RET—HRI— b A
Loratadine / Montelukast Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
2.2 2021/04/09 4579033-00005 #EERH: 2019/07/08

1. E#R R UEHIER

EEHDAR . Loratadine / Montelukast Formulation

HicE O AH. FRRUEEES

HBEBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
4R ik & UME A L 4l R
HEERE D EER
2. EEREEHOERN
{2 R0 GHS 247
HETEEE X452
KERBEEEN B (&2 D RH2
%)
KEREEEHNH RE (& D ER2
%)

GHS SRILEFR

feREAXIET VR : % %|

R ML EE 25
fElRBEHER  H361f ETERE~NDEREDEETNDEEL,

HAT1 REAITRISSE S K > TREAEMICE,
FREE

REWE:

P201 ERRTICEIRERBAZEZAFT H 2 &,

P202 2 THREFIEFZHAHEREIT Z2FETMYHEbHLENI &,
P21 IRIE~ADMHEE R T B &,

P280 {REFR REKR RERE FEAREZEAIT I L,

1/20



ReF—2U—F A

Loratadine / Montelukast Formulation = ORGANON

RE= WETH:
2.2 2021/04/09

BEBES:
4579033-00005

BIEIZXET H: 2020/10/10
#EERH: 2019/07/08

CREE:

P308 + P33 (K BEXIFIEKBEOBENHIEE : EAIDZE
SEHRTERITHIE,

P31 R ZEINT B &,

7rE:

PA05 fESE L TRET H Z &,

B

P501 NEY), BREZARDBIN-VEERICREST S &,

GHS AEICEZRY LA WM EEESHE

EELERERVEEINSIE MLANRICAD L., BBMNLERIENEZLZELH S,

EEEOBE MLALDEMICKY, REOYEMGREFE-IIEEAE S
HAREENH B,
MI. N RYTELLEZFDEIDLEORMIZ. MLAE
DEENEXRGRERI_AIZEEFNLH D,

3. MHERUHSER

LEME - BEEYMDORX A . BREY

5

[4=oE4 CAS B S A= (% w/w BIRARER
ES

+)a0—X 9004-34-6 >=40-<50

EUTILVARMFRYDOL 151767-02-1 >=1-<10

Loratadine 79794-75-5 >=3-<10

4, EREBE

e O A S EHDGEEO., SO T CNENEERELICEEDZSE S
ZIT+5,
ERNESICIEE., TEERENHZIIEEIE. EFDIETE
Zit5,
ALESBE WUAATEISE. ISR ESDOEFABRET 5,
ERNEZZIT5,
EfL-5E. EBICREBZRAITALESZSEDKTHRNRT,
FELERRE X UHER <,
EELEEZI(T5,
BEADRICKERERXS.
HEBEERT BHHENERIZHEKS,

KREIZfHE LI=5E

BICA-B& BIZA2=B&IZIE, KTKLTT L,
R H Y T DIESICIIEEMETEEE 215,
A RAATBE AHAALTEEE . BECHEMEEL,

ERLEZRITS,
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R EE =

REF—5y— b

Loratadine / Montelukast Formulation

;ETH:
2021/04/09

BEBES:
4579033-00005

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERH: 2019/07/08

BMERRVEREERDOR

HEELGHIRER

WREEZY 2EDRE

EEICH Y HFFRFTERE ¢

KTHAZELLCTT L,

HETERENDEHZEDE TN DEEL,

BMLALDEMIZEY., KEOYMENLGRIMELIIEZENS
EHHEREMELAH D
BLAMNIRIZAD &, BEBHBRIBNEEZ L ENH S,
HAMBERFTBELDRLIERZLL. HESATULSER
HREEAT S L, BEORRMEADHSHISEE. HESD
BYGEAREEZSREOCE (BB E5R) .
XEHREBSURMEREZER TS &,

5 KKFFDIEE

S 7K

0 TIEAR DR LVE K]

KIEFZ

it 7 )L —ILiasE Kl
ZB{bxZFE (C02)
R H M A
MREGTL,

BERUVRAREE

REICHYTHEIEEHE

HLADORVRHEDAERY

2

BREORIKRESTE BLADERZE TS, ZRPICTHILEDHMH CANS
BLTHBYBKRENFET DEHNLABRRDERLH S,
RRERY~NDOBREIRERICEERETEENH .

HERBERIEY RERERIEY

BEDHEXTGE BGOIRR & BDRKRICIE C CGEYGEKFERZANS,
KAHDBRHZE AT B=DIZKEEET 5,
TETHNIERBEI T TFERKEEL BT,
KMo RBESEDH &,

HRZEITSEDORE KKEFIZIE, BIeXMRBEERT 5.
REEZHEAT

6. RHFFDEE
AMRICHT HEEEHE. RE © REEZERT D,

ZEGMYFZLDT FNA R (HBE T E3]R) O, BARE
BO#REERICEN (IRE 8 Z23H) .

RE~OBHZEITSZ &,

REEHALTHD, BAPIENZLEDH D,
BERINEZRFKEREL. BHT 5,

A E LK ERTERWMERE, A BBERICERT 5.

CIENF-DDE., BELDIMNEBRBETROVERY , BUEESR
I L. BET D,
MLADZESHADREERITS (THHE, HLADEEL
REODEEERICLDEFER
MLANESFICTHLLBEEETHRESIND LERMEDERES
KT H5DOT, RAICHLCAZEESIE TGS,
ABEIEHRE., BETHEICIE. SAFEAREFESIVEDR
BlIZfE>THIEBTE L, TORBICERIAF-YMEIZDOL
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ReF—2U—F A

Loratadine / Montelukast Formulation = ORGANON

R EE = WETA:

2021/04/09

BEES: AIEET A: 2020/10/10
4579033-00005

#EERH: 2019/07/08

THRETH D, EOBRUNBEREININZHERT H2HEN
H5.

ASDSHDIEH 13H LV 15I2HNT, HABBRKELUED
EREDOEZEDY .

1. BREVWERUVRELOITE

&L
5300

BFrEER, £FBRK
ZERIEEIR

Ffih [B] ¢
BAEXE

EMZEIEYME

RERRHRAVEMH

HESINEHEL., BHEARAMIBINLEBERZSIESREII L
nH5,

B, EE, FREAFEESERKL EOBEY LT
HBEZET D,

BULBREEBEOTTOAMEAT 5,
MLCAZRALEZWNI &,

BRAAFLN,

AR& DiEfmEEIT 5,
BRE~DRHPDFE-IREEMERITS,
BISBREREDHKRICE DS, EXEMHOBHESLUVREHED
ETREICHOERYIES Z &
MLADERKEERBEZB AR S,
FRALEWNMEEICIIBRFRZHDTH L,
BORNEMNSESITS,

HESHMEBICH LTFHUREFEEELLHI L,
FNOREMEHLL, RE~NOBREZEHR/MRICTEIELSE
B9 5,

ER LA
BEOERPIZIEEMEADIE BEOTRENENH 2BE L.
EEBFRDELIZTA ISV VI VRTLELIUREV Y
J—%#FZBELTLEEL,
FRABIHRERUVEEEZZILT S,
BERINF-KRIEIBERT HRIICEKET ST &,
T7o)TADOMBEMLEARL—IavIZF, Too=7a
vhOo—)L, BUGEANBERE. BULGKRLESKLVF
ZBREFIE. EXEHEER. EREREEERTIOEROL
Exa—%EOCRELHYET,

BUESRILODVERICALTE S,
BRELTRET S L.
EEDREICH->TRET 5.
ROBEFEFE OS> L LITRELARL
SRELAL

BSRVWHE: FMRGL,
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fé;—’_a :/_ F A’uhlin
Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
22 2021/04/09 4579033-00005 EERR: 2019/07/08
8. X EHLEVRELE
EREBICEBT RS INREBRR/HREE
D%y CAS /& B2 (REK | EEEE/RE | H®
fE) i3
ZLO—2% 0004-34-6 | TWA 10 me/m’ ACGIH
EUTUARANF FUSL | 151767-02-1 | TWA 40 pe/m3 (OEB 3) | P9Eh
R=EYEIR | 400 ug/100 om | AED
Loratadine 79794-75-5 TWA 40 pg/m3 (OEB 3) | BB
HH=EY IR | 400 pg/100 om’ RER
Y Pt e REESLUEBBERETHED. 2T LUZTFUL
SEBIRERE L YEHEIN, P BRCHVERSN
BRENRBYES,
RECOMEE L VEETERNT Y PADRENOBHE
<S5 AT, BEEYOEEBICEYTIFEMABREL LY FE
4 Bl. A—F 74 ZAMEIFT/AA R)
FA—Tonv Ry 5E8IMELET,
RES
MR RS LB ESEEAFATE NS, itmm<%ﬁ1

24 NWE3—247F
FORER

HE

et
ROFER

RERUVEAEDRER

THEHA FSM4 > OEENDIEEBLARIN-HEIL,
WMIREREEZFERALEL LS,
WHFRYA T

GELRESES

FRECETERITAHAELEERFLEFL LS,

YA RFO—IL FFEREREL LTIV ILEERT 5,
EERED LCIIEERICROZILVKE, S X+, T 70Y
W ENRET ZIHE(X. BRIV ILEERT 5,
MLA. SR, B LLIFI7OVILIZCELNREEEZLENS
AL HBBERIE. FJ—AL—ILFEL LLIZFDEHID
ILT7z—REOTOTFo a3 vEBRLELEL S,
A=TJ4—LHLCIFERERAI—+ZERALEL LS,
MEREABHLAEWESIZ, EESNDIFZIRVICEITE, (K
EBOSH—AUbEEMLTERALELLES B, RY—T
Lyy, T7R>, RFR, FIMETR—YRLE) .
BERIN-AEEMEDHLIKBRER CIHEEIEET G AETITS
TLEEEL,

9. MEMETLFHEE

PIRR AR
&

2ITLwv bk

—575L
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
WES  HETA: BEEE: ATEET B 2020/10/10
2.2 2021/04/09 4579033-00005 #MEERLE: 2019/07/08

B D T—A%L

RBLoLZEL(F)E D T—A%L

BRSO E R D T—A%L

BRAXFMBRRCHEEE @ T—27%4L0

AR Bk, S8 L OMIL AU RYLTELFZOENDREOMIZ, LA

EORENEREEICALBTNNHS.,

ARE (Hlk) LY

BRETRAR VR LBR, AHER

BREFEDO LR/ AHERE : F—4HL

BREEOTR / AMTHRE : F—44L

P =

SRR L F—ankL

pH . T—A%L

ERRE DOIEERE

BT UGB L F—anRL

FEE

BNREE (BhAG1EER) DOIEERE
BEEE
Kzt L T—Aa%kL

495 =L KAEFEE  FEHY

(log {&)

ARE EZY

BERV/ XITHEXEE

HE F—H#5L

BE T—AREL

%t RERE L Ky

jeE 2ol L RS

BR{LA5E D ARBRBEMENE S LTRAESALEL,
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES %I BEES. STEKETA: 2020/10/10
22 2021/04/09 4579033-00005 EERR: 2019/07/08
DFE D T—ARIEL
T4
HFH A X L F—AkL
10. REERUVRGHE
RIS L RSHERE LTRAESAEL,
{EERIREMSE D EEOIRETIHRE,
IR E RS AT REtE LT, AV RULEE L ZZDEADBEDRIZ. BLA

EORENEREFICALIETNLH S,
BOBRILERIERIET S ENDH D

BITHERNEEH DB %L KTES
MLCADREZEITS,
BMERME -
BRETLNBERY D BRAELSMBERMITE S TULEL,
1. FEHIER
AREMDH L REZROER © WA
B S
B
RIZCA-=-15&
SHEs
FATREGERICEDCRYDETERL,
B%:
)O0—X:
SMEEE o) : LD50 (3w k): > 5,000 mg/ke
SMEE BA) © LC50 (T k):> 5.8 mg/l
BRI 4 h
HERRE MLA/S X+
SMET BR) © LD50 (*9HF): > 2,000 mg/kg

EVFLHARMFRYSL:
atEt (B0) © D50 (5 k): > 5,000 mg/ke

LD50 (%9 R): > 5,000 mg/ke

ansEE (RkA) D EE T2 EL
2EEE BR) D EE TR EL

7120



ReF—2U—F A

Loratadine / Montelukast Formulation = ORGANON

RES ;ETH: BEBES: BiIEIRETA: 2020/10/10
2.2 2021/04/09 4579033-00005 #EERLB: 2019/07/08
Loratadine:
AEE (#&o) : LD50 (5 F):> 5,000 mg/kg
2HE% (RA) : LC50 (S v k):> 0.05 mg/|

RREERERE: 1 h
RERRE MLA/Z X+
TFERAAV M COYMEFITEEMIEREORASZHESIE

LY,
RISRE. /3
FIRARTRERIEHRICE DR Y DETELLY,
A%
EVTIVARMFRUDL
iz S
R D BEORERE
Loratadine:
iz S
R C O EERIEAL

RIZHY 5 ERTREGE/RRIHE
FIRARIRELERICEICRY DETELL,

5

EUFIVARMFRY DL

(] Lo
R D SEEDQRIE
Loratadine:

(] Lo
R D EBAOFIEAL
PRI 25 B4R SIS B2 18 et

RERES

FIFAATRE R IEHRICE DK R Y DETELLY,
N E A o

FIFAARE R IEHRICE DK R Y DETELELY,
5

EVTIVARMF YDA

= D T—4KL
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REF—5y— b

Loratadine / Montelukast Formulation

Apuhlic

-5 ORGANON

in vitro TOEGEM

in vivo COEEEEMN

EVUTFILARMFRUDL:

in vitro TOEGEM

in vivo TOEIEEM

Loratadine:

RES ;ETH: BERES: BiIEIRETA: 2020/10/10
2021/04/09 4579033-00005 #EERLB: 2019/07/08
Loratadine:
HERAR A T IFovA4E—2 a3 EB
EEDERK BR
g EILEY F
TEAAD R RIE#BEE 4L,
#HR (=43
AhEMRERRYE
FIARTREIEHRICE DK R Y DETELLY,
A%
/O0—X:

HEBRY 1 T WAEMERAN S EIFRALESER (AVES)
R =

HERA A T in vitro BHEBYHRECTFERRR
R e

HERS A 7 WELBMAIB/MEERER (in vivo MIBHIER

E%)

B voR

BRERE: RHRAALEBE
R a

HEBRY 1 T WAEMER N S EIFRALEHER (AVES)
R

HERS A T in vitro I BYHIEGFERAR
HR B

HEA 4 7 LBEKEE
FRMVRTFAL: Fr4 =—XNLRE —EEHRE
R E

HBRAA T TLAHYBHT v 4
TR RT LTy RFHRE
BRIt

HERA A T 2B REERE
B YvOR

ey 558
BE&K 0
R
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/10
22 2021/04/09 4579033-00005 EERR: 2019/07/08
in vitro TOEESM L HERA A T BAEMER B EREATERE (AES)
R
HEA 4 T in vitro BABMEEAET RS
HR EN
SEEA A T in vitro LEKREHE
HR EN
RER2 4 7 DNA BI5E L B1E. HELMHMMOTTER DNA &5
(in vitro)
4. atE
in vivo COEEEM L HERA A T IMEHER
FEB.THX
R Ba
BE£K: &0
e e
HHEMBPEERRME - 7R A | BUABCEERPEREERERE L THRET I LIETER
<k L,
A AN
FIRAREAERICE S CRY SETEAL,
5%
)L0—X:
& S RN
BEZIK D BAHRAATEEE
IR . 1@
ER D et

EVUTFILARMFRNYDL:

i Ty kb
BE5#ZR ©#0a
3| 2%
R DoEH
& DOYYR
B 5% - u
IR ERRE : 9258
HR Do et
Loratadine:

& R S
B E5E% - u
3| 2%
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REF—5y— b

Loratadine / Montelukast Formulation

Apuhlic

-5 ORGANON

&S ;ETH: BERES: BiIEIZKRETA: 2020/10/10
2.2 2021/04/09 4579033-00005 FIEYERA: 2019/07/08

LOAEL 10mg/kg AE

HR (kS

& HIL

BE5ZK #n

3| 17+ A8

NOAEL 40 mg/kg AE

HR =4

HESY

EERENDEZED B TNDEELY,

B5:

£)0—X:

PEIRICK S D&

EUTIVARMF YD L:

PEIRICK S D&

Loratadine:
HRICx 9 B8

HEBRS A T — MRS RS

B vk
BEREH RAAATZIEER
R 2

HERE A T 2HERESD / OHERE

B oy bk
BERE: RAHRAATEBE
R e

HERR A T ETEN
Bovyh AR
BE5RK &0

S5l 43: NOAEL: 800 mg/kg AE

RR EEADHZERFILTVW EATYERBRTHL MG o=,

HERR A T ETEN
.Sy bk AR
BER% &0

5B F7: LOAEL: 200 mg/kg 1AE

fEtk: BAEIE

HERR A T ETEN
Boyhk AR
BERK &0

45 /1. NOAEL: 100 mg/kg AZE

FEIR: RAFRIER

By kAR
BER% &0

H5ES: LOAEL: 64 mg/kg {AE
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REF—5L— b A
Loratadine / Montelukast Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
2.2 2021/04/09 4579033-00005 #EERH: 2019/07/08

HE: RBE~ADEE,

RBREODERBE~DEE D BB Sy k
BE#ZK 0
FEF M LOAEL: 48 mg/kg AE
R E - RIREMN,

& oy x

BERK 0

FAEFEM: LOAEL: 48 mg/kg AE
R I - BRIREN.

B oy bk

BE#ZK 0

F4 S LOAEL: 12 mg/kg thE

AESEME-TEAA U D BMERRICE D EMHIBES I UVREENNDEZELNH S C
EN—EEES N TS,

FERMRAEE (BEEETCE)
FIRARIRELERICEDCRY DETELL,

FERMEREE (RESCR)
FIRARIRELERICEDICRY DETELL,

RELEEH

5

Z)0—X:

2 Ty kb

NOAEL © >= 9,000 mg/kg
BREZR D BMRARAATEGE
A 5 B : 90 Days

EVUTFILARMFRMNUDL:

1 D HILFRBEUAR

NOAEL : 150 - 300 mg/kg

&5 %% D0

i = B R : 53 3@

5 D BEELEEERESBESIAEGENL T
i D 2w b

NOAEL : 50 mg/kg

bR ) D0

A 55 B . b3 @&

5 D BEELEEERESBESIAENL T
i DX HRA

12 /20



ReF—2U—F A

Loratadine / Montelukast Formulation = ORGANON

RES ETH: BERES: BIE%ETA: 2020/10/10
2.2 2021/04,/09 4579033-00005 FIEYERA: 2019/07/08

NOAEL . 50 mg/kg

BRERZR® C 80O

3| 14 A

5% D BELAEEARESRESIhGENL T

Loratadine:

& Sy kb

NOAEL : 4 mg/ke

LOAEL : 8 mg/kg

BREZR C N0

IR E SR : 180 Days

gt D AR EER

= . RESREMNLZSMEETT,

i oYL

NOAEL : 0.4 mg/kg

LOAEL : 4 mg/ke

BREZR C 80O

IR SR : 180 Days

gt D AR EER

= . HESREMNLZSMEETT,

RAAFEKR

FIATRE T ERICE DR YNFETERLY,

AEIZH T 5 REEER

%

EVTFILVARMFRY DL

RS HEfi BE EEZRBTHIELH D

RBICA-=5B& SEIR: TRE DRI

RARAATZBE

Loratadine:
RAIAAT-IHE

fEIR: ERUBRGRAE, WEERK, BEE, &%, B

fEIR: RS, BRR OE HEX

T,

I

12.

RIGCEWNR

LC50 (Oryzias latipes (F1A & #)):> 100 mg/|
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RET—HFV—F

Loratadine / Montelukast Formulation

RE= WETH:
2.2 2021/04/09

Apuhlic

-5 ORGANON

BEES: AIEET A: 2020/10/10
4579033-00005 #EERH: 2019/07/08

EVUTFIVARBRMFRY DL
y: &k

SOVIFEQKEEEHEY ¢

X9 HEME

EE KEEWICKT BEN

BEL (g1ESE)

SOVIAFEQKEERHSY ¢

X9 BEME (BEEMN)

WEMIHT HEM

Loratadine:

RREERER: 48 h
fmE: BT 2MmEIE/ONE=-T—2ITE DL

LC50 (Pimephales promelas (77w kAy KX/ ™)) >
0.0778 mg/|

BREERFRE: 96 h

A% OECD SRER A A K54 > 203

BE AEERRBICST55HEL

EC50 (Daphnia magna (F#4 x> 3)):> 0.0675 mg/|
BREERFR: 48 h

7% OECD RERA A K54 > 202

w5 BAREERFECS TLIEHEL

BRARESLERRE (Pseudokirchneriel la subcapitata (#%)):
100 mg/|

BREERFRE: 72 h

7% OECD RERA A K54 > 201

w5 BAREERFECS TLIEHEL

EC50 (Pseudokirchneriella subcapitata (#:%)):> 100 mg/|
BREERR: 72 h

7% OECD RB&RA A K54 > 201

#E BHEERFECSTLIEHEL

RAREFZERE (Pimephales promelas (77 vy kAw K3/
2)):0.073 mg/|

RREERERE: 32 d

Hi%: OECD HEEHA K54 > 210

5 BRERFECSTIEMHEL

RAESZERE (Cyprinodon variegatus (—TAAw K3
/—)):0.0816 mg/|

RREERFRE: 7 d

BE AEERRBICST55HEL

RAELZERE (Daphnia magna (A =2>3)):0.23 mg/|
BREERFR: 21 d
&% AMERFBICETLIEHEL

EC50: > 100 mg/|

RREERFRE: 3 h

RERAZ A4 7 FEOR N

A% OECD RER S A K54 > 209
BE AEERRBIZEST55HEL

14/ 20



RET—HFV—F

Loratadine / Montelukast Formulation

Apuhlic

-5 ORGANON

RES HETH: BEEE BTEZXETH: 2020/10/10
2.2 2021/04/09 4579033-00005 #EERLB: 2019/07/08
aEMN LC50 (Lepomis macrochirus (7 J)L—=)L) ):0.382 mg/|

SOVAFEOKEERHY ¢

[Tx9 BEFME

B KEEYICHT HFMH

M-T794%— (KERERE
tt \H (2% )
BEML (IS

SUOVIAFEQKEERHEY ¢

X9 BFME (BIEEN)

M-T79 45— (KERERE
R (B1H%) )
WEMIHT HEMN

BB - SR

B

£)I0—X:
E RN

EVTIVARMFRUDL:
RN

RREERERA: 96 h
7% OECD RE&RH A K54 > 203

EC50 (Daphnia magna (4 =< >0)):0.83 mg/|
BREERFR: 48 h
7% OECD FRERA A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#%&)):> 0.95
mg/ |

BREERFR: 72 h

7% OECD FRERA A K54 > 201

BRRESLERRE (Pseudokirchneriel la subcapitata (#%)):
0.053 mg/|

RREERERE: 72 h

7#i%: OECD HE&H A K541 > 201

1

RREFZERE (Pimephales promelas (77 v kAw K3/
2)): 0.084 mg/|

RREERFR: 32 d

Hi%: OECD HEEHA K54 > 210

RAEZERE (Daphnia magna (#4322 23)):0.078 mg/|
BREERFMA: 21 d
A% OECD BRER A A K54 > 211

1

EC50: > 1,000 mg/|

BREERFM: 3 h

SHER AR A T IR N

#i%: OECD REEHA K54 > 209

HR: ZofEE.

R AEMETELL
EofR: 0%
MR 28 d
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RET—HFV—F

Loratadine / Montelukast Formulation

R EE = WETA:

2.2

2021/04/09

BEBES:
4579033-00005

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERH: 2019/07/08

KA THOREMN

Loratadine:
E RN

KbhTHREMN

EVTIARMFRUDL

n-+49%/—IL/ KDERFEHK

(log &)

Loratadine:

n-A+49%/—IL/ KDERFEK

(log &)
TiEdh Bt

B%:

Loratadine:
BREROS T

YV UBAOEEY
R
toaEpE
F—B%L

K53 H2: 50 %(21.7 h)

HR 2ENMETELL
H o 50 %
AR EE R 20 d

7% OECD HE&H A K51 > 314

SMBEFH (DT50): 283 d

log Pow: > 4.3

log Pow: 2.35

log Koc: 5. 25

7% OECD RERAA K54 > 106

13.

BELDIE

BERE
ERREEY
BRRRRUVEE

H 5 BBERDRENIZRE NS T D,

ZEDRFIE. VAV ILFELEIREZEDOOHIZ, Bz

REEVLEXREICRTRT 5,

FICHEENEIMES. REABELTERET D,

14.

WX EDEE

[ AR 1
R L #i%X (UNRTDG)
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R EE =

REF—5y— b

Loratadine / Montelukast Formulation

;ETH:
2021/04/09

BEBES:
4579033-00005

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERH: 2019/07/08

E:EZHS (UN number)
[EE#i% % (Proper shipping
name)

E&E 5 #8 (Class)
BREEH (Packing group)
Z X)L (Labels)

fin Ze#A;= (IATA-DGR)

UN/ID &% (UN/ID number)
[EE#iE & (Proper shipping
name)

EE 5 $8 (Class)

B2 E R (Packing group)

Z ~)L (Labels)

HwatEr (EYH) (Pack-
ing instruction (cargo air-
craft))

HWafE R (REH) (Pack-
ing instruction (passenger
aircraft))

REREEN

7 L &% (IMDG-Code)
EEES (UN number)
EE#i£ 4 (Proper shipping
name)

EE /%8 (Class)

B EMR (Packing group)

Z ~)L (Labels)

EmS 33— K (EmS Code)
BEEEME (&Y - FED)
(Marine pollutant)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(Loratadine)
9

I11

9

UN 3077
Environmentally hazardous substance, solid, n.o.s.

(Loratadine)
9

IT1
Miscellaneous
956

956

ZE

UN 3077

ENVIRONMENTALLY HAZARDOUS SUBSTANGE, SOLID, N.O.S.
(Loratadine)

9

I11

9

F-A, S-F

ZE

MARPOL 73/78 MiE®E Il RV IBC a— FIC& 2 o5HWAMBEShHHEME (&Y - &S
s h - IKEBOHMIZIETIEZS,

& P35 il

EnREDERF L, HEB 15 238I 5,

R DORERE

CCICRBEA TV DWES T, BROBMETORLOHT, KRRET—2 2 — FOFRTHRHS
NEESICHBESN-HHOBEOAITEDIVTVET, WMEIEIE. KEFE, Nvr—oH%
A XEMBEOMBDORAUDEEICLY ., EESISARERLHYETS,

17/20



RET—HI—F A
Loratadine / Montelukast Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
2.2 2021/04/09 4579033-00005 #EERH: 2019/07/08

15, BRZES

BaE %R

HBAE

fElEY. BEARMICKE LA,

LEE

BELEYE. BERCEYE. BAFMIEEMEICKE LA,
HEREMEE

HESENBILEShIEED

JERRY

HEOHAERITEREZHEEY

JERRY

REEE LR AR NE

JEELY

ZERREOBRHohT-ILFENE (RELFEHE)
JEELY

ZEREOBEHON-EEME (FREHEEDE)
JERL Y
ANELBHNITRELRVRVEED
JEERY
BREERTIREBRVRVEED
JEERY

RELCFEMEREFEHRA

JEERY

et RRRAI

JERL Y

FILEIILEhETFHRA

JEELL

ARBEFIPEFERA

JEELL

FERE/EERTS - WRE— (EEY)
JEELY

SR URIMEFE

JEELY

LM EEHIBEEEREE

JEELY
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/10
22 2021/04/09 4579033-00005 EERR: 2019/07/08

BEHARRE

JEZY

PE-Lh0E P

JEEZY

T Lx

BIREIE 2, 3 RARYERIRS || AERYE

fnZesk

HEATIRBIE 194 £REBRYERNRE 1. TOMHOEEY

BESLERVELSEOILICET 5551

IS EAEIE : EREMBE (L3R LA

& S aax L BEEEYE

BFER U R

MERGHERE (Gl - @AZA)

Y

HEMRERMBEERY (@Y - #AZR)

JEEZY

BEEVOLER VERICET 5%

EEREY

COEBOEDIZODVWTEEA ARY M) —~DEEHER :

AICS FwE

DSL =

IECSC e
16. ZDHOER

TSR

5| FA 3Tk D BuEfT—42. EMESDS [ZE D F—4 . O0ECD eChem

R—A2ILBE X UHMIEEMER http://echa. europa. eu/ D&
RER

Bi74+—<v b . #/RA/H

ZTDHDEREED 2L

ACGIH . k@, ACGIHRREHE (TLV)

ACGIH / TWA . g ESRY. BSRIMETLY

ALIC - A—R S UTDIELFERASA AV RY; ANT - TS DILEREEME . ASTM - K
EMHHRGS: bw - (KE; R - EH UM, TERME. EEEULHDIESNHME: DIN -
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
&S WETA: BIEEE BIEIZETA: 2020/10/10
22 2021/04/09 4579033-00005 EERR: 2019/07/08

FAURBHEELE DSL - BERYMEIR L (BF4%); Ex - FED XWORIEERET EEZ
SNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRERKOR TP
—JL; ENCS - L BEDBEFILEME) X b ErCx - FED XWORIEEZRIFTEEZONDHL
R&R, RG - RERBOFEIE; GHS - HRBM X T L GLP - HEREMERE: [ARC - EFF
NATRZEE: TATA - EEMZEEERS: IBC - BRIEFHOESRELXD-HOMMDIEBE
RUHRBICET 2ERERAN; 1650 - 50%EFIRE: 1CA0 - ERRMEMEME; 1ECSC - PER
FLEMELE, INDG - EfFELERYRRE. IN0 - EFESHE, ISHL - 3EBREEEE
(BF): IS0 - ERZRECHE. KECI - REBRFLFEYMERE: LC50 - 50%HIRE LDSO -
50%EEE (FHEILE)  MARPOL - MMAIC L S 5R DD -HDERSE, nos. - I
MBAMNARSNA TS LD ZERRC; Neh - FURAL NOWEC - BEEZMHRERE, NOAEL -
BAESMRZEL AL NER - BEEEZEEFES NOM - A £ 23EA NTP - XEE
REMTOT S L, NZIoC - —a—2—5 v FMEZWEARMR, OECD - 23X HBARME, OPPTS
- LEZWEZEMN - 8FHIER, PBT - MO - ARERENE - AEHEWE)  PICCS - 2
A VEVLEYEA AV Y — (OSAR - (EEH) HBEEMEE. REACH - LEMEDE
f. FME. 2B WS KL UVEEE REACH) (ZB§¥ SFRAI (EC) No 1907/2006: SADT - B INESfE
BE; SDS - RET—4T— b, TCSI - BEBLLEYMEASA AR M) —: TG - ERYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEENS, vPvB - FEEIC
HAOMRUFREICHEEN, WIS - EXSRIRFEUEVERBR AT L

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V D)K. FEH
BERICENT., BHOKEOMH. FHR. RMESDLETERTHASEHIHLEZLDTY,
AIEHIE. HEOREGEEKL., FHA. LE, RE, #E. EERVCRRICETLIHAI TR E
LTOAERSNTEY . WHARSRIERIIAEREZLTHLOTEHY A KERIL.
SDS DEEEICRENTVARESNERKICHTSIIOTHY . AFZFELAMORR EBAHE
HET, XETOXPTHEASNDBE. AXFRITERMNGVRY . BRICEAESEOATEEMS
AHYET, ABEBOFERABESMICEV TR, FERRVHEZEZEZERY 55812, FRES
HORBREZICETH2AHADOEY LM ZEH T, FRESMOERT 2HETOREDIKR
[LHETHARHBOEKEL., FA. LB, RUOREIZOVT, #EEBEWVLEY,

JP/JA
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