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7. TATA 3R YSRUT
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BEIE
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8. Siifaw ferd=ror / foreft gram
PRI 01 & aFS! & I1Y 3@gd
3ayd I T T (H¥) | 59 UDHR =T U / YR
- TR (SIR&UT BT PHENIER]
THR) HIACIH
A 9004-34-6 TWA 10 mg/m3 ACGIH
Montelukast 151767-02-1 | TWA 40 pg/m3 (OEB 3) | offaRe®
UIg &1 Y| | 400 pg/100 cm? | 3fidR®
AR ©rRe 557-04-0 TWA (&9 10 mg/m3 ACGIH
o g 37=M)
TWA (49-1g | 3 mg/m3 ACGIH
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goif=afeT fRsor gt EoiifafaT ol &) ofeR feemeA g1 erffad g
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Td W a0 S 3R AT &3 (SR, 3NuH-%Y Ay
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e
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3dYd:
Jqar:
SIERITCEACLIEREI] LD50 (TET (X<)): > 5,000 mg/kg
SIEEREIELIESE © LCS0 (I8T (RT)): > 5.8 mg/l
fore wHg & ford Tues (TadioR) §ofm: 4 h
URI&0T ATATaRT: Ye/Haia
SIERSEIRAERIESE LD50 (FIR): > 2,000 mg/kg
Montelukast:
SIERIECEACRIESEI] LD50 (IET (}<)): > 5,000 mglkg
LD50 (H{¥ (HI3H)): > 5,000 mg/kg
SEENGAELIESEI : fewoft: Ser Suas T8t
SERSEIRACLIESGI] : fewoft: Ser Suas T8t
Afoaw e
SIERIECERCEIEREI] © LD50 (JgT (XT)): > 2,000 mg/kg
TRIBT: OECD URIefur fe=mfgsr 423
i ety a1 firsor & dis Miee srayge fawaddr 781 §
fewoft: v St IRt & Ser W eneia
SEECEIRAELIESG © D50 (T/RIMRM): > 2,000 mg/kg
feuoft: v St IRt & Ser W eneia
TS faw STgSTaTSS:
SIERZITCCAELIESEI] LD50 (JgT (X€)): > 5,000 mg/kg
SIEEREACRIESE . LC50 (J8T (RT)): > 6.82 my/l
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LRI I ED

TRI&0 Bt fhd: &R TYRH IRy
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IaRad= uemr
IR IREED
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UJ&ruT o1 fobe: hield TaReH ¢ 34 fagl
TPBT: OECD Utequn fa=maer 473
RIS I ED

fewuft: uer St IERET & e W nuTid

TR o1 fhey: Sadifan Teeft faudia ufvad= o Sifg (AMES)
TR HUmEHS
fewuft: uer St IEfEt & e W nuTid
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fhds THg & o) Tus © 29
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IEYIE] BUTHD
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[USIEREEANES] 1 T )
fhda THg & o) Ius 92 g
(TEHUISR) B3
IEYIE] BUTHD
TS aH SRS
EEIG : g\:gr(?—g)
QiR & IR LN T (SR )
fhds THg & o) Tus © 29
GRCA :  OECD udierur femnfad=r 453
gfomH . IRdfd®
feaoft . Ufehan a1 HRiATE! &1 &1 IS H URifes <16t 8 g ]
RS - 3ffhad ; %@m%wmmmﬁﬁ@ﬂm@ﬁaw
|
3 fauTear
JUAS TSGR W A Ngpd Tal|
AdUd:
Jare:
37ARdT & THTT D TRIE B [ Tw-Uigt gedTe fauTeaddn sieqa=
gelTer: I8T (Re)
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M R & e muyEl @ gdeor ot fow: B / ey &1 wwia fasm

IolTar: 8T (<)
TEh T & ;1 a1
TR TS
Montelukast:
37ERdT & THTT D Otefur Bt fohe: IR
geTfar: T (Xe), R (@)

Tih Y & I:
JaaT: NOAEL: 800 farm/fam st R
TROM: Ug] TR0 ¥ IREBAT R HIg THIE T G-

TRer B fHed: Idvar

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

TGih Y & I:

Jaan: LOAEL: 200 form/fem ke 4R
3R TS &HdT H St

TRVT B fhed: Idvdr

geTifar: T (Xe), Al (i)

TEH A & I HifgH

JdRdr: NOAEL: 100 farm/fasTm sifRes UR
3R UST &HdT H HH

A wWhave:

SR & YHTT L ORIEr B fohe: fquTadd G adTe1/fadr Tl ULleu & diy
SIERTt ST aTelt AT RIS Y fawTaddT &1 sferd=
golTar: <81 (<)

THThRM & IR FHR1a o

TIBT: OECD URNEfUT fE=mie=T 422
Ruma: FBUMTED

feaoft: ue Sft Imfat & et W sneria

MR RRY & e uuEl - gdeor ot few: yo-miw Ry fdem|
gelTfar: 8T (Re)
TRIThRM o IR 17 o1
Ruma: FBUMTED
fewoht: ue SRf IRl & Ser iR anetid

STOT - U&hd Sy

JUAS TSGR W A Ngpd Tal|
STOT - gigXT iy
JUAS TSGR W FNpd Tal|
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U G fauTaar
3dd:
Jqare:
Iwr? L ¥R (RQ)
NOAEL . >=9,000 mg/kg
UG h R & I ;
fram gvg & ford Juds : 90 Days
(TFUIGR) gl
Montelukast:
IWT% L deR, g oiR et
NOAEL ;150 - 300 mg/kg
U h R & I L MfEe
o g7 & ford Judh © 53 Weeks
(TRTUTER) gafl .
fewmft . foreht Heayul ufdge UvTa @t AT et et
IW? LRI (e
NOAEL . 50 mg/kg
UGB & I . WfEe
o g7 & ford Judh : 53 Weeks
(TFAUISR) ol
feaoft . e Aecagut ufdea yura &t ga T3 e
Icmﬁ L I (FT3Y)
NOAEL : 50 mg/kg
UGB & I . WfEe
o g7 & ford Judh 14 Weeks
(TRTAISR) g3
fewoft ;o eyl ufdgd wHTa &1 g e el
AR whe:
Iwﬁ LR (XQ)
NOAEL : >100 mg/kg
UGBTI &b I ;
fham g7 & ford Tudh © 90 Days
(TTUISR) g _
feaoft L U oI grEiEl & Ser R SutiRd
TS aH SRS
Icmﬂ? L R (XQ)
NOAEL - 24,000 mg/kg
UGB R &b I ;
fram THg & ford Tuds . 28 Days
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4.0 06.04.2024 23080-00023
| |(garrdoR) g

|W d LRI Re)
NOAEL : 10 mg/m3
fram THg & ford Tuds Co2yr
(TRIUIGR) g3l
IS EEOH ]
JUAsY BRI W FHiepd 8|
4 S| & |Q1Y 3gHa
SdYd:

Montelukast:

Montelukast:

BRI EARCLIESKI]

SHaT Ud 3 fe-3fed
SEERELIESEI

REINENERICIEARCLICSEI

SREEEE : feuult: = A S 8 gt @
30 § Wb D SMR: ol Sfer .
BUGESE] L MR SR YT Y GHHU, JIA MY, RRee, @it IR
et &d, T, R
12. aIRfRAfaw T JE=T
i fRyfa® faumaan
3dadq:
Jare:
CENICARERIESEI] LC50 (Oryzias latipes (SO AST)): > 100 mg/l

| o Tg & o Hudh (TauioR) g3l 48 h

fewuft: uer St IERET & e W nyTid

LC50 (Pimephales promelas (hegs fidT): > 0.0778 mgll

| P amy & ford WU (TaUIoR) §31T: 96 h

BT OECD Uteur fezmfcer 203
fewgoht: facradr o T R oI faTedar 78t

EC50 (Daphnia magna (dTex Tei)): > 0.0675 mg/l

| o Tg & ford Fudh (TauIoR) g3l 48 h

e o $ 4t & e Adw 202
fewoht: facuar &) dm R B Rsreddar 78

NOEC ( Pseudokirchneriella subcapitata (83} RidTet (Tewih)):
100 mg/l

o wg & ford Tudh (TaRdioR) g3l 72 h

T 3 3.8 e = 201
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Montelukast Tablet Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 26.09.2023
4.0 06.04.2024 23080-00023 Ugal dR SR} A Bl dRIG: 17.10.2014

fewgoht: facad & T R oI fawTedar 78t

EC50 ( Pseudokirchneriella subcapitata (8 RaTd (Tesh)): >
100 mg/l

o Tg & ford Judh (TauioR) g3l 72 h

T 3 3.4 S e g 201

feuoft: facaar &1 T R SIS fasraddr 78t

EIEIWEIR:AELIESEI] : EC50: > 100 mg/l
o Tg & ford Tudh (TaRUieR) g3 3 h

R80T Dt b Y- | T dlde
T 3 3 S e A 209
fewoht: facad & Twr R oI faTeddr 78t

ol &1 fawadar (RReifeis © NOEC: 0.073 mg/!
[ELIESGI fopa THa ¥ ol Judh (TRTTioR) g3l 32 d

USId: Pimephales promelas (W%‘s’ &Eﬁ)
TPr: 313 . e fd= 210
fewuht: factardr &1 W W PIs fawrear Tat

NOEC: 0.0816 mg/I

fpa gma & ford Fudh (TaTAeR) g3l 7 d
SIS Cyprinodon variegatus (‘«’ﬂEI%TS’ ﬁl?ff)
fewoft: factadr &t a1 W 15 fquradar =gt

ST Td 3 Se-3fed . NOEC: 0.23 mg/l
BSEMERICSRREREAINGT fpa amy & ford WU (TaUIoR) g3 21 d
[ERIESED) U Daphnia magna (dTcX Ui

fewoft: faciadr &t a1 W 15 fquradar gt

AR e

et ol fauTear : LC50 (Leuciscus idus (e 3f1t)): > 100 mgll
o Tg & ford Hudh (TauIoR) g3l 48 h
WIBT: DIN 38412

fewoht: ve SRf IRl & Ser iR anetid

SHAaT Td 3 Je-Ifed ©  EL50 (Daphnia magna (dTex Wil)): > 1 mg/l
ENERELIESEI P amy & ford WU (TaIUISR) §3: 47 h
e fopar o a1l verd: Srd wHmaioa S
Tt A 67/5482 3.4, T Y, 2.
fewoht: ue SRf IRl & Ser iR anetid
facrgar &t dar R SIS fauadar g1

aTel/STelg Uiel &f fawreddr ¢ EL50 ( Pseudokirchneriella subcapitata %ﬂ‘aﬁﬂﬁ (Qc_\rﬁ)): >1

mg/l

WW%@W(W)@W 72 h
X forar o aTen gerd: ST gHmEifoTd iRt
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Montelukast Tablet Formulation

TTHI TRmeE ot fafd:
4.0 06.04.2024

3ifeH IR SIRT &R &1 dRIG: 26.09.2023
Ugal dR SR} A Bl dRIG: 17.10.2014

Tg. 31U, Fa:
23080-00023

BICIVEIRACNIESEI)

TS aH SIS S:
BRI EARCLIESKI]

SHAT Td 3= e-3fed
SEERELIESEI

EICINEIRACNIESI]

TR 3R rashAfO™dr
3dd:

i

Sifd 3ThHUTT B &FdT

Montelukast:

REINERERICIEARCLICSEI]

TWeT: 3 3 3 S e Adwr 201
fewuft: uer St IrERET & e W nuTid
fadTar &t W R DS faumeddn T8t

NOELR ( Pseudokirchneriella subcapitata (Eﬂﬁ?ﬂﬂ (Qc_\rﬁ)): >
1 mgl/l

fpa Imd & ford WU (TaUIoR) g3 72 h
T a1 S a1 yerd: Sid gHitod S

TWeT: 3 S 3 S e Ak 201

fewuft: ver St IERET & e W nyTid

EC10 (Pseudomonas putida (JSHHN Jf¢ST)): > 100 mg/!

| - Imd & ford Wue (TaIUIoR) g3 16 h

X faT S 91 yerd: S gHTifod S
fewuft: uer SRt IrEfEt & e W nuTid

LC50 (Oncorhynchus mykiss (W cI3<)): > 100 mg/l

| o Tg & ford Hudh (TauIoR) §3MT: 96 h

TBT: OECD Uteur fazmfAcer 203

EC50 (Daphnia magna (dIcX 1?IFT"I)): > 100 mg/l

| o Tg & o Hudh (TaUioR) g3l 48 h

EC50 ( Skeletonema costatum (FIH?& 3 aﬁl)): > 10,000 mg/l

| fpa Imy & ford WU (TaUIoR) g3 72 h

EC50: > 1,000 mg/l

: o Tg & ford Hudh (TaUioR) §3MT: 3 h

e 3N g 4 S e A 209

. ORUMH: YHAT & 91 UIHfad diid A HTHHUGR]

@fsusiaa) g arar

3 SIagpHUIdT BT & : gRomy: dig e B 3ruefford 19 arelt T
Sfd® fThHATET: 0 %
P gy & ford WU (TaUioR) g3 28 d
O H RRT L Tl fasIsn: 50 %(21.7 h)
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Montelukast Tablet Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 26.09.2023
4.0 06.04.2024 23080-00023 Ugal dR SR} A Bl dRIG: 17.10.2014

ﬁﬁrﬁwﬁw
SAHHUT BT &AAT ¢ URUTH: SRISUSSd e @
fewoft: v St it & S W anutia

Tyifaa Sfae J=aa

AdYUd:

Montelukast:

fAUTST T[uTiep: (T . log Pow: >4.3

Mg Ie/a)

AR we:

ERISRRIICHCS] : log Pow: >4

Mg Ie/a)

fardt & miforferan

3T IuTsy el

3= yfded yuE

321 IUA ol

13. fAger Aifgard

fAueA & TP

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

2fa af L QT fEsal Bl AR B g8 A B aralt BaTaet B g ar
T & fold o S|
IR 3= fafafdy =&t fopan T sivgad Sare & U d
fAgem &3

14. URaE= a1

ity fafrraw

UNRTDG

W It & U # fafafig Tt

3(Ts T & -3 oft 3R

WRATS IRl & =0 | fafafig 7gt

3(Ts TH S oft-wls

WS It & U # fafafig Tt
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Montelukast Tablet Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 26.09.2023
4.0 06.04.2024 23080-00023 Ugal dR SR} A Bl dRIG: 17.10.2014

IMO JUBRUN & AR 4T H ufiagd &
3mgfef b TTE Teae & forw am T
SuaRTEal & forg fagy wraurfrai
g et

15. fafrarae Jan

gerd a1 fiyor & g qrem, Wy, 3R yatavor & fafraafaus
39 IdTeH & 3faud fAfif@d sHa= i # gRa §:

AICS o fRuffea 7Y
DSL o fRuffea 7Y
IECSC o fuffa =Y
16. 3= AT
Ny i fafy © 06.04.2024
Sifafyad S RY
el Y & Johad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&-Id! gel, Sel
TIRT fohdl T axaras Iéd Wiet aRumm aut RIET I Tei,

http://echa.europa.eu/

g@%ﬁﬁﬂwﬁmmw?ﬁm$wwﬁﬁww&ﬁmw
TR

feri® uReu e ogay

3 SEIARE & quf arey

ACGIH . gudu| ACGIH HHRET AM (TLV)

ACGIH / TWA : 8-Ye, HY- goi 3Ngd

AIIC - STENfe AT Bt SiReferars @l ANTT - mﬁaﬁ'ﬂgﬁnﬂ@qﬁaﬁm ASTM -
AT ATt uierr FRIET; bw - SiaT BT Fol; CMR - BRI, Jeol-id IT Yol favar; DIN -

THT AFHIHI0 SR & oY AFH; DSL - aiqqaﬁf&%ﬁ(m) ECx - x% Wfdfshar ¥ a1
g, ELx - x%uﬁm‘v’r@?ﬁr—ﬁ%ﬂa EmS - 3{TaTdeTei regd; ENCS - ﬁTxﬁTGﬁTW
NS ggrd (STAH); ErCx - x% e &x Uidforar & &7 Hdhad; ERG - TATddmIe ufafdhar
TES; GHS - WWWWW;GLP-WWHW|ARC-WW@|§¥TW$W
ToidT; IATA - aguﬁa%trq@ﬁw;mc-uﬁwﬁwwm:ﬁaﬁ
a?ﬁmfmeﬂ?mas%u ]ﬁ%cso aﬂ%rrm%c%ﬁffamm " g; ICAO -
SR AR faA== TT6+; IECSC - RS el sﬁa"r IMDG - smﬁg‘m
TS WORATS A IMO - SRS THeT W6; ISHL - SR R SR WA B (SITUH);
ISO - IR & o SaRfSia T1a; KECI - ﬁﬁmﬁqmwsﬁeﬂ LC50 - TI&UT STaTet
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Montelukast Tablet Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3ifaH IR SR} B D dRIG: 26.09.2023
4.0 06.04.2024 23080-00023 Ugal dR SR} A Bl dRIG: 17.10.2014

BT 50% BT Gidd Tobgd; LD50 - URI&UN SHTETEl BT 50% B Gidch WRIH (AT °ldd GD);
MARPOL - STgTsi & YN0l 31 AU & oY SieRffia Tee; n.o.s. - 3t AT &t Neh - feredt
08, NO(A)EC - 3adid- 7 fohar mar (ufdgd) wua ddba; NO(A)EL - 3fadie- = febar
(@B e) THTE TR; NOELR - TR-3{ddIHH-070 UHId daH &X; NOM - TGRS AfRies fom;
NTP - TP fau-fas s1fehH; NZIoC - 38T &t ol o $dedl; OECD - i wedl 3R
o™ W&, OPPTS - IMMAM® JREM 3R UGV ABUM HHfad; PBT - IR, H9-THAHI0N 3R
fawmad uerdl; PICCS - IAMEA SR ITaHE terdf @t il 3dedt; (Q)SAR - ([HTAS) WA
TfAfafey Tee; REACH - RIUR Tg 3R WA USiiahRul, i, WSR3k ufasy uRkyeg &1
fafaw= (EC) H. 1907/2006; SADT - @-dtadT 3fqge dqHM; SDS - YR&fM Sl Tiie; TCSI - argad
TS Terd 3dest; TDG - WA HTd &1 URdeH; TECI - UTSe’s HISaT I 3del; TSCA -
fauTe uerd Fdzon sififaw (Tge Isa SfkeT); UN - §gad J1F; UNRTDG - BIM®RS MM &
ORTET IR TG P BT RABIRRY; vPvB - Tgd W IR Tgd 9a-THAHRUT AF; WHMIS - HT-
RIc] WaRATb AUl =T Jumat

T R4 ST e A SHS USHRA ST dRG &I & Tl THSRI §9R T4, THGRT SR Iy &
IR T § | SHBRY B QRI&T &1 I JUTA, TIRT A, UichaT I3, T v, URagd He,
fAYe o3 IUT Bls & ol Sad Anfex[ & =0 § fewmrA fovar mar § qut {5l UeR &t ard a1
T[OTaRT T fAfERT =181 [T SITE | Juds Sl T SHeRI 59 SDS & XY IR ggar! Tt had
fafry arrht @ Tefid 8 aur sDs wrlt &7 et o Il & Tater H a1 st o ufshan °, 5|
T UTd § =1 SATaT 7 Y, TRINT R IR 9 gl 81 Gahcll ¢ | At valaradl &l R 81 W, yaiad
¥ sifam IaTe & SDS-TTHH & JUGAIdT HT BT B Aed 88d B, YA A, UfehaT dx
TUT TG A P 3 HftF &1 & falRiy W & S SR Ryl ot weften oz =nfRu |

IN/HI
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