&M e e A

Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

1. ITE Ud HHI Bl Ugd=

geref AT . Montelukast Tablet Formulation
fafansmyfdeat
S Organon & Co.
gdr ;30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

SILAGH : 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T WR e oiR ufaey
ReaTss wam T 1 3

2. @R ® ugaH

foafor, veRY 3R & SMITd WaRTS 9T fraaraeil, 1989

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

Sit. 9. 8g-auffevor
TR e a1 fyyor T8t
oI U9, 0. A9 dd
W[aTe gard ar frsor gt

3= grf=ar foret ufvomy waey aeffewor &t g

4 & IIY D g1 TR 3@ B ity ofa 8 Iabelt g1

od & Y TS giF R Hra! § it oia SR @a1 3 GR&1 gl 9l ¢
TR, JUTE T 30 F1eF & SR [aWhied Yd-arg 801 s Iehd & |

3. 3[AYdl BT AUCASTTPRI

gard/fHrsyor : forsyor

3auq

TS 9| H T (FY) - TR | TSI (HEAA) (%
w/w)

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

Montelukast 151767-02-1 >=5-<10
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& Ser e

Montelukast Tablet Formulation

THRUT Ty &1 fafd:

2.14

02.10.2020

Y310y, |
23080-00016

Apuhlic

-5 ORGANON

3ifdH IR SR} HA B dRIG: 13.09.2019
U IR SIRT %A &I dRIG: 17.10.2014

AR e

557-04-0

>=1-<5§5

TRCHIH SR3FES

13463-67-7 >=0.1-<1

4. yTyfire fafes & Iurm

BIGIRESIR . 3R ¢HeA 81 I1 d8iad ol A @ dl AfSHd W ¥ qalg B
Td &0 €6 X8 1 XibT o1 &R fRufa o Fafeita warg o
RIGGRITEUBI SN © IS A R UG R foran S, ot afrell gt g1 § o g
fafecita ggarm o
TR @l ¥ 9% g1 Y D UM AT S e |
&1 Uhe B W i IgaiT ol
3R 37@ ¥ YUS g T : gfe 3ifEl & g oy af Ut & ot avg o
I e I 8 3R oY X8, Ot Rl geam |
SR 47 feran e : gfe e 9, 99 URa 9d #R
&I Pehe B WR Fafdedta 9ganT o
Ut o Y Hg 3BT ARG Pewil bral |
T HEIYU! AT 3R YA & 1Y JH g W ARG A AifD Sa 3R & B gt
ERIERCIEINIE R ERCHI .
Yd & 1Y b g W ATE) A At Sa- g v ¢ |
Ui fafdre & TReur L Uit Fafdc = aTal B ST YREM UR & o1 d1fgy, T
SR B} UG B TR T 7Y afdids JREMTHD ITHUT
BT IYGIT BT A1RT (TS 8 37 )|
fafrcrs & ford g L Qe SR TR ¥ SRR R
5. 3R UM
I9gaa o= difgar T R
YeIpgIa-IfeRIe g
CARE RS EICRSIESS]
/T AT
ST (MM I & AIegd ¢ 3{Fd
IR & SRA AR TR : 4@ T4 I Aop, ST WId B SURUTT B HeH od gaT § 3R
BB JE1 H ThA gl & d fawmie for TH1aT 8 o 8|
T8 ITG! BT TUh WA & o U Wl g1 Tl g
GAHP &g IdTG! I BHRE RSy
Ted NRITSSY
(31T) G & faRy adieh . g8 ARG T TN B3 Sl R gAY 3R S19-ur
JIATERYT & 3% Bl |
T fosdl B 381 PR & oY TA-BER BT TIRT By |

3T I & o faRIY s=1g

SR U1 BT YRIE g Al 3T & & I &ifage deR Hara o
SIE &1 WTell HRam |

L 3T T O WR, 98- a4 IusRur ugH |

it Y& IUHROT YN B |

6. 3TH AP fYehie Surg

2/18




TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

D AU, ReMATd ¢ Aol IETAS USRI TAnT He |
JUHROT TUT STATIDTA R gSfeiT R (We 7 <7 ) 3R AfadTTd JREM SUHRON
Ufeharg & AA! (TS 8 ¢W ) BT JUTeT DY |

qgfaRuity Araenfar . gIdTeRYl H Bie ¥ URER He |
Ife BT JRIEA, SR T 19 a1 Feep1a Bl s |
g I T g DI |1 T T |
¢ He@yul SABIT U A1 g1 T, dl QAT URrs1Ral !
gferd &1
THTE FA AR B AAGA | SADE Bl o & o8, T HR A1 dagH gRT 3Rrd fosy o
& Uard Td Te THAd B
%%mﬁ%@wﬁ(ﬁ%ﬁéﬁwﬁwﬁﬁ
H ) |
Y ! Tde! W TS 81 &, b I qaig [r A ardraRor 3
efie 811 W fawpie fArgor o wirar g |
R a1 A1 fafaw 59 gerd &) fawfa ok Rueq &3 &
foru @y &Y wehd €, Ty 8 37 weRigay ok SgeHyq W o ot
@9 yerd ) Rell & qwrs & TR A a8 S g1 3] Bl

fufg 31 8 i PR farfiom e 8ia €1
T TSI & SFIHIT 13 3R 15 o VI I1 1519 Reprgei<
& IR B THASBR! UM Hd ¢ |
7. TATA 3R YSRUT

qH-1b! U : %@wﬁﬁ%ﬁvﬁﬁﬁaw%wﬁmﬁ?a
BELIE
gifed Yafur Sar, S &) Saadie ST 3R it a1
i AR |

R / $a dfea=H ;R Iugad ardaraq | v #

RFEE g & forg AR RND U Y

BICEIEE) [BUGEGT
il & 1Y IS I URER HR

T P 1Y T THY 9P I1 IR IR GUH H 3 J URER B |
33 SHINIG TasdT 3R GR& TAT3T & AR HHTd, it
PRI TRIUIGR 3THT TR SR B
Yd HT AT 3R ST HH Y HHEH S
oS TN H 71 81, fessr s |
qreH |

w@g@hﬁﬁ%ﬁﬁﬁmﬁ@,ﬁmﬁwﬁwﬁ
DH I

R YeRU & uRfUfcr ¢ 3rd! dRe ¥ oad bt gu fesal & 39|
faR It fafodl & AR HeRU ®1|

39 el Q & . Fufafad yeR & Weae & Iy 9 37
GIEREIERICRUIBRUT TR
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TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

8. Siifay ferdmror / feit gRam

FTIIYT 01 & A & 1Y 3agq
3qgq AT T (39) | H UDR =01 U / ATYR
- TR (3IR&UT BT PRENIE]
UPHR) ST
Tl 9004-34-6 TWA 10 mg/m3 ACGIH
Montelukast 151767-02-1 | TWA 40 pg/m3 (OEB 3) | ffaRke
Tig & IIHT | 400 ug/100 cm? | 3MdR®
AT ¥Re 557-04-0 TWA (@19 10 mg/m3 ACGIH
T gy 3f)
TWA (491 | 3 mg/m3 ACGIH
RS =
RERICRIES 13463-67-7 | TWA 10 mg/m3 ACGIH
(e
SIESICSIES))
gol=rare fAaon gt Soifaf Fgamn & ufR fSega g1 wmaffad 8in

R 3R Iare), Hifal, 3R wafaRor &t &M & e GMP &
Rigidl & TR Harferd foar ST anfgul

Td W 0 S 3R ST &3 (S, 3Nu=-%Y by
fEargw) o D! BT RIMTRT Ad & e Iugad JeUmd

Mefifeal Rl 1
G GHTA BT FAdH D |
freft aama &t InEh
YT e g : R yaf vy fer dfeae Suds 78t § a1 TaueR
e SFNIRYA faen-Fexi & aTeR UeuioR Uefid #dr e,
Al T YRET BT SUANT DR |
ek UHR . UEeU UsR
g1l daeh s
gerd ORI g
fewuft D S T R faER B
3ia) daeft g9 L s =TS a1 TR o 1Y GR&T I=AT UgH |
3R HTH & HIEIe a1 Tfafafy & ¢t ot fRufaar, o a1 woRiied
e g, ol Sferd Tres v |
IR Y, Y, T7 TR & AT Y Yuds &1 GHIaT g1, ol
Hsfics a1 R AeX BT 3T UREU UgH |
1 U9 IRR Taeft F=a : gl a1 yanTRITET Bic § ST HY

IR 91 B! gl A §91d P ol P S Tet B B SMYR U
feaiad o) |

Tutfad gfid wus Feraq & fore Sfra SHifeiT aob-ia! &1
FEIATA BN |
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Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

Wgdl geet Iurg

L 3R GTHFY IYANT & SR I & Gush & 3 B JHIGT §,

@ 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

=01 o1 ST A BT A1

9. Wifa® Td wmaf® qour

femrae © gefa

[ SR

Ty D OgTREH

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

iR B &R D 3e IudeY 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)

LRIt} : 3T U g

RICE I RE ] ST IR |

BIEEREE D Sel Iuds el
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Montelukast Tablet Formulation i ORGANON

BT TNy ot fafd: U349 ek S IR SR FRA B dRRG: 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
LETG| © SC1 JUAs TTg
1 g u .
g A fadgar D 3 IUAs et
fquTSI TuTi: (T L Sl Uy gl
3facIa/ar)
SMCISTHRM T araHH D ST Uy el
3Ye BT YA © ST IUAs g
BIEGIRERSAIEE)
fapifet © ST IUAs TR
fqepics URayE . fowples 181
STFITHRUN & [URGHTT g uerd a1 iy & siRiieRe Fiffed 6t frar T |
3MUIfIH HR © ST IUAs TR
HUI BT A © ST IUAs TR
10. FR=aT 9yt wfafsraar
UfdPpR : Sftfpariiciar & @R & =0 § Fifepd e
T fRRar D I iR # RR B
IREwery ufafsarai ; géﬁwm&mm%H%WﬁWqﬁa@ﬁww
|
Ao SHRNBRS Toicl & 1y Ufferar B evaT g
29 uRfRufoal O o : U, SaTel Ud Rt
Y P g1 I A |
ST ATt D SfiRfieRi Teleyq
3qge uerdf ¥ sfan L PHIS R dTd (FORSY) 3qge uerd Jd g
11. fawmasnfora g
T SRETT (TRTAISR) & IR I1Y GRT TG0 Al
A TSGR CEIRRED
IBUNE
QT U
GIERCLIESG
JUAS TSGR W A Ngpd Tal|
3[qya:
Jqa:
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& Ser e

Montelukast Tablet Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
g e fauTaddr LD50 (IET (}<)): > 5,000 mg/kg
< o fowTaaan T LC50 (J8T (RT)): > 5.8 mg/l
fobe wHg o ford Tueh (TaTdloR) §ofm: 4 h
URI&0T TATaRUT: Ye/HaIaT
GIEECEIRAELIESG LD50 (FIMRM): > 2,000 mg/kg

Montelukast:

g e faTaddr LD50 (JgT (X€)): > 5,000 mg/kg
LD50 (¥ (HI3H)): > 5,000 mg/kg
EENEAELIESEI : fewoft: Ser Suas T8t
SIERSEIRACLIESGII : feoft: Ser Suas T8t
ARy e
dig e fasmadar . LD50 (I8 (}2)): > 2,000 mglkg
TIHT: OECD URTefur fe=mfdsr 423
3ffera: yerd ot firsor &t s Miaw sage fawTeaddr 78t §
fewoht: we SRf IR & Ser iR 3nerid
GIERCEIRACRIESG : D50 (J/RIMRT): > 2,000 mg/kg
fewoht: v SRf IR & Ser iR 3netid
o T B 6 RS R S
g Mifaw fasmadar LD50 (IET (}<)): > 5,000 mglkg
< o fowTaaan . LCS0 (8T (RT)): > 6.82 mgll
foe wHg o ford Tueh (TeTdioR) ofm: 4 h
TRI&UT STATaRUT: Yei/pg Il
3ficper: Teref a1 fEreiur & IS A 3reRge fasTadar gt 8
91 & fore ergeRY S
JUAS THHR W A Ngpd al|
3d4dq:
Montelukast:
IS SR Ra |
gikomy D gD W T DI oA
Afoaw e
IR SR Ra |
gRome : Ol H S el
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Montelukast Tablet Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

feuoft © T oI JHARET & ST WR 3meTiRd

TS efuw SRS

PRI R CRR )|

gikomg : 9 H oad ol

iR A7 efasdes

JUAK] SHHRI R aFfipd gl

AdYUd:

Montelukast:

I GRS o)

L IEIE g e

AR we:

Sl R RN

gfkomg : 3HIE H OaH T8l

feuoft D U o grEiEl B ST W SuiRa

TS gy SIS S:

IR SRR E

gfkomy © 3IE H @ T8l

oI IT IHS! GUTE DR

AT D gATS AT

JUAK] BRI R aFfiepd g

YTI-UYTT Y GITGHar

JUAK] BRI R aFfiepd gl

AdYUd:

Montelukast:

feugoft : Sel JUdas T8l

AR whe:

e & fee . AfHTS IR %

TU& (THIUTER) & IR A g D

ToTTfa : TR fom

LRG| :  OECD Ustefur femmfrd=r 406

gikomy . BUTHD

feaoft L U o grEiEl & Ser R Sutia

TS aH STg3HTRITSS:
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TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

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

2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
TRI&r B fp L R fMp TS TR (LLNA)
YU (THUIER) & I D A Y b
orofifl L TN (ATSH)
afkomH L BUTHD
SiaT] 99 WereHRidt
JuA] BRI W aFifpd el
H{dYUdq:
Jarer: '
IEBIEERIBEESIEM] D Tl 1 few: dadifear Seeh faudta ufvads @t S (AMES)
URUMH: BUTHES
TRI&0T Bt b IRR o TIER TUTRAT DY DITRABI3T BT SiiA
IARad Ttermr
URUMH: BUTHES
fSAICIB RS o faar L ORiET B T TaUTRET o THUNITST GEa 1 Ui
(Stifaa wroft 7 Argeoied uRa)
TSIl g (H139)
TRITHRH o I: F17e o
RUMH: BUTHS
Montelukast:
fSeIBRd 27 fagt D TRl ) fw: dadifear Seeh fausta ufvads @t o (AMES)
Rumy: BUMdES
TRI&0T Bt b IRR o IER WTUTRAT DI DITRABIST BT SiiA
Iafead= wiem
TRI&0T JUTTC: ATS-iiol gRIex WISsIeRe
RUMH: BUTHS

TR1&(01 1 b aT: TRy faue .
TRI&UT YUITeT: IS gRex ST BRI
ECIERIERE Y IED

TRI&0 Bt fhd: &R TYRM IRy
TEf0T YOIt Y gUTC IS S
URoumy: BUTeD

fSHcIHaRe 37 faar : Oieru Bt fee: UG fauyH
TS Oy (H139)
PIRABT UBR: R Al
TEHH A & I Al
Rk Fonds

9/18



TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

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

2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
ﬁﬁrﬁwﬁw
fSHICIhaRe 3 fagt D TRIET B fhe: IRR & S8 WHUTRAT B DITRABISHT BT i
Iafad= wiem
qRuma: UMD

fewuft: uer SRt IERET & e W nuTid

0T BT fHeT: HISIE TaRRH e 34 fagt
TBT: OECD Utequr favmAcer 473
LRI I ED

fewuft: ver St IEREt & e W nuTid

Tterur @ fore: st Y faudia uftad ot s (AMES)
gRkomy: Bondw
fewuft: uer St IEREY & T W nuTid

TS aH SRS

IEBIEERIREESIEE) D T ! fw: dadifear Seeh fausta ufvads @t ot (AMES)
giumH: HundHS

fSIeIneRid 3 faar L URIEU B e SH-dial A eIy e
TS g8 (H139)

- BUMTHD

FERSDAI

JUAK] BRI R aFfiepd gl

AdYUd:

Jae:

I L 9E (RO

TEAIH T &b I R E O ASG |

o g & o) Ius 72 TWTg

(TRUISR) gaim

RIS BUTHD

Montelukast:

Tt L 98I Q)

TG & I . Afe

frda g & ford Ius 29T

(TEUISR) g

gikomg BUTHD

PITII] © HUD (HISY)

TG & I . Afa®

frda g & ford Ius 92 guig

(TEIUISR) gafm

gikomg BUTHD
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TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

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

2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
TEefaH SIS S:
Pl L IR
TR & TR LI o (el o)
fpan gma & ford uds L 29|
(TRIUTSR) B3
et . OECD tigur fezmfder 453
gikomg . gRdld®
feoft L uforan a1 Hrfaret &1 & ol § uRifies e 8 Wbt g
FHIRSHHT - e ; %sggﬁmm$snwmw=h@ﬁmm%ﬁﬁaw
|
3T fauTarar
JUAK] SHHRI R aFfiepd gl
3Addd:
EGGIGE
3(ERdl & THTG L ORIE0T Bt fohe: Uep-Uigl TS e favTdddn i
Ui 98T (XC)
TGN B & ;e o
URumy: BUMdES
TR R & AP R UG G0 BT e BRI/ SiR™ o1 TRl fadbra
golTar: <81 (<)
TGN B & I: e o
RUMH: BUTHS
Montelukast:
AT & gHTT © R ot foped: Iavar
gelTfar: @1 (<), R (@)
TRAHTE & IK: ARD

IERAT: NOAEL: 800 R/ Tk HR
TROMA: U] TR0 ¥ IRBAT R HIg THIG T <=

TRieur B fH: REEGI]

gelTer: g1 (<), AreT (i)
TEH A & I Ak

JARdT: LOAEL: 200 farm/fem akies UR
SR U= &HdT § HH

T8 B fH: REEGI]

golTer: TET (<), AreT (i)
TEH A & I A

JaaT: NOAEL: 100 farm/fa st 1R
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TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

3R U &HdT § HH

Afiforaw Whave:

W%um L WK1 B fhe: fquTdaar g dre/f[AdT whiH uia & iy
SIERT O ATl AT QRIS &1 fauTadT &1 sreqa=

iR RR & e muyEl

STOT - U&hd Sy

JUAK] SHHRI R aFfipd gl
STOT - g™l |faw
JUAK] BRI W aFfiepd gl
U QRIS fauraaarn

Siqyq.

EGGIGE
G|
NOAEL

TEAIHTA &b I
o g & o) Ius

(TFAUISR) ol

Montelukast:

PITII]
NOAEL

TEHIH & I
fram g7 & ford Iudh

(TFIUIGR) gl
feagufy

PTIIR]
NOAEL

TEHIH & I
P g7 & ford Iudh

(TFIUIGR) gl
fewgufy

IolTar: 8T (<)

TAIH R o ;T T

TBT: OECD Uteur fzmfAcer 422
LRI I ED

fewuft: ver St IEREt & e W nuTid

Tieor 3t fpw: yor-miy Rig] fawm|
golTar: <81 (<)
TEAHTH & I FTd a1
LRI I ED

fewuft: uer St IEREt & IeT W nuTid

LTI Re)
: >=9,000 mg/kg
[BUGESEI]

. 90 Days

f daR, gfee ofR wier

150 - 300 mg/kg
Hife®

. 53 Weeks

. ot eyl ufdgd wHTa &1 g e el

: 98T (%)
: 50 mg/kg

. 53 Weeks

. 5 Aeayut ufded guTa &t gae T8 e
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TR SeT 2t Lar

Montelukast Tablet Formulation i ORGANON

BT TNy ot fafd: T9.81.u9. 9 S IR SR FRA B dRRG: 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

I o Yo (HI3¥)

NOAEL © 50 mg/kg

UGB & T . AR

fpan gma & ford uds 14 Weeks

(TRITISR) g3l

feugoft . ot eyl ufdgd wHTa &t e e et

Afoaw e

g . 981 (e)

NOAEL : >100 mg/kg

UGB & I ;

fram gmg & ford guds : 90 Days

(TSRTTISR) il -

feaguft D U oRf AR & ST W SR

TS aH SIS S:

g L 981 (e)

NOAEL © 24,000 mg/kg

TP P IK : fEE e

fpam g & ford Tuds . 28 Days

(THIUISR) g3

EEUR ;eI (e)

NOAEL : 10 mg/m3

TRITHRH b I LN ST (YR RH)

oo THg & ford Tues Co2yr

(TRTTISR) g3f

Y AT

JUAS THGRI R aNgd Tal|

U4 S| & |Q1Y 3gHa

3d4dq:

Montelukast:

CEIRRED : fewft: <= A e 8 Odt @
3 § Huch D SRR dfie Sfer _
[RUGESE L NR: U Y99 Uy GhHUT, I MY, RRed, @i, IR

dadt o<, 3%, @R
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& Ser e

Montelukast Tablet Formulation

Apuhlic

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

2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
12. uiifRufaea Ja=m

urfefRufae faumamar

HdYUdq:

Jqar:

EENICIRCLIESE] LC50 (Oryzias latipes (ST HSET)): > 100 mg/l

Montelukast:

Al ol fauTadar

SHHAT Ug o fe-3fed
STereR fauTedn

QaTa/STed ae @ fauTeaarn

Siarugsdt o fouTerdd

Tl Bl fawradar (RReiferes

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

fewuft: ver St IERET & e W nuTid

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

| P Imd & ford WU (TaIUTeR) g3 96 h

TBT: OECD Uteun fazmfAcer 203
fewgoft: facradr o a1 R oI faTadar 7gf

EC50 (Daphnia magna (dIcX tI%ﬁ)): > 0.0675 mg/l

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

T o 3 4 & e Adw 202
fewoht: facadr & T R B fauTeddr 78!

NOEC ( Pseudokirchneriella subcapitata (EQQI BICI] (Qc_\rﬁ)):
100 mg/l

- Imy & ford Tus (TaUIoR) g3 72 h

TPr: 31 3.5 8. e =T 201

fewguht: factdr &t W W PIs fawredar Tat

EC50 ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)): >
100 mg/l

o g & ford Hudh (TaioR) g3 72 h

T o 3.3 . 2w fAdw 201

fewqoft: facradr &t i R S fquraaan T8t

EC50: > 100 mgl/l

' P gma & ford Tudh (TaRTAeR) §3MT: 3 h

TRI&0T Dt b YTH-IRa | T dlde
T o S 2 e kw209
fewgoht: facradr & T R oI faTedar 78!

NOEC: 0.073 mg/l

o wg & ford Hudh (TauioR) gofl: 32 d
SIS Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
T o 3.3 8. 2w g 210

fewft: facgar @t Fm w 1 fauedar T8t

NOEC: 0.0816 mg/l
o wg & ford Tudh (TaRdioR) g3l 7 d
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Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd:
2.14 02.10.2020

3ifdH IR SR} HA B dRIG: 13.09.2019
U IR SIRT %A &I dRIG: 17.10.2014

Y310y, |
23080-00016

ST Td 31 de-fed
SR fauTaddn (RrR®1fas

Aftforas Whave:
Sl ol fauTada

SHHAT Ug o fe-3fed
NNELCLIESEI

QaTa/STad aie @ fauTedarn

EICIE RACNIESEI]

TS aH SIS S:
Al ol fauradar

SHIT Td 3 de-3fed

e e

| T I & o WU (TauoR

SIS Cyprinodon variegatus (QWJ%—G’ ﬁﬁﬁ)
fewoft: facrdr @t o R B furadar T8t

NOEC: 0.23 mg/l

' o g & ford Fudh (TauioR) gafl: 21 d

ISITH Daphnia magna (Wq?ﬂ
feuyuft: faerar 3t dm R 1S fawmeadar 7t

LC50 (Leuciscus idus (TTI¢S GﬁT‘ﬁ)): > 100 mg/l

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

TIPT: DIN 38412
fewuft: uer St IrEfEt & e W nuTid

EL50 (Daphnia magna (dIcX q%ﬂ)); > 1 mgl/l

| P Imd & ford Wue (TaIUIoR) g3 47 h

e fopar o a1l verd: Sra wHmEitod 3w
T AW 67/548/3 3.1, TTag Y, 4t 2.
fewoft: v St It & e W anutia
fqoadt &1 d R HIs faumaddr T8t

EL50 ( Pseudokirchneriella subcapitata Bﬂﬁaﬁ‘[ (Qc_\rﬁ)): >1
mg/|

WW%%&W(@@W)@W 72 h
X T o a1 erd: sra wEmEifod Siw

T 3 S 3 S e Ak 201

fewguft: uer SRt IrEREY & e W snuid

facrad &1 T R w1 fauredar T8t

NOELR ( Pseudokirchneriella subcapitata ( Bﬂ‘\ﬁﬁﬂﬁ (Qﬁﬁ)): >
1 mg/l

WW%%W(W)@'&H 72 h
X o1 o a1 ard: Srd wEmEifod Siw

T 3 S 3 S e Ak 201

fewuft: ver St IEREt & e W nuTid

EC10 (Pseudomonas putida ( @WE&S‘[ )): > 100 mg/l
(YRTATSR) 31T: 16 h

<X T oI STel Uerd: Siet SHmifoTd 3R

fewoht: ue SRf IRl & Ser iR anetid

LC50 (Oncorhynchus mykiss (34T 13¢)): > 100 mg/|
SIR) §3T: 96 h
TRIBT: OECD TRI&fUT fE=Me=T 203

EC50 (Daphnia magna (dIcX 1?IFIIBI)): > 100 mg/l
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Montelukast Tablet Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 13.09.2019
2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014

ERETCLIEREI] o g & o) Hudh (TauIoR) g3l 48 h

Qqra/sTed Nl &Y fawgddr  © EC50 ( Skeletonema costatum (S 3fEwT): > 10,000 mg/!
o Tg & ford Yudh (TauioR) g3l 72 h

SitaTops & fasTerdar : EC50: > 1,000 mg/l
foram THg & o Yudh (TaUIeR) §3MT: 3 h
T 3 3.2 e A= 209

ITRE 3R rasHfordr
3Adad:

el
Sfadh faeHHUTAT B & © URUTY: YIHAT & 1Y Uidhide diid ¥ SashHauaR]
CRISPEEONEEIN)

Montelukast:

wifdd Sahaurdr i &dar . gfvome: dtg fa T sreftforg 819 arelt T8t
Sfdd ITHHUET: 0 %
P ama & ford WU (TaUIoR) g3 28 d

g A fRRAT ; OIdrg IS 50 %(21.7 h)

ﬁmﬁw;

Wi SrahHUIdT BT & . gRume: SRISe s T8 B
fewuft: ver St IERET & e W nuTid

Tyrfaa wfae Joaa
3dadq:

Montelukast:
faUTS Turies: (T : log Pow: > 4.3
g Ie/ar)

AR Wae:
fayre Tuiies: (T : log Pow: > 4
gAY

firdY o wfo=fteran
3T A gt

3 yfagpd gy
ST U gl
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Montelukast Tablet Formulation i ORGANON

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

2.14 02.10.2020 23080-00016 Ugell IR ORI A Bl dRIG: 17.10.2014
13. fAger Hifgard
fAreR & TfiF
/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|
TR 3r=yT fafAfEy =78t fovan Tam: SoRjed Sate & = U |
fAuem &1
14. af¥ag=
siaeigiy faforaw
UNRTDG
[T AUt & & ¥ fafafid T8t
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. faframre gE=n

gerd a1 fgyor & g qrem, W@y, 3R vafavor & faframfaus

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

AICS C 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 aRumm aut RIg IEmfAe Tei,
http://echa.europa.eu/
fei® Uy . RAamad
3= AN & qut arR
ACGIH . gudu| ACGIH IHRET AH (TLV)
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TR SeT 2t Lar

Mo

ntelukast Tablet Formulation i ORGANON

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

2.14

02.10.2020 23080-00016 Ugdll IR SR} 3 D dRIG: 17.10.2014

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

AlIC - 3fREIfT® TaaA! @ Sffecferrs e, ANTT - Sfora &t s fff ufkae Torel; 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 ufafshar
MEE; GHS - IfY® TR R T Ried; GLP - 3=3t TRNTRITET UT; IARC - iR TR 39 & fag
m@@; IATA - RIS a1y URag THIRTEA; IBC - HRY #ET § WoRd 9! ardl
SR

fafor 3R Juesrur & forg of TfaT; 1650 - 3 SfidmdH FRIUTHS e, 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 - UI&UT ST DT 50% 1 °lddh WGRID (AL Ulddh WRID);
MARPOL - STgTell ¥ UGNUI &1 JAbUTH & oY SeRiSIa §a; n.o.s. - 31 Sy FT; Neh - faredt
08, NO(A)EC - 3adid- 7 fohar mar (ufded) 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 AHUW HHfad; PBT - RITR, Hg-THAHI0N 3R
fawrad uerd; PICCS - @A 3R IuEHE terf @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 T8l 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
¥ ifaw IadTe o SDS-TT & IUGHIdT HT 3Mbe B Td 88T B, YANT B, Ufshar a1
TUT TG TR & 30 3ty &1 3 ARy e & SHaR SR Ryl ot weften exn =nfgu |

IN / HI
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