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

Montelukast 151767-02-1 >=5-<10

Loratadine 79794-75-5 >=5-<10
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HHIY Hdle
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3qYd I U T (h¥) | Hed UPR =0T U / 3MYR
- TR (SRETT BT R
UPR) ST
el 9004-34-6 TWA 10 mg/m3 ACGIH

Montelukast

151767-02-1 | TWA 40 pg/m3 (OEB 3) | 3aRke

Uig &I THET | 400 pg/100 cm? | 3fidRe

Loratadine

79794-75-5 | TWA 40 pg/m3 (OEB 3) | 3fidRk®

Uig &I THT | 400 pg/100 cm? | 3fidlRe
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STFITHRUN & [URGHTT g uerd a1 iy & siRiieRe Fiffed 6t frar T |
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3gee- uerf ¥ sifeH PSR dTd (FORSY) 3qge uerd Jd gt
11. fawmasnfora g
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URI&0T TATaRUT: YQ/HaIaT
GIEECEIRAELIESGI LD50 (FIMRN): > 2,000 mg/kg

Montelukast:

dig e fasTadar LD50 (IET (}<)): > 5,000 mg/kg
LD50 (¥ (HI3H)): > 5,000 mg/kg

g 4 fauTaTarn : fewft: Se1 Iuasy T8t

NEASEIRRERICSGI : fewft: Se1 Suasy Tt

Loratadine:

g e faTaddr LD50 (8T (X€)): > 5,000 mg/kg

GIEE R EACNIESG| © LC50 (JFET (RT)): > 0.05 my/l
fore wHg & ford Tueh (Tadier) §ofm: 1 h
TRI&UT STATaRUT: Ye/pg Il
Sfiera: yard a1 fHre0] Bt s YT Siage fauraaan 8t 8

1 & T ergerieTeE

JUAK] BRI R aFfiepd g

AdYUd:
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I G RR )|

RIS ;. gad! IO 1 B S

Loratadine:

ToTTfa G RO

gikomy G kA LE |

iR A7 efasdes

JUAS TSGR W A Ngpd Tal|

3HdUd:
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ToTTfa G RO

gfome : dig St
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giRumH: HundHS

Loratadine:
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IR IREED
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gRkomy: Fondw
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RIS D
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TSI gu (H139)
PIRABT UHR: Y Al
T IE & I ARgH
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STtaTu] I TEToHRIe! - . 18T T goi- INTTY] HITRIHT IARATH & T & Ti{HR0 o
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PIEIE BUTHD
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B L eI (2)
TR P IR . s
o g & o) Ius © 29
(TRTAISR) g3l
gfomy BUTHD
PTII] CHED (HISY)
TR P IR . s
o g & o)) Ius 92 g
(TFAUISR) ol
oy BUTHD
Loratadine:
P : )
TIPSR & I ; %
frdd Ty & fod Iuss L 29T
(TRTAISR) g3
LOAEL : 10 frm/fes I WR
oy . gRdfd®
PRI EITd
TEH A & I . Afe
frda g & ford Ius 17 HEH
(TFIUISR) gaTl
NOAEL : 40 foE/feT Iie YR
gfome . BUTHD
3 fauTear
JIRIY B I Uga &1 g |
3dYq:
Jae:
3(ARdl & THTG D TRIE B fhw: Te-Uie! gedTe fauTeadn sieqa-

golTar: 8T ()
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TAIBRA & I FRTe T
LRI ED

MY RRYF AEmwuyEl : gdeo ot o B / sRmy &1 wwsia fasm™
IolTar: 8T (<)
TGN R & I e o
o BUTES

Montelukast:

3R & UHTG L O ot fopd: Idvar
YT g1 (Xe), R (@)
TAH R &b I
JdRdr: NOAEL: 800 farm/fasTm smifRes UR
oo ug] uteror ¥ IdREGAT R His UG el Tl

TRVT B fHed: Iz

ySifer: <81 (Xe), ATt (ftpda)

TGih Y & I:

JdaT: LOAEL: 200 ferm/fem wkife 4R
3R U &HdT § HH

TRVT B fhed: Idvdr

geTifar: g1 (Xe), Arel (i)

TEH A & I AifgH

JdRdr: NOAEL: 100 farm/fasTm smifRes UR
3R U &HdT § HH

Loratadine:

SR F YT L gelfe: T (X€), R (@)
TEHH A & I HifgH
JaaT: LOAEL: 64 /i IkifRe UR
TR TS & dT TR UHTd |

i RYF e udEl . gel: 61 (e)
TR & I Aifad
fasrTE® fauTdddl: LOAEL: 48 form/fa ke 4R
Ofome: Yoy R fawreddn

PG ARCRUI Nl

TEHH A & I AIfGH

fomr s fauTadar: LOAEL: 48 fimm/fm ImiRe HR
Ui yor-rHey R fasred|

TolTfar: 8T (<)
TEH A & I A
fomraTd® fauTaddr: LOAEL: 12 firm/fe T IkiRe 4R
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THT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
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Tg. 31U, Fa:
4579031-00011

2.1 30.09.2023
ST fauTeRTa - Sidhed D ORI R o0 T TR & SMUR TR Yagd BRI SR Yol
&A1 IR Ufdpd YHTT BT WY ad el 3
STOT - T&hd Sy
YA TSR R Fiffepd 8]
STOT - Sigv/™T |y
YA STHHRI R Fiffhd 8]
U I fauTaar
34494
Jarer:
BRI L 81 (RT)
NOAEL ;. >=9,000 mg/kg
UGB & T
oo THg & fod Tues 90 Days
(TRTTISR) gaf
Montelukast:
PEIRE D SR, gl SR Har
NOAEL : 150 - 300 mg/kg
THIHTH & I nfes
o THg & ford Tues 53 Weeks
(URTTISR) gaf
fewoh : forsht ARyl ufdga UHTa &1 T el e
ERUR) L IR
NOAEL . 50 mg/kg
THIHTH & I nfes
o THg & ford Tues 53 Weeks
(TFIUISR) gaTl
fewoht : forsht Heayul ufdga UvTa @t T et el
U] - HUP (HI3E)
NOAEL : 50 mglkg
TRTHRH & I
o THg & ford Tues 14 Weeks
(TFAUISR) gaTl
fewuft . o Aeagul ufdea yuma &t gae T8t e
Loratadine:
EEIT . g1 Re)
NOAEL : 4 mg/kg
LOAEL 8 mg/kg
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Montelukast:

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
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THHYH P I . Afee

o g & o Ius © 180 Days

(TRTATSR) g3

eI 3T L e Al dF (Hed Ray dgeH)

fewguft : YYI9 Tifra fAvTedar #ed & g1

PRI DR

NOAEL : 0.4 mg/kg

LOAEL - 4 mglkg

TAIBTA & I

fram gmg & ford guds 180 Days

(TEHUISR) B3 R .

Y Aqgd D el TSt dF (Hed RaY digeH)

fewuft : gYIg Tifrd fAvTedar 7 & g1

AT GRT

JUAK] SHHRI R aFfiepd gl

U9 S| & 91y 3gya

AdYUd:

Montelukast:

Al ol fauradar

CREEEE : fewgoft: e A ofa 8 gt @
3iiE Y Hueh D SR g Sfe '
[BUREE © R SO YT UY GhHUT, T MY, RRed, @i, I
Jaeft 7, o, qER
Loratadine:
IBUGESRI] . 3R Y@rae, RReq, Y g, Aad
12. TIRfRAfa® T JE=T
uiffRufae fauradadrn
3HdUd:
Jqa:
B ENICARELIESKI] LC50 (Oryzias latipes (SO HST)): > 100 mg/l

| P ama & ford WU (TaUIoRR) §31: 48 h

fewuft: uer St IEREt & e W nuTid

LC50 (Pimephales promelas (fhegs fidl): > 0.0778 mgll

| o Tg & o Hudh (TaUIoR) §3MT: 96 h

TBT: OECD Utequr f=meer 203
fewgoht: facadr & T R oI fawTedar 78t
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Loratadine / Montelukast Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

2.1 30.09.2023 4579031-00011 gl IR ST &R &I dRIG: 08.07.2019
SHAT T 3= e-3fed © EC50 (Daphnia magna (@Tex Fh)): > 0.0675 mg/l
SR fauTaan o T & o) Fudh (TauioR) g3l 48 h

T 3 3. S T kw202
fewgoht: facadr & T R oI fawTedar 78t

aTe/STelg diel @ fawreddr @ NOEC ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q(-_\:ﬁ)):
100 mg/l
P Iy & ford Wue (TaIUIoR) g3 72 h
TPT: 31 3.5 . e =T 201
fewguht: factrdr &1 W W $Is fawredar Tat

EC50 ( Pseudokirchneriella subcapitata (Eﬁ BIEI] (Qﬁﬁ)): >
100 mg/l

™ Tma & ford Judh (TaITISR) g3 72 h

T o 3.3 . 2w A= 201

fewoft: facradr &t i W S5 fquTadar T8t

Sitarugedt o fauTerdd : EC50: > 100 mgl/l
fora™ Tma & ford Judh (TaRTUISR) g3 3 h

TRI&0T Dt foh e YT-IRa H T dlde
TWeT: 3 S S e kw209
fewgoht: facradr o a1 R oI fasTeddr 78!

S &) faureaan (RRepifeiee :© NOEC: 0.073 mgll
[CLIESED) o w1 & ford Hudh (TaioR) goil: 32 d

SIS Pimephales promelas (ﬁOT%TS’ ﬁl?ﬁ)
T 3t 3 0 & 2w = 210
fewoft: facrdr &t o wR B fuadar T&t

NOEC: 0.0816 mg/I

o THg & o Hudh (TauioR) g3l 7 d
T Cyprinodon variegatus (?ﬁU%—E; ﬁﬁﬁ)
fewoft: facraar #t o R B fawrerdar &t

WA Td 3= Se-Ifed . NOEC: 0.23 mg/l
SR fasTerdn (RReTieie P gmy & ford WU (TaUIoR) g3 21 d
IELIESED) USTTfd: Daphnia magna (dTeR Uil
fewft: facrdr &t o wR B fuadar T&f
Loratadine:
B ENIEARELIESKI : LC50 (Lepomis macrochirus (o?jﬁﬂ ‘r'Flﬁv_EH)): 0.382 mg/l
P Imy & ford WU (TaqUIeRR) §31T: 96 h
d1: OECD Udiefur fe=mfAd=r 203
SHiAaT Td o de-Ifed . EC50 (Daphnia magna (dTc TT)): 0.83 mgl/l
EREMCLIEREI] o g & i) Hudh (TaUIoR) g3l 48 h
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Loratadine / Montelukast Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

Montelukast:

2.1 30.09.2023 4579031-00011 gl IR ST &R &I dRIG: 08.07.2019

T 3 3.4 S e fdwr 202

QaTa/STelIg Uiel F fawieddl @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi): >
0.95 mg/l
o g & ford Judh (TauioR) g3iT: 72 h
T 3 3.4 S e g 201
NOEC ( Pseudokirchneriella subcapitata (83} RiaTet (Tesil)):
0.053 mg/l
o g & ford Hudh (TaioR) g3 72 h
T 3 3.4 S 2 g 201

TH-Thaey (Tt werer 1

[ELIESED)

Sitarugsfl A fawreddr . EC50: > 1,000 mg/l
foram THg & R Yudh (TeuIeR) §3MT: 3 h
TJ&10T 1 fh e YT9-Ud | Fhlac
T 3 3. .S. e A= 209

ool ol fauradan (RReifers © NOEC: 0.084 mgll

ICLIESE)) o™ Tma & ford Tudh (TaTTIeR) g3l 32 d
T Pimephales promelas (W@E ﬁﬁﬁ)
T 3 3. St e g 210

BT Td 3 Sefed © NOEC: 0.078 mg/!

STereR fauTadr (RRaTS o T & ford WU (TauioR) gail: 21 d

[ELIESED) USTTfdl: Daphnia magna (dTex Uei)
TWr: 3 3.4 S e gz 211

TH-Thaey (RRepifered wieer © 1

[ELIESED)

RS 3R rapHaforar

3(dYq:

Jare:

I SIahaud BT & : UROITE: YT & 1Y Ui diids o HIHHUBRI

@fsTsiaa) g1 aran

Wi Sraprud B &mdr ¢ gRone: dig i & Sruefiford 819 arelt T
Sfde ITHHUET: 0 %
o Tg & o Hudh (TauioR) gl 28 d
O # RRT © Ol fasIsn: 50 %(21.7 h)
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Loratadine / Montelukast Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
2.1 30.09.2023 4579031-00011 Ul IR SR A Bt dRIG: 08.07.2019

Loratadine:

Sfd SAHHUT B &HdT . gfvom: dtg far @ sruehiford g9 areht Tt
Sifae SaHHUET: 50 %
o g & o) Hudh (TaioR) g3l 20 d
TP OECD URTefur femnficer 314

Tt H fRREr : 3IhH B -l (FTh-A™®) (S1.duo): 283 d

Tyifaa wfae Jou

HdYUdq:

Montelukast:

faUTS T[uriep: (T . log Pow: >4.3

g Ie/ar)

Loratadine:

faUTSH T[uriep: (T : log Pow: 2.35

g AIe/ar)

firdY o wfa=fteran

H{dUdq:

Loratadine:

TG0l pall § fadror . log Koc: 5.25
TIPBT: OECD URTeul fG=m-a=r 106

3= Ufaed gHa

31 A gt

13. fAger Hifgard

fueR & e

/N F s 7Y (Ter) . FHe Pl AT H Od B |
YT faf el sy has |

gt afd D el fSsS Bl 9% Dl S d B arll B! # e a1
T & forld o S|
IR 3= fafafdy &t fopan T srgad Sare & U d
e B3|

14. URGE= GaAT
ity fafrraw
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Loratadine / Montelukast Formulation

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal §R SR} A Bl dRIG: 08.07.2019

THT e &1 fafd: T9.81.u9. F8:

4579031-00011

2.1 30.09.2023

UNRTDG

UN dsR UN 3077

Aagd &1 98l 91 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Loratadine)

aif )

e U [l

NEI 9

TRl & o @RI Cogl

ESER)

35 T &t T3 oft 3R

g TH/3MTE 8T TR UN 3077

mq@‘r a9 Environmentally hazardous substance, solid, n.o.s.

(Loratadine)

aif )

e U I

NEN] :  Miscellaneous

fesaract @l feer@d @RA @ 956

EESEE)

%@Wﬂ"f?ﬁ%mﬁ @i gas : 956

uafam P ford WS Cogl

(BoTed)

3ME TH B Si-+lis

UN FsR : UN 3077

Aded &1 9l 99 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Loratadine)

aif © 9

e U Sl

NEN] -9

EmsS dfgar : F-A, S-F

TS gD g

IMO SUBVN & AR UH ﬁ gfiagd &

3Myfef fopw 7Y Ursae & forg @y a8t

IuanTedr & foe fagiy araufaar

Tg1 3T U uRaeH arifeul drad a1 & JaieH! & ol §, 3T UHAE ©U § sFddss Il &
0T IR 7T § o o 39 gRar s1et Xiie & HieR sHe1 qui fasan ma 1 uRag &t fafd, Tae
BRI, 3R &g a1 <=1 & fafgmt # fafdearelt & SrgaR uRag arffe<or - 8 I&d 81

15. faframae a=r

werd ot fagor & e gRam, Wy, 3R wataRur & fafamfaum=

18/20



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Loratadine / Montelukast Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
2.1 30.09.2023 4579031-00011 Ul IR SR A Bt dRIG: 08.07.2019

39 ITeH ¥ 3aud fAmfrfad sa= v ¥ gfua &

AICS o i T8

DSL o fuffa =Y

IECSC o fRuffea 7Y

16. 3= AT

e o1 fafy :30.09.2023

Sifafvad SH®RY

3T 3Me & Johad & fod . %= ATd SDSs, OECD eChem ¥ 3fidR® d@-1d! gel, el

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

feie URey o fqoead

3T SEIARE & quf arey

ACGIH © guHU| ACGIH HHRET JH (TLV)

ACGIH / TWA : 8-Uc, HY- qo 3Nd

AIIC - STENfe Il Bt SiReferars gal; ANTT - sford &1 P Yl uRas Toidl; ASTM -
3AfasT It uierr TS, bw - STaT &I G9; CMR - HIRIOH, Jeol-d IT Yol favar; DIN -
SHA AMS IR0 IRIH & o AF®; DSL - ‘aiqua%fa?ﬁ(mm) ECx - x% Wfdfehar ¥ ST
TahaT; ELx - x% Udfohdr I TSt ST &; EmS - HTUTdbTe Uegdd; ENCS - IﬁWBﬁTW
RS Terd (S9F); ErCx - x% s & Ufdfhd & &1 e, ERG - SUddbIa uldfshar
MSS; GHS - AfYF TR W W ReH; GLP - 33 TANTRITET YT IARC - $¥R TR ¥ & forg
;i;ﬁmgwm IATA - 3eRT$T a1 aRae- THIRMERM; I1BC - YR T § WS TR ar
[ % fmfor 3R IueRr & forg TfedT; 1C50 - 31T 3iftremad RIS Jdhas; ICAO -
SRIT AR faAMA T3, IECSC - I & Hie[al IS yerdl $1 3dedl; IMDG - e—mvfgh
FHS WIS HI; IMO - SRS Tl W16, ISHL - 3Tl Ref 3R WY B (SIUH);
ISO - AF®IHRUl & Y SIaRITI W16, KECI - HIRAT HIS[GT T 3-dedl; LC50 - TR0 el
B 50% P UIAdh Hdbg; LD50 - TH&UT &Gl BT 50% S Oldd GRID (I °dd WGRID);
MARPOL - SIgTsll ¥ UgNUl &1 AHUH & T SIaRTTR e, n.o.s. - 391 FAEE =&T; Neh - fredt
708, NO(A)EC - 3@did- 7 fohar ar (ufagd) uEa ddbs; NO(A)EL - 3f@adie- = fear
(trf%iw)umaw NOELR - TR-3{qdI-a1g UG AGH &3; NOM - TSRS Afddd F=m;
NTP - P10 fu-faq SiH; NZIoC - T8R! &t ol o $desl; OECD - SR e IR
9T W6+, OPPTS - T YRET SR UgHUT B BT, PBT - RITY, S1a-THATHI0T 3R
fqwred ard; piccs - Wﬁ?ﬁﬂ%ﬂﬁﬁﬁﬁﬁﬂgﬁﬁ (Q)SAR - (AETEHE) TTT
Tfafaf Wey; REACH - RIUTT W9 3R YA USiohRul, Jedid, WMRISGR SR ufdsy aRkug &
fafa= (EC) H. 1907/2006; SADT - T@-dtadT 3fggc dqHM; SDS - JR&f Sl 2fie; TCSI - argad
RS Uerd 3dedl; TDG - \WavAId ATd &1 URas; TEC! - UI3As T -dest; TSCA -
fawTert gard iz sifram (e Isg smReT); UN - B I1F; UNRTDG - BIHSRS FHH &
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Loratadine / Montelukast Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
2.1 30.09.2023 4579031-00011 Ul IR SR A Bt dRIG: 08.07.2019

IRTET R TGH Y BT BN, vPvB - Tgd W IR Tgd 9a-THABROT IRF; WHMIS - HT-
RJ WRATD JrUt -1 Jomet

U & ST TMe | SUS THIRM BT dRG B ¢ T THSRT AR IH, THHRT SR 3y &
3IIR 8! § | TSR Bl RI&T ST JUIEH, TN I, Ufohal A, T =, URag He,
e o7 9UT s & ol Faq Arfex[ & w0 § fewmm forar man g aur faf ueR &t ardt o
TOTaRTT & fAfFGRT 8T AT ST | Juatsy B! T ISR 39 SDS & XY W ugart Tt waa
fafry areht @ Tefid 8 aur sDs wrlt &1 fheht o arlt & Tate o a1 it o ufshan &, 5|
I UTad H 7 FdT91 7T 81, TRNT - R 94 a1 81 Taball ¢ | It viiaansdi & arg 811 W, Uaia
¥ ifaw IadTe & SDS-TH & JuGHIdT HT 3Mbe B Td 88T B, YANT B, Ufshar d
TUT TG TR & 30 3fiE &1 3 ARy e & SHaR SR Ryl ot weten o a1fgu |

IN / HI

20/ 20



