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1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ . Loratadine / Montelukast Formulation
fafansmyfdeat
S Organon & Co.
qdr : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
NI IAG] : 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0 BT gl :  EHSSTEWARD@organon.com
T R Rywrier sk ufadsy
Reprgs yam 3wt
2. @R ® ugaH

fomfor, vesRU 3R & SMITd WaRATS 9T fraaraedl, 1989

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

oft ¥ dg-affevor
ST fasTaddn : faumTR

SABIAID () ST WaT - faUrTR
ddariae (o) Sefgwar @ faumR

Sil.09.09. d9d ad
S 1 e :
Fohd TsC IR
BT T IReH L H361f SRTUA B g1 Uga &1 T |
H411 STereR Sfiae TR e Tt gHTa SR ATy gt faa |
Cgfaardi/gdfaur sam " U

P203 IUTNT B3 § Uga gt JRem A3 &) ura &3, g 8k
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3BT U BN |

P273 dTdTeRUN | BlSH A URER 1|

P280 I&MTETd T/ I 3R 371 T/ &0 U |
3TN

P318 3R 3Rl g1 T foar g1, fadsita Iamg 2|
P391 FADIE TH AT B

HSTRUT:

P405 HSR ard HI

IRCIEL]

fﬁsm | s 1 FAuerT Wigd aw Sdivid sRE™ A
|

3= BTl foresT ufome ey aeffewor gt giani

e b A1y b B IR 3@l A FiD! oo 8 Fabell 5 |
od & I JH gH W 3@ A TS STer 3R @1 § GD! 8 Thll ¢
TR, JUTE T 30 T1e & SR a1 H g0 Y Fisedl a1 9hdl &

3. 3AUQ! PT AYSASTTPRI

e/ . forspor
3qyq
g A H T () - TR | MSUF (HFIAH) (%
w)
el 9004-34-6 >= 3\%& 50
Montelukast 151767-02-1 >=5-<10
Loratadine 79794-75-5 >=5-<10
4. yTyfire fafeer & Iurg
IH IS . 3R CHel 8l IT deid aid 9 & df Afsdhd TTh q IaTg B
d AU T T8 T VopT bt R FRUf H Riferciia gamg o
SR A GRT UgUI &1 ST . gfe I GRT U501 o foran Y, ot aTent gelt ga1 § o S|
fafeaig ggan ol
SR @l ¥ HUdh 81 oY L W e WR, XA 91 Bl TG 3R TR U I I HR |
T a¥d Td S IAR
i ggar ol
GAUIRT ¥ Ugd I Uit
_ YN A Usd ¥ S P 3BT g Ut
IR 3G T YU g Y : gfe i@l o e Sl Il O Srs ke o
Tfe S I 8 3R ORY TR, o ey gganT o
3R fTet foram smg : gfe fTe Sy, a9 Ofvd Hd &I |
fafbcita T <
U1 b 1Y He 3] aRE Pl DRa|
T HedYU! AT 3R L IR P I Ugam &1 g |
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U, gl g SR &

gﬂggﬂm&@ﬁwﬁﬁﬁuﬁﬁwﬁvwﬁw
|
Yd & TIY b g W TG A At Sa- g b ¢ |

Ty fafden & TRemor D UTYTA fifdscdt R aTell 1 ST YR&M TR &M &1 Mgy, T
SRGH Pt YU B9 TR YT T dAfdads GRETHD ITHUT
PT IUTNT HAT 91T (WS 8 W )|

EIE e ANDESCRIl D e SR WEanT ¥ SUER HR

5. JFRME U™

Iugad SHPRm= difgar Dol
Yasmgia-uferiedt T
HTe S HAZS
[/ T

SR (I FH d AHH ¢ 3T

PR F SRA R TR 4@ 99 I A, a0 WId B SR B AEH 4 ga1 B 3R
PHTh! AT H THH Bidt § o) fahie f GuTaT 8t g §1
<8 IdTG! T udh WA & oy T WeRT 81 Tbdl g

WRAT <8 IATG! . PRE NAESY

(3TT) G & faRy adieh

L g ARSI YA B o R aRfRUfT SR Smg-ury

JIATaRYT & 3HIHd Bl |

T fosdl B 381 A & ol TA-BER BT TIRT B |

SR U1 HA1 YRI& g Al 3T & & I &ifage dbeR Hara o
EURCARCINIERE I

M & U ARV Sad W & OH WR, W9d-Maf3d 419 Suaor ugH |
UG STt Y&TETP JUBRT TN He |
6. 3T AT® e Ut

Jufdad AEUT, WeTAS ¢ Aol eI IS0 YA HY |

JUHR TUT SATITTBTAT IRIEa Fefeit sl (WS 7 37 ) 3R afdaTa Jrem Suaui

gfchae & gTal (TS 8 ¢W ) BT fUTS B |

qaieR g raerfar . gIdTeRul # B ¥ URER &I
Ife BRI, SR T K19 a1 ST Bl A |
Hgftd Ui T O I @1 Td T
e HEeaqUl SEbId YT 1 81 o, ol RIHIG WIS IRAT !
SECERY

THTS A MR B AJAFT  ©  FADIA B! Bhep & o, THE B AT dgH gRT 3o foss o

& yard wd Wi LGERERY

%frﬁwﬁmﬁwaﬁ(ﬁﬁ?ﬁ@awﬁmﬁ
16 ) |

e ) ag! W Ubid 7 814 3, RN A qaiy HEm A ardraror A
3l 8 IR faepie frgor 59 Srar g1

R g1 AP faf e 39 uard &1 fagfa sk FueH 3 &
forT A B Tobdl €, T1Y € 37 ARy 3R 3MgeHy R+t st
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39 uerd B Rl &) gwrs § IThT A @ Sd 81 379 B
fofg F= ghm 6 IR foftaw ar] 81§

T THEITY & U 13 3R 15 $& W 1 PN Revrgri<
F IR B TSR T B & |

7. AT 3R USRI

GERIGIReEIR

R / $d dfearE
TRf& gre & forg
grayt=an

GRf&rd YRy &1 uRfRufear

39 Uerdf T o

;o faggd o g et 8 ok Fdfyd 4 & R fawwie 8

bl g
Ui gafurg 9, S &1 gAdcid ASSIT 3R dieiT T
3ffhg araraR |

Rt Suged ot § ua #1
D Yd ! I GRT TGN B |

Tl 7|

3G & Ty IOdh J IRER B |

T S 1Y T JHY T 1 IR IR Judh 7 34 F TRER B |
33t ST Wt SR GREM TSl & AR HTd, S
HTIA TIIUIGR 3Mhd- TR TR g

Yd BT AT 3R ST HH I HHEH S|

T YA § A1 81, fSsar 5 9|

A9 Td Usda & id 9 gR 79|

Rfae AR & yfded garrg e oA |
w@g{aﬁa@ﬁ%ﬂﬁaﬂwuﬁﬁr@,aﬁ?mﬁwﬁw@
@H I

D 3R] dE I ded ot g fesal A <

USR aral H1
faRy Ity fafdl & SraR HeRU &1

. Fufafed UeR & Meae & 9y 7 W9

BIERICSICAUIREEE |

8. Siifaw ferd=ror / foeft gRam

WA G701 & AFS! & 1Y 3agq

SCRE

W T T (H9)
- & R

Al UDHR
(3RETT BT

HPR)

=1 urerd /
PRERICH]
HITeH

STYR

st

9004-34-6

TWA

10 mg/m3

Montelukast

151767-02-1

TWA

40 pg/m3 (OEB 3)

R Rslball

400 ug/100 cm?

Loratadine

79794-75-5

TWA

40 pg/m3 (OEB 3)

R Rslball

400 ug/100 cm?

gohiferafia frdaror

gt Soifafie fdaon @) ufR f5eH g1 eaffad g9
IeT 3R IaTal, BT, 3R TafaRur & & & folw GMP &
Rgidl o IR Hanferd foar ST afgul
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Hd R g w3 3R iffa a3t (91, 3iua-%9 JAsurd
fEarsH) # Affe! BT MR AP & o Iuger AHu™
Urenfifeal TR €1
[l GUTA B gAdH B

oot s=ma ot IrEh

o1 Y9t I=Tg L TR vl R e dfedwq Sudsy 78 § a1 TaguioR
3MTehar SFIRYA fam-Fexi & aTeR UetioR efkid #dr e,
Al T GRET BT SUANT DR |

fiheer TR . Eeu UeR
RUIRERIEEIR]

gard D A e

feuoft D S AT W AR $

3iE Faeft s D YIgS i AT TICY & WY GRAT AT TR |
3R HTH & WG a1 Trarafer & ¢§a Pt fRufear, o a1 wRe
e &, <t Sferd e v
IR Yd, Y, T TRINICT & AT 1Y Yudhs & FH1aT g1, ol
TURITee a1 IR Tex BT 3T TR&U U |

91 Td IRR Yaeht s . odf a1 ganTRITa $ie | HE B
IR T St Al § FA1d & fo1T B} off X! B & 3MYR TR
feaeiad o) |
Hutfad gfid wus Faraq & fore Sfra SRifeiT aob-ial &1
XA B |

W=l gadl Sur D 3R AR IWINT & GRI IHIAH & U H 3 B JHIT g,
@ BHTH B & WM & BT 3G O P yonferr iR Jrem
QR UeT B |
TN & SR, ST, FT1 31 Yoa= 7d |
TN HUS! B U & 916 B R I SqaTd |
gfayT o gUTdl Yot § Solttaie fd= o wiian, Ifad
HfGaTd R&T IUHRYT, Ifard S ek ulk=nes ufsrarsi,
NS Tz AR, fafde FRE ok arime

=01 o1 SXAHTE A BT A1
9. Wifa® Td Traf~® 1T
fe@rae : et
a1 SIS I |
Ty © 3T U e
e BT g © 3T IUTH T
BRG] L ST SUAsy gl
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fUraan/ds &1 aaaE L ST Uy ol
IR Iga P1 fdg/ Iaa  © SeT Uy ol
o1 i
waw foig LRI TRl
BRI BT R D TNy Rl
SITRIEdT (319, 9 : fohan, SUTA T 39 WY & SR a1 § GgRITd oa il a1

Thd g

ST (ARd gar) R o i o
3 fawpie W1/ IR : SC1 JUA g
SacRITerdT T (3R
Todfafee fermie)
%7 fawpie dmr / S D ST Uy g
SAARITEdT ST (TSR
Tadfafee fermie)
qTY qa1d L Uy el
qruef I g . YA el
T g : Sl IuAsy el
T D ST Uy gl

PO

gt A faaar D ST Uy gl
EISERIICHCE] R e
e
TeISfiRM &1 aroHH D ST Uy gl
3{UYe &1 dH D Se1 Iudsy el
Higdr (fawpifich)

frpIftct wrgAafes e e i o
fqwpiesd uRayE . fowples 81
NRfHR0T & TORGHIT gy uerd ar iy & siRfieRe Fiffea 6t frar mar |
3D HR D Sa U el
0 BT D 3l Juds et
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10. fRRar auT ufafssaar

PIGEIN : ffforamRitadr & WaR & U B arfigd el |
TG R D g i 3 fRR g
uREmeTy ufafearai : @gwmmmm%aﬁmmﬁmﬁﬁawmw
AT SRfIH RS Toie! & TrY ufafehar &R g ]
g9 uRfRufoal O o : I, SaTe ud Rt
¢ DI T G AD |
ST T L SfeiieRulig Teleyq
3ge yardf ey . I3 TR dId (goRSY) uge uerd Ird et
11. fawmasnfoa g
TIUF SREUN (TEUISR) & IR G gRT TG0 o3l
T ISR T Y U
BAISEI
i & Fudh
GIEACLIESEI
JUAK] BRI R aFfiepd gl
3dYd:
Jqare:
g Mifaw fasradar LD50 (IET (}<)): > 5,000 mglkg
g 4 fawTean . LCS0 (JET (RT)): > 5.8 mg/l
fore wHg & ford Tues (Tauior) §ofm: 4 h
URI&0T ATATaRT: Ye/Haia
GIERCEIRRERIESGI LD50 (FIR): > 2,000 mg/kg
Montelukast:
g Mifaw fasradar LD50 (IET (}<)): > 5,000 mg/kg
LD50 (¥ (HI3H)): > 5,000 mg/kg
GIEE R ERCRIESGI : fewoft: Ser Iuds Tt
GEECEIRAELIESG : fewoh: Ser Iudsy gt
Loratadine:
g Mifaw fasradar LD50 (IET (}<)): > 5,000 mglkg
GIEESEAELICSG . LC50 (8T (RT)): > 0.05 my/l
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fobe T & fordl Fueh (TeRIUISR) G- 1 h
URI&(0T ATATaRUT: Yei/paiar
Sfiea: yard a1 B0 &t s YN Siage fauraadr 781 8

o1 & fore ergerSaT
JUAS THGR W T ipd Tal|

RN

Montelukast:
RG] GRS )|
gfomg . gAd! Il Gl Bl oaH

Loratadine:
SIS G |
gRkome : Ol § S g

iR 37 afasaeE
I SR R aiffepd el

HdYUdq:

Montelukast:
I G RO
gfkomy : o dig S

Loratadine:
STl R RN
ko ;3@ B Sa T8t

YT 91 TS GATGTHUT
AT D gATS AT

JUAK] BRI R aFfiepd gl
YTI-UYTH D GITSTdT
JUAS TSGR W A Ngpd Tal|
3d4dq:

Montelukast:

fewuh L ST I TR

Loratadine:

e &) fpw D DRIHTSeIRE o
TU& (THIUTER) & IR i)

SIS o foeR fo
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3 T GEE (ARIETSeIe) e BT |

RIRUIE L BUTHD

SiaT] 99 WereHRidt

JuA] BRI W aFifpd el

3dd:

Jarer:

IEBIEERIREESIEE D T ) fw: dadifear Seeh fausta ufvads &t o (AMES)
LRI I ED
TR0 B fhed: IRR & T18R WU B BITRABT3 BT i
Iafkad uieor
giRumH: HundHS

fSAICIB R o faar L ORiET B fohe: TaUTRET o TS T GEaNa 1 Ui
(Stifad wroft 7 Argeoie® uR)
TSIl gV (H139)
TEAHTH & I a1
giRumH: FundHS

Montelukast:

IERIEER IS EESIEE TRl ) fw: dadifear Seeh fausta ufvads @t o (AMES)
IR IREED
T80T D1 b IRR & TR W] DI DIRABI3M BT S
IaRad= gdtemr
TRI&0T JUTTC: ATS-iTol aRIex WISsIeRe
TR TS

TRA&(01 1 fha: Uy faue _
TRY&I0T TOTTelT: ATl SR SUSTIR HIRIBTY
IR IR ED

TRI&0 Bt fhd: &R TYRM IRy
Tfieror yomett: Y gUTerTS ey
URoumy: BUTeD

IERICCRIISEESIEE] : O1efu Bt fobe: U fauy
TS Oy (H139)
PHIDT THR; Y Tl
TRHIBTH & I Hifdd
TR HunES

Loratadine:

e 37 faer L T ) fhe: Sadifar Seeh faudia ufad= &t oifg (AMES)
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LRI I ED

TR B fh: IRR & S8R WU B HIRABT3 BT Sh
IARad Ttem
IR I ED

0T BT fHeT: HISIE TaRRH e 34 fagt
LRI ED

GJ&r0T o1 fobe: ST &ffcl Td GUR, WU &t sbifRrepradi o
3 ST IUIRRR ¥ 916R)
LRI I ED

FIpaRe 3 faa L Te B e Age gy ¢
TSI gu (H139)
PIRABT UBR: R 7l
TR & I A

LRI I ED
STraTu] Id TeToRIeT - L 1&Y DT Jol- INTTY] HITRIHT IARATT b TG H THIHR0T B
3 gAdT T HRaT |
FERSDAI
JUAK] BRI R aFfiepd gl
AdYUd:
Jae:
BT LRI RT)
TEAIHTA &b I R E O ASG |
o g & o) Ius 72 TWTg
(TEHUISR) B3
RIS BUTHD
Montelukast:
LRI LRI Re)
TENH A & I . Afae
frda g & ford Ius 29T
(TEUISR) B3
giomH BUTHD
RG] D UY® (A139)
TENH A & I . Afa®
frda g & ford Ius 92 guig
(TEUISR) B3
gfome BUTHD
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Loratadine:

TeTfa ; e

TEAIHRE &b I ; %

o g & o Ius 29T

(TSRTTIOR) g

LOAEL : 10 fm/fe IR HR

gikomy ;. gRdfd®

RG] DoAR

TG & T L MfEe

frda g & ford duss 17 HEH

(TEUISR) g

NOAEL : 40 /A IRIR® UR

L IEIE . BUTHD

3T fquTeRar

IR DI BT UgdH &I Aeg!

AdUd:

EGGIGE

3(ARdl & THTG D ORIEM0T Bt fohe: Uep-Uigl TS cdTaH favTaddr sfera=
golTar: <81 (<)
TG & I FTd a1
IR IREED

TR R & AP WRIUE] GO0 BT 5w BRI/ SiR™ &1 Twil fadbra
golTfar: <81 (<)
TAIBRA &b ;T T
RIS I ED

Montelukast:

3R B YU L OeIr B fohe: IaRar
gelTfer: @1 (<), R (@)
TEHH A & I AIfGD

IERAT: NOAEL: 800 R/ Tk HR
TROMA: U] TRte0r ¥ IRBAT R HIg THIE e <=

TRieur B fH: REEGI]

gelTar: TeT (<), AreT (i)
TEH A & I Aifgd

JARdT: LOAEL: 200 farm/fem arkies HR
SR U= &HdT § HH

uﬁwaﬂmzaﬂw
golTar: TeT (<), AreT (i)
TEH A & I AIfGH
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Jdar: NOAEL: 100 farm/fam smiftes R
3R Yol &Hd § HHt
Loratadine:
SR F YT L Yl 98T (), TR (J)
TEH A & I Ak
JdaT: LOAEL: 64 famm/fem IRifke UR
TROMH: Wi &Hdl IR UHTd |
MR F e uuEl : gonfa: 981 ()
TRAHIE & IK: AfGS
fa@mraTe® fauTaddr: LOAEL: 48 firm/fa IkiRe 4R
OfRomH: Yor- e R fawreddn
STt @RI
TR & I A
fomraTd® fauTadar: LOAEL: 48 firm/fa i IkiRe 4R
Ui yor-rHey R fasmed|
goTifar: IT (X©)
TRAHTE & IK: AfeS
fomraTe® fauTadar: LOAEL: 12 firm/fe T IkiRe 4R
ST faTeRTel! - Sficper D ORI WR bl T TR & SMYR WR el Ueb R SR TS
& IR Ufded UHTT BT WY Jed e 81
STOT - T&d SifEH
IS TFHRI W Fifepd a]|
STOT - SIgT SfaH
JUAK] BRI R aFfiepd gl
U QRIS fauraaarn
AdYUd:
Jae:
EEUn] L gl (e)
NOAEL . >= 9,000 mg/kg
TAIHTA &b I ;
P g7 & ford gudh © 90 Days
(TTUISR) g
Montelukast:
Tt ;SR gfee ok e
NOAEL © 150 - 300 mg/kg
TEH A & I . Afee
foa g & o) Iudh © 53 Weeks
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(TRITISR) g3l

feuft . ot eyl ufdgd wHTa &t g e et

et ;g1 (e)

NOAEL © 50 mg/kg

UGB & T . ARk

P g7 & ford Iudh . 53 Weeks

(TRITISR) g3l

fewmht . forht Heayul ufdge UuTa @t AT et et

eI . HY® (AT3Y)

NOAEL © 50 mg/kg

TRHIHTA & I . Ak

oo THg & fod Tues 14 Weeks

(TRTUTSR) gafl .

fewmht . forht Heayul ufdga UuTa @t AT et et

Loratadine:

g L 9E (RQ)

NOAEL . 4 mg/kg

LOAEL : 8 mg/kg

THIHTH & I . Aifk®

o THg & ford Tues 180 Days

(TRTTISR) g3f

eI 3T L Parg Ael dF (Hed Ray dgeH)

fewuht : gHTa i fawTeaaar 78« & B

SIS DR

NOAEL : 0.4 mg/kg

LOAEL : 4 mg/kg

TR & I D Hifes®

fpam g & ford Tuds 180 Days

(TRTTISR) gaf

e 3HIIa L Parg Ael dF (Hed Ray dgeH)

fewuht : gHTa i fowTeaaar 78 & §

Y AT

JUAS TSGR W A Ngpd Tal|

U4 S| & 91y 3gya

AdYUd:

Montelukast:

GEIEEET : fewft: <= A e 8 Idt @
3 § Huch D SMRR: e Sfer .
[RUGESE D NR: U 99 Uy GhHUT, I MY, RRed, @i, IR

Jaeft 7, o, qER
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Loratadine:

foret o . MR y@rac, RReg, Y g, Aqa

12. uiifRufaaa Ja=n

TiRfRufa® fauredar
< CREN

el

EENICIRCLIESE] - LC50 (Oryzias latipes (\_rITCI'Fﬁ ﬁW)): > 100 mg/l
o Tg & ford Hudh (TauioR) g3l 48 h
fewgoht: ue SRit Il & ST W snuiid

Montelukast:

EENIECARELIESEI] - LC50 (Pimephales promelas (ﬁ??%%’ ﬁﬁﬁ)): > 0.0778 mg/l
P Ima & ford WU (TaIUIoR) g3 96 h
DT OECD TRefuT fa=mfc=T 203
fewoft: facradr &t e R oS fauredan T8t

SHAT Td 3= Ae-3fed . EC50 (Daphnia magna (dTcX Til)): > 0.0675 mg/l
SereR fauTaan o Tg & ford Hudh (TauioR) g3l 48 h
Tt 3N 3.4 S 2 w202
fewoft: facaar &1 d R SIS fasradar 78t

QaTa/sTad uiel @) faurgddr  © NOEC ( Pseudokirchneriella subcapitata (Eﬂ ard (Qﬁﬁ)):
100 mg/l
- Imy & ford Tud (TaUIoR) g3 72 h
Tt ot 3.3 2w fAdwr 201
fewoft: facradr &t i R oI5 fauredar T8t

EC50 ( Pseudokirchneriella subcapitata (EQQI BICI] (Qc_\:ﬁ)): >
100 mg/I

o Tg & ford Hudh (TauioR) g3 72 h

AT ot 33 & 2w Fdwr 201

fewoft: facraar #t o R B fawrerdar &t

Gﬂamlehﬁﬁ'w : EC50: > 100 mg/l
o Tg & ford Fudh (TaUioR) §3MT: 3 h
TRI&0T Dt b YTH-IRa H T dlde
T o S 2 e ke 209
fewgoht: facradr &t T R oI fauTedar 78t

ool ol fauredar (Rreifers @ NOEC: 0.073 mgll
ICLIESED) o g & ford Hudh (TaioR) goil: 32 d

SIS Pimephales promelas (ﬁv?%g ﬁl?ﬁ)
T 3t 3 0 & 2w = 210
fewoft: facrdr &t W wR B fuadar T8
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Loratadine / Montelukast Formulation i ORGANON

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
1.4 09.04.2021 4579031-00005 Ugell IR ORI 3 Bl dRIG: 08.07.2019
NOEC: 0.0816 mg/|
o wg & ford Fudh (TauioR) gt 7 d
SIS Cyprinodon variegatus (
fewuft: facradr &t It W 1 fasradar Tz?r
WA Td 3= Sefed . NOEC: 0.23 mg/l
SR fawTerdn (RReTiere o T & ford Hudh (TaioR) gofm: 21 d
IELIESED) USTIfd: Daphnia magna (dTex Ue)
feouft: facaar &t i R F fredar T8t
Loratadine:
EENICIRCLIESE : LC50 (Lepomis macrochlrus @jﬁlﬁ WQT )): 0.382 mgl/l
o g & o) Hudh (TaIoR) §3MT: 96 h
TIHT: OECD URTefur fg=mfdsr 203
SHAT T 3= Ae-3fed : EC50 (Daphnia magna (dTeR Tih)): 0.83 mgll
ERCHELIESG o g & o) Hudh (TaUIoR) §ofT: 48 h
Tt 3N 3.4 St 2 fAdwr 202
aTel/STelg el &Y fasTadr EC50 ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)): >
0.95 mg/|
o Tg & ford Hudh (TaioR) g3 72 h
Tt 3 3. . e Fdwr 201
NOEC ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)):
0.053 mg//l
o Tg & ford Hudh (TaioR) g3 72 h
Tt 3 3. . e fdwr 201
TH-Thaexy (SATUTe Sfear 1
[ELIESGD)
Sharugedt o fauTerdd : EC50: > 1,000 mg/I
o wg & ford Yudh (TaRUieR) g3 3 h
UI&r0T &1 fohe: 4T9-URa | =hlac
Tt 3 3.4 S e A= 209
ool ol fauredar (Rreifers © NOEC: 0.084 mgll
fSTaRTa) P gy & ford WU (TaUIoR) g3 32 d
SIS Pimephales promelas (ﬁv?%g ﬁl?ﬁ)
Tt 3N 3.4 S e A= 210
ST Td 3= Hefed : NOEC: 0.078 mg/|
ERERGCNIESCINERCAING P gy & ford WU (TaUIoR) g3 21 d
[ELIESED) USTifd: Daphnia magna (dTex Ue)
Tt 3 3. . e fdwr 211
TH-Baexy (RRPIa® odaR @ 1
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Loratadine / Montelukast Formulation i ORGANON

BT TNy ot fafd: T9.81.u9. 9 ST IR SR A B dRRG: 10.10.2020
1.4 09.04.2021 4579031-00005 Ugell IR ORI 3 Bl dRIG: 08.07.2019
[ELIESED)
A 3R SraspHforgdr
HAdYUdq:
Jqar:
I SaHHOIAT BT & : ORI YT & 1Y Ui diid ¥ SHIhHUTBRT

Montelukast:

CRIEPSENIREEIS]

WidP SahHUIT BT & : gRumy: g fd & Suefiford g arelt et
S SGHHUET: 0 %
™ Tma & ford Judh (TaTTIeR) g3l 28 d

g A fRRAT : OTdrg IS 50 %(21.7 h)

Loratadine:

WidP SrahHUIT BT & : gRumy: g fd & Suefiford g arelt et
S 3GHHUET: 50 %
fram Tma & ford Fudh (TaRIISR) g3T: 20 d
TPBT: OECD Utequr fa=maer 314

Tt H fRRar SIHHU i 3NEf-FoigTh (FTh-A™®) (S1.8uo): 283 d

Tyrfaa wfae Joaa

3dqd:

Montelukast:

faqUTS Turies: (T log Pow: > 4.3

SfgeIe/ar)

Loratadine:

faUTSH T[uriep: (T log Pow: 2.35

gAY

firdY o wfa=fteran

3HdUd:

Loratadine:

gfavur weft | faaRur log Koc: 5.25

" qdieT: OECD TRier fewnfide 106
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Loratadine / Montelukast Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

1.4 09.04.2021 4579031-00005 Ugell IR ORI 3 Bl dRIG: 08.07.2019
3= gfdgpd UHE
3T I TEl
13. Fger ifgard
frem & s
/N I w1 7Y (gere) L W fafaet sy s |
fa afd ;T fEsal Bl AR B gASd B aralt BaTaret B g ar
T & ford o oma|
TR 3= fafafcy et fopan T srogad Sdre & 9 d
fAueH &1
14, gf¥ag g
el RaF
UNRTDG
UN dsR : UN 3077
Araed &1 get 19 :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Loratadine)
gt )
e U Sl
GEG] 9
315 T & T-3t ot 3R
TH/3M1E ST TR : UN 3077
CAR:RIGIE :  Environmentally hazardous substance, solid, n.o.s.
(Loratadine)
gt )
e U Sl
q9d . Miscellaneous
fSsamacl @1 fgar@d (@RTM - ¢ 956
[EESEN)
fSsareid} 3t feerad (@Eft gag @ 956
SEE))
qgiaRur & ford WA Dol
GEER)
3Mg T 3 Si-dis
UN dsR : UN 3077
Araeq &1 e 9| :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Loratadine)
a1 © 9
e U [l
NE] o9
EmS dfgar . F-A,S-F
SRR ;g
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Loratadine / Montelukast Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
1.4 09.04.2021 4579031-00005 Ugell IR ORI 3 Bl dRIG: 08.07.2019

IMO JUHRUN & AR 4T | ufiagd &
3yfcf fobw T Mg ee o fore Ay et
STANTHdt & fore fay Araenferat

TgT feu T ufkae arffeur daet a1 & TEioHl & forT §, SR ThHs ©U ¥ sFtds Il &
o TR 3Mefd § S o 39 WRen S1et Rite & ieR 9T vl faan a 71 uikas ot fafYy, S
3R, 3R &g a1 exr & fafget & fafdearali & SrgaR uRag arffevur i 81 goa g1

15. fafrarae Jan

gerd a1 fgyor & R Gren, Wy, 3R yatavor & faframfaus

39 IdTeH & 3faud fAwfifl@d sHa< iy & gRa §:

AICS C i 8

DSL : fyffea &t

IECSC : fyffa &t

16. 3= AT

Sffaf¥ed SIS RY

a1 2ffc & dhad & ford . %= HId SDSs, OECD eChem ¥ 3idRe d@d-id! scl, 3T

TIRT fohdl T axaras Iéd Wiet aRumm aut RIE I Tei,
http://echa.europa.eu/

fei® ey : RAAmad

3 SEIARE & quf arey

ACGIH . gudu| ACGIH IHRET A (TLV)

ACGIH / TWA . 8-Ue, gHY- go 3id

AIIC - 3R Taal & sffeferars gal; ANTT - aﬁaﬁt@m{&rqﬁaﬁqﬁxﬂ ASTM -

AT ATt uierr FIRIET bw - Sial BT Fol; CMR - BRI, Jeol-d IT Yol fasaT; DIN -

SHT AFHIHI0 SR & oY AFH; DSL - aiquaﬂf&%ﬁ(m) ECx - x% Wfdfshar ¥ a1
g, ELx - x%uﬁm‘v’r@?ﬁr—ﬁ%ﬁa EmS - 3{TOTdadTei regd; ENCS - IﬁGETGﬁT:IE
NS gerd (STUH); ErCx - x% e &x Uidforar & &7 Hdhad; ERG - TATddmIe ufafdbar
TES; GHS - %F%WWW%W;GLP-&E&WWUW|ARC-WW&|3¥?W%%E
TSl IATA - SRS arg aRaeT THIRIERH; 1BC - WY AR # WaRAIeh HTE! a1l
[ % fmtor Sﬁimaﬂ%ﬂz 1?%%050 - 3T &rfé%c%ﬁfrww T, ICAO -
SR AR fa\== T76+; IECSC - RS el $HS; IMDG - SR
TS WORATS A IMO - SRS SHe! W16; ISHL - ST R 3R WA B (SITUTH);
ISO - AU & T RIS W13, KECI - HIRAT HISET T 3dedl; LC50 - T el
B 50% PI Ulddh Hbg; LD50 - UH&UT HEIEl BT 50% Hi Ol GRID (I °ldd RID);
MARPOL - STgTSi & UEHUT 31 AU & o SieRffta Teie; n.o.s. - 3t FAfEE ¥, Neh - fereft
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Loratadine / Montelukast Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
1.4 09.04.2021 4579031-00005 Ugell IR ORI 3 Bl dRIG: 08.07.2019

a8, NO(A)EC - 3@did- 7 fdhar Tar (ufaed) wHE ddba; NO(A)EL - 3@did- = fear
(UfdEd) TG TR; NOELR - TR-3{JdIGH-a1g YHTd e aX; NOM - TGRS Afdaes fad;
NTP - P10 fau-fas SrfshH; NZIoC - 38T &t ot o $dedl; OECD - i wedl 3R
AT &, OPPTS - IMMAM® JREM 3R UGN AHUW HHAfad; PBT - VTR, S9-THAH0N 3R
fawred yer; PIcCS - TORA 3R I9EAfAE el @t el gded); (Q)SAR - (HEHTEE) TRaAT
Tfafafy Yey; REACH - TRUTT T4 3R GG USiehRul, edid, MAHR 3R ufasy uRkug &
fafAam= (EC) . 1907/2006; SADT - W-digdl 3{qde drad; SDS - YR&T sl =ie; TCSI - drgarH
RS Ugrd $esl; TDG - FaRATD ATd $T URagH; TSCA - faurad uerd iz siftfreay (wgad
T 3R, UN - TGa IY; UNRTDG - BIHGRS FHM & URasT R Ggad Y BI RABIRY;
VPVB - §gd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HT-RId WRATdH ATt a1 Jorett

Y &M S¢7 Tte A SUF THIRH &1 dRRG B &} T THSRI §AR I, THHRT SR {3y &
IR T § | BRI B QRI&A &1 I JUTA, TIRT A, UichaT I3, T v, URagd o,
fAYe o3 JUT Bs & oI Had Anfex[ & =0 § feomA fovar mar § qut {6l UeR &t ard a1
ToraRTT &1 fAFGRT T8l AT ST | Judtsy B! T TSR 39 SDS & XY W ugar! Tt Haa
faRry armh © Tefid 8 aur SDS wrht &1 ot oy Il & Tate H a1 fasit o ufshan &, 5|
T UTd § =1 SATaT 7 Y, TRINT o’ IR 9 el 81 Gahcll ¢ | i vaarafl &l ] 81 W, yaiad
¥ oifqm ITE & SDS-UTHH FT JUGHIT HT BT B Aed 88d B, YA &, UiehaT F
TUT T A P M0 ity &1 & falRiy W & SR SR Rywriv=i ot weften o =R |

IN / HI
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