawfae
39 ITeA ¥ 3aud fAmferfad gHa= v ¥ gfua &

AICS o fRuffea Y
DSL o i Y
IECSC o fRuffea Y
16. 3= AT
Gne i fafy © 06.04.2024
Sifafved SFaRY
el Tffc & Jowad & ford . &= HId SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel
PRI R GEASIER] Ui Qe UM a1 GRIFRE IS Toia,

http://echa.europa.eu/

g@%ﬁﬁmﬁmmw%ﬁm%wmﬁﬁwwamw
TR

faTics Uy ;e amad

3] IO & qut arR

ACGIH . gUHU| ACGIH HHR™ET HH (TLV)
ACGIH / TWA ;. g-de, gHY- 9o id
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Losartan / Amlodipine Besylate Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 30.09.2023
5.0 06.04.2024 49938-00021 Ugal dR SR} A Bl dRIG: 26.01.2015

AIIC - 3T Tl & Sffeferrs el ANTT - sifor & g yffl ufkae Tofell; ASTM -
3t ARt Udterr TREE; bw - STS! &1 I9H; CMR - BRI, Feolf-d I1 Yo faseT; DIN -
SHT AFBIHI0 YR & o AM; DSL - a%quarzf&iﬁ(m) ECx - x% Wfdfehar ¥ a1
TG, ELx - x% Uffopdr I ISt AT &X; EmS - TITddTei regd; ENCS - IﬁTrET\ﬁT:Rf
NS gerd (STAH); ErCx - x% e &X Uidforar & &1 Ydbad; ERG - MTATddIe ufafdar
MEE; GHS - IfY® TR R T Ried; GLP - 3=3t TRINTRITE UT; IARC - iR TR 39 & fag
a‘_ﬁmﬁﬁ@uq@?ﬂ IATA - SIeRT$T a1 aRaeT THIRMGRH; 1BC - Ut AR # W1 &mE a1

[ % fmTor SiR IudRur & faw HfeT; 1IC50 - 31T SfiHad RIS Adhg; ICAO -
SRIT AR faAA W6, IECSC - I & Hival IMRH® Uardf &1 3dedl; IMDG - SHaRig™
T WORATS AI; IMO - SRS THsl W16; ISHL - ST R 3R WA B (STUH);
ISO - AMSIHRUT & I RIS, KECI - HIRAT HIS[GT TR $ae; LC50 - TRI&IT et
B 50% PI Uldd Hdbg; LD50 - UH&UT HETEl BT 50% Hi Gldcs TRID (HIH °lddh ERID);
MARPOL - STgTsll ¥ UgHUl &1 AHYUMH & T SIaRTFR T9e; n.o.s. - 3T FAEY =&; Neh - feredt
f78; NO(A)EC - s@died = foar Tar wided) THE Hdhg; NO(A)EL - iddre- = fabar T
(W)Uﬂ-ﬂ'q’w NOELR - TR-3q@AI-d7 YHId TGH &3; NOM - SIS dfaae fam;
NTP - P fu-fIq SIHH; NZIoC - T8R! &t ol o $desl; OECD - SRiE e oiR
I TS, OPPTS - IMMAMH® JRET 3R UGN JHUMH HHATAT; PBT - RITH, Jd-THAHN 3R
farsred werd; PICCS - 3T IR ITaE uerf @ fiheldid 3dedl; (Q)SAR - (HHTEHE) TR
Tffafy Tafer; REACH - TRIU T¥E 3R I UsiahRul, eid, WRSGR R ufady aRug &1
fafae= (EC) H. 1907/2006; SADT - W-didgdl 3{qde dradM; SDS - YR&T sl 2fie; TCSI - g
IS Uerd gdest; TDG - WARAT HId &1 URdeH; TECI - UTSds AT -dext; TSCA -
T g o siffaw (dgad s smfveT); UN - ﬂg,aa?rg UNRTDG - §IFM®&R® A &
IRTET R TG Y BT RABINRY; vPvB - Tgd W 3R Tgd 9a-THABROT I-F; WHMIS - FT-
e GRS JrUt T Yorredt

U & ST T A SUS THIRM BT dRG B ¢ TR THSRI §AR I, THHRT SR faym &
TR T § | STHHRY B QRIAT &1 T JUTAA, TIRT -, UichdT 3, Yo B, URagd He,
e o 9UT Bisa & ol Fad Arfex= & w0 § fewmm forar mar § aur faf ueR &t ard o
ToraRTT &1 fAfFERT T8l AT S | Juetsy Bt T SR 39 SDS & XY W ugart Tt waa
faRry areh @ Tefid 8 aur sDS w1 st o arlt & Tave H a1 st o ufshan &, 5|
6 UTT § T ST 7T 81, TRNT - R 94 et 8) Tabell ¢ | It siiaarsif & arg 811 W, Uaied
& 3ifar IaTg & SDS-IMER &1 JUGaAdl T HTHT B Aled eod B, TN HRA, Ufehdr A
TUT T TR P 3 3ftE &1 3 ARy e & SR SR Ryl ot weften wxn =nfeu |

IN / HI
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