ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

1. t#RKRUEH1ER

EFRDEF . Loratadine / Montelukast Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{250 GHS 248

AhEEM D RBa2

KEREBEREN EH (B D RBa2

%)

KEREREN RY (18 S-S Y

%)

GHS SANIILEFR

RRIRIFT VR : % '

IR L BE

fERAE M ER : H361f EIERE~NDEFZEDEETNDEEL,

HAT1 REASRTRIEZEIC K > TKEEYIZH I,
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

ARES REHE:

P201 ERARTICEIKEREAZEZAF T H &,

P202 £ THREFEEHAEMT HFETMYHEbHREWNI &,
P2T3 IRIE~ADRHEZRITHZ &,

P280 {REEF R MRER RERE REMmEFRIT S L,

EREE:

P308 + P33 [EK BEXFIXK EDB A HH5E : EEIDZE
SEREETEZITHT L,

P31 R ZREINT B &,

RrReE

P405 EfE L TRET B &

B

P501 NEY),  BREZARDBIN-VEERICREST S &,

GHS SMEIISEE S LA LM DRI B

BELBBRRVEEENGE © BULANRICIASE. MRWEHBIEESCENH5,

EEROHBE BLAEDEMIZEY. REOWENLRIME- XS ENEE
BERMNH B,
MI. N RYST3 LEZDESODEQRMIZ, ¥ LA
DEENBRBEICADETAND S,

3. MERUHSER

LEYE - REYDOEH : EEY

5%,

=22 CAS &S EHE (b w/w) EHATREE

5

+)LA—X 9004-34-6 >=40 - <50

EUTIVARAMS RO L 151767-02-1 >=1-<10

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

4. HEREE

— BT FNA R D BROBAE®. SN TCABNEERELICEEDEZEZ
25,
ERVREICIHEE. FERELIHLHEEIL. EFOERE
ZIT5,

JRAL=HZE DRVDRAATREIGE. FITEIDSEIABET 5,
ERLEZRITS,

KEIZftE LI=5a D EMLEGE. EBICREEZARTAESEDKTRERNET,
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R ZE =

REF—5y— b

Loratadine / Montelukast Formulation

;ETH:
2024/04/06

BBES
4579033-00012

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2019/07/08

RIZCA-1=5&

RARATEBE

BMERRVCERTERDR

HEERLTRHIRER

LREEZY 2EDRE

EER IS T SHEFRGEEEE

BERLEKRRE L UHER <,

ERNEEXZ(T 5,

BERAORICKIREEXS.

HEBERT BRICERITES.

BIZA- =582, KTELTT

FEMNHY BT 2EAICXERLETEEREZIT5,
KARAATZIHEE . BEB(CHAELLY,

EBRLNEZXZ(T 5,

AKTOELLTT,

HTEEE~NDEBZEDBETNDRL,
MLALEDEMIZKY ., REOYBMLRIBRE-(XEZENS
Z5AEEELADH D,

MLANRICAD L. BBHMERIENEZLIZELH S,
HMOGBAERIELOREITEEFILL., #HEINTWLRER
EXREZFERTHEL, BEOWERENENHLBHEIE. HE 8D
WYL EANREEEZSEBEOZ L (JEE 8 #38MH) ,
IEHBREBLIUREREEZITH I &,

5 KKFFDIEE

Y 75 KA

0 TIEAR B 7R LVH K
BREORIKRESTE

HEREEIEY

KIEH

fit 7 )L 3 — L 3asE h X

bRz (C02)

3R H A F

MEGTL,

MLCADEREEITS, ZRPICHARLBEDOHMHR CALS
BLTBYBKENFEETHEMLABRDOBRAH S,
BRIRERM~NDBEBIIBEICELZRIITEENH D,

RERERILY)
EREILY

RAEDHKAE RISORR & BDIREICIE C THUGERKFERZRANS,
KRAHDBRE AT H=DITKEEET S,
TETHNIERBEI VT TFERKEEL ST,
KMo RBESEDH &,

HRZEITSEDRE KKBFIZIE, BIXMFRBEERT 5.
REEZHERAT 5.

6. IRHFFDIEE
AMRICHT HEEEHE, RE © REEZERT D,

BERUVRAREE

REICHNYT HEREHE

ZEGMYFZLNDT FNA R (HBE T E25]R) . BARE
BO#EERICEN (IRE 8231 .

RE~OBHZEITSHZ &,
REEHALTHDL, BAPIENZLEDH D,
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

BERINERSFKEREL. LHT 5,
HAE L CERTERWMERIE, ABBRKISERT 5.

HLAHDRVREDFERY @ ZENEIOER, JBEEHNRBRETHROERY , BULER

2] CBL. BEY 5.
BLADZEIHADREZEETD (b, HLADEREL
EREDEEZERICK DER
BLANERHITHABTRETHRHESW S LEREDERS
ERHET HANT, REICHLAZEBRSETEILR LA,
ABBEME. BET DIEICE, FMFBRARESIVEDOR
B> TRET S &, TORBICERASAE=YEICON
THLRHETHD. EQORANERSNEINZHERT HLEDN
Hdo
ASDSDIEB 13HEXIV152HENT, AHBBRELVED
ERFDEHDHY o

1. BREVERUVRELOIE

;67 A

B AT R *F 2R D BESHANBHEL. BEARXMIBIMLERZSIEFRIT L
nH5,
ERMAEM, B, FREATEESEK L EDE TN L FH
HBEZET D,

BrEER, 2@fBK D BUIGBRKREBEDOTCOAERT 5.

RERIRFEEE D BMLAFTRALRBWI &,
RAAFERLY,
AR&EDiEfZE BT 5,
BEE~DRPOE-IIREEMEZETS,
BESBREREORRICEDE, EXEHOBERLUREMD
ETREICHORYIES Z &
MLADERKEEREZB AR S,
FRLENEEICIIBREZEHDTE,
BOEMEMNSESTS,
HEINEBICH LTFHULEFEREEZ LD L,
RNOEREMZHLEL. RE~ANOBREEZR/DEIZCT I L5
B9 5,

Y fih [ 8% D EREE

BEXE D BEOERDPIIEEMEADIE EOTREENDH HBEIE.
EEBFRDELIZTA ISV VI VRTLELIUREV Y
J—%HREBELTLESEL,
FRAGIHRERUVEEZZILT S,
BERINF-KRITIBERT HRIISEET S &,
T7V)TADOMBHLEARL—L 302k, ToP9=FO
vho—)L, EUIGEANESRE, BULGKRLES LVE
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

2REFIE. EXRFEERES. EXERLEERVNOERAOL
Exi—228CRENHYET,

®RE

BELGRESEH L BEYESRILODVWERBIZANTE L,
BiELTRETHI &,
EEDBREICH>TRET 5,

BRIt YE D OROBEEEEVNSOLLITRELAGL
SRR LA

BELBHRTEMH D EIBUVHME MR L,

8. IF<EILRUREIEE

EREICETIRIHRERR/HFRRE

5 CAS &= B2 (BB | EERE/EER | H#t
i E/HFBRE

)La—X 9004-34-6 TWA 10 mg/m’ ACGIH

EVUTIVARMF MDA 151767-02-1 | TWA 40 pg/m3 (OEB 3) | &R
HEEY FIRR | 400 pg/100 cm’ RER

Loratadine 79794-75-5 TWA 40 pg/m3 (OEB 3) | &R
HEEY HIRR | 400 pg/100 cm’ N ER

ER R 2R D BR. REEBBLIVREZRET SO, 2T00=TYY
TERBILHRBHRICKYERESA, WP EBEBZIZRVERS L
SLELRHYET,
BETCOIHELUVEETELRVLIYZADEEYOBEF
<S5 AT, BAYVOBRICEYZIMFIERHALELLYE
3 fl. A—TF T A RHEHTINA R)
F—TonNnvR)o5EBMELET,

RER
M FARER D BYRRBAHREKEAFATERWMES, FXEEFE
THEHA FS A VOHEENDIE K EBATESNIHEE, P
RRERBEEHERALEL &L S,
T4NE—54T DWHTFRYAT
FORER
#E DOMEREFR
T D FREZETERIDASLEERFLFEL LS,
RORER DA PV R EREREL L ET-TLEERT 5.

EEBEL LIXEEPRICTEROZWVKEE, S X b, Z70Y
W ERRLET BI5EF. BURI—JILEFRT S,

MLA. SR+, HLLLIEI7Z7OYVILICEAEES LSS
AEEMAHEIBEIE. 722—XP—ILEL LLIEZFDELD
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ReF—2U—F A

Loratadine / Montelukast Formulation - ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
6.0 2024/04/06 4579033-00012 #MEERLA: 2019/07/08

IL7z—RBOTIOTIavEFRLELLS,
RERUVBADRER D Az IA—LELLKIEERERAO—FEBERALELL S,
MEAEABHLEVWKSIC, EEINBI2RVICEDE, K
FESH— A2 rFEBMLULTERALELLS B, RY—T
Lyy, T7R>, RFR, FIMETR—YRE) ,
FRIN-AEEMDHHKBRER CIHEEIEEY L AETIT

TLESEL,

9. MEHRTILFEIER
WERAK RE D AJLy b
& D T=ahL
CAR D T—481L
RLoLEWEDIE D T=ahL
bR R E D T—87GL

BRAXINBRRVHEGEE @ 74740

AIATE (BlfR. SUK) DMIL NV ERY T LB EDEIDREDORIZ. HLA
ZENRENRREEHAICADIE TN H D,

AIATE (RiK) D JRERY

BRETRARVERELRE FAIARR
BEEFEOLR /AR ER @ T—327%GL
=]

BEGEFEOTR/AIMRTR @ T—32%4L

&
5K R el
NERRE T—57%L
pH T—EBL
RRRE S
BRAFKNEE TR
FhEE

BFE (BpHEIEE) |
BHRE
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ReF—2U—F A

Loratadine / Montelukast Formulation - ORGANON

RES ETH: BBES BTEIZRETH: 2023/09/30
6.0 2024/04/06 4579033-00012 #EERLA: 2019/07/08
KB T—27%L
n-#A49 4%/ —IL/ KSERIFE |
(log {i)
RRE Y
FERV/XIIHEAZE
tbE F—A1L
BE T—A27FL
B HRAZRE JEEZY
IRFEEHS JEEFM
[irgl&E3ks AR BIIERIEEME E LTEREINEL,
DFE T—27%L
A4S
HFHARX T—27%L
10. REMRUVRGHE
R RIGHRERE LTIEREI AL,
LR EH BEDIRETIEIRE,
fERAEE RIGATREME MI. N RFY2T3H LLIEZFDEIDREDOHIZ. LA
ZENEENBREEIADIEFNLH D,
BNVBILRIERIET B EDLH S,
T HEREEE B, K. KIE,
MLADREZEITS,
BMERME |1
BREELNEERY BIREE LGN FBERYITE SN TULVEL,
1. EEMHEHR

AREMEDHLRERROER

mA

RS %A

23501
RIZCA--15B&

7121



ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

S2HEH

FIFATTEE T IBERICE DB Y NEETEHLN,

5%

Z)A—X:

amEe (gO) . D50 (5w k):> 5,000 mg/ke

2ME% RA) © LC50(Z vy k):> 5.8 mg/l

RREERERE: 4 h
RERIRE MLA/ZX b

AtEE @R t LD50 (74F): > 2,000 mg/ke

EVUTFIVARBRMFRY DL
AaMEn #&nO) © D50 (Z v k):> 5,000 mg/kg

LD50 (¥ R): > 5,000 mg/kg
2MsEE (]RA) D wE T4
SMSEE BR) D wE T4

Loratadine:
a2MEn #&nO) © D50 (S F):> 5,000 mg/ke

2SS (RA) : LG50 (T k):> 0.05 mg/l
RREERER 1 h
RERE MLA/ZS R+
TFEAAD M COMEFHITEEADIAEORASE(TE

Ly,
RIEBRRYE /Rt
FIFATATRE R IEHRICE DK R Y DETELLY,
5
EUTIVARRMFRYSDA
"@ L S
fER . BEORERIE
Loratadine:
| i L S
fER D RERIEAGZ L
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REF—5y— b

Loratadine / Montelukast Formulation

R ZE =

6.0

;ETH:
2024/04/06

BBES
4579033-00012

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2019/07/08

RICxd 2 EELBEE/BRBE
FIFATREAIEMICE DR Y ETEAL,
5

EVTIVARMFRYDIL:

2
#ER

Loratadine:

2
#ER

TR 2R R AR 1 S [ B I 1 1

R mREAEE

e
SREE DRI

e
RA~DRIFGE L

FIFARREGRRICEDCRY DT ERL,

O AR R AE 1

FIAETRE A ERICE DR Y DETEAHL,
B4

EVUTFILARMFRNUDL:
EE

Loratadine:
SHER R A T
RED IR
(i
TERAAD K
HER

AR E R R

TXIvAE—2 3 VB
R

ELEY b
REZBBIESEEL.
Pt

FIFATREAEMICE DR Y M ETEAL,
5%

£)I0—X:
in vitro TOEEEMN

in vivo TOEEEME

HBRS A T MENE AL B ERRALREER WES)

R e

HEBE A T in vitro BALBMAIEET ERHRER

R e

HERY 4 T HABYAMBR/MEEER (in vivo fMlEHEMER
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08
E&)
TR
BERE RARAATES
R e
EUFILAR R RUSL:
in vitro TOEEEEMN D HEBRAq T MmEMERVSEIREAREERER (AMES)
HR =N

HERR A 7 in vitro BEBMMAEEFEESR
FRAMRTFL: Fr4 Z—XNLRE — 5
R fE

HER2 A T RBRER
TR RTL: Fr4 Z—IANLREZ—IIEME
R fEt

RBRAA T TILAYBET vEA
TAMRT L 5y MR
R =N

in vivo TOEEEM D BB T 2BRKERE
B.YvIR
MRaE: S8
BER% &0
R et

Loratadine:
in vitro TOEEEMN D HREBRAYA T MEMERWDEREAZTESAE (AMES)
R 2k

HERA A Toin vitro BELBYMEEFERAR
R 2

SRERZ A 7 in vitro ZEBEKEERER
R E

HER2 4 7 DNA 815 L1518, WEYMBEDOTEL DNA &5
(in vitro)

R =S

in vivo TOEEEMN D HERAE A T ER
B Y9R
AR B8
BE5R% £0
R e
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

AREMRERRE - 7R A 0 RNECEBHEBERALRRE L THETSILETER

vk LY,

ENAM

FATRESERICE DR YNETELL,

%

+Z)L0—X:

(=3 D Jwvk
BERH® D BHRAAREEE
iR : 7258

R Do e

EVUTFIVARBRMFRY DL

2 AV S
BEZK C#0
IRERRE 2%
fER e
[ DOYYR
BREZR ©o#0a

A 5 B 928
fER DN
Loratadine:

2 9wk
BREZR ©o#0a
IRERRE 2%
LOAEL : 10mg/kg A=
fER C B
[ 1%
BE5ZR ©#0a
IR EER 1715 R8
NOAEL . 40mg/kg AE
fER Do e
HESY
HIEEE~NDEZEDETNDREL,

B%:

I0—X:
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08
EIRICH T B2 D RERA A T —H ARSI RER
oy bk
BERE RARAATIES
R e
BBIROEE~NDFHE L HERA 4 T ZHEReh / YIERERAE
oy bk
BRI RHAAVTESE
R 2

EVUTIARBMF YDA
EIRIC T B8 © HRERAY 4 T AERED
Boy kAR
BE#K 0
458 F7: NOAEL: 800 mg/kg 1AZE
R ABADEEFLN EAFYEREBRTHLMNIZE ST,

HERA A T EWEA

By bk AR

BE#K 0

BB F1: LOAEL: 200 mg/kg 1AE
fEIK: SRR

HERA A T EHEA

oy bk AR

BREZK &0

5B F3: NOAEL: 100 mg/kg 1A=
fEIK: ZAEEER

Loratadine:
HIRICX 3 58 DSy AR
BREZK &0
HRE S LOAEL: 64 mg/kg {AE
R ZREEADFEE,
BERODFEBE~DEE - H A

HEREK 0
Fe4 = LOAEL: 48 mg/kg AE
R T - BRIREN,

FE oY x

BE&K 0

FAE =M LOAEL: 48 mg/kg AE
R I - BRIREM.
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04/06 4579033-00012 FE{ER B 2019/07/08
oy
BEEK: &0
S LOAEL: 12 me/kg (A
HEEE-T7TEAAV K D MERRICK D EEMERERIUVEBENANDEFZELH D
ER—EBILEEESN TS,

FERMRAEE (BEEETCE)
FIFARREGRRICE DR Y HFETELL,
FERMESRELE (REET<CE)
FIRARIRELERICEDCRY DETELL,

RERSEH

A%

/O0—X:

& 9wk

NOAEL : >= 9,000 mg/kg

BREZR D BRAAATEEE

PR : 90 Days
EVUFIVARMFRYSDLA

2 DOHILARABLEUAR

NOAEL : 150 - 300 mg/kg

BEZ® 80O

IRERRE . b3 &

e D BELEEERREBESINLGI T
& D 9wk

NOAEL . 50 mg/kg

BE5ZR ©#0a

IR ERRE . b3 @

= D BEELEEERESBESIAEGENL T
[ DOWYYR

NOAEL : 50 mg/kg

BE5ZR ©#0a

IR EER 14 8

= D BEELEEERESBESAENL T
Loratadine:

2 Sy k

NOAEL : 4 mg/ke

LOAEL : 8 mg/ke
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
&S HETH: BERE BTEIZETH: 2023/09/30
6.0 2024/04/06 4579033-00012 #EERLA: 2019/07/08
&5 R - u|
i 55 B : 180 Days
ZHE s D iR R
5 D BREIREMNLGEYHETT,
2 YL
NOAEL ;0.4 mg/kg
LOAEL : 4 mg/kg
B E5RH% Co#n
IR SR : 180 Days
ZHE RS D iR R
iEE D BREIREMNLGEDHETT,
BIZABEH
FIATTRE T IERICEDCRB Y R ETEALY,
AEIZx T D RBAER
B%:
EVTFILVARMFRY DL
R & & D EEREEREITEZELAD S,
IFRICA- -84 D ER: ERE DR
MAAATEE DOER ERERRE, HEEX, EERE, %, KER TR, HE
Loratadine:
MAAATEE DOERK RS, BERE, O, HER
12. BRIERCEHER
HrEEY
%
)IO0—X:
;- . LC50 (Oryzias latipes (F1A & 7)):> 100 mg/|

BREERFME: 48 h
#E: BUT MEL TN -T—2IZHEDIL

EVTIVARMF RYDL:

y: : LC50 (Pimephales promelas (77w kAY K2/ ™)) >
0.0778 mg/|
BREERFR: 96 h
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ReF—2U—F A

Loratadine / Montelukast Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
6.0 2024/04,/06 4579033-00012 #EAER B 2019/07/08

7% OECD EABRA A K51 > 203
7% BRERFEICE T H5EMHEL

SOVAENKEELSHEY © EC50 (Daphnia magna (A4 3 <> 3)):> 0.0675 mg/|
I2xt9 &M RREERER: 48 h

7#i%: OECD HERH A K54 > 202

% BARERFEICH T EMHEL

BRI KEEMICHT HENE | mKREFZEEE (Pseudokirchneriella subcapitata (#%3)):
100 mg/|
BREERFRE: 72 h
ik OECD ERE&H A K54 > 201
BE BREERABIZESTL5HEL

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

A% OECD SRER S A K54 > 201

% BARERFEICH T EMHEL

BEM (IBHSH) D RAEEZERE (Pimephales promelas (77w Ay FZ/
r2)):0.073 mg/|
RREERERE: 32 d
Hi%: OECD HEEHA K54 > 210
5 BRERFECSTIEMHEL

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

RREERERE: 7 d

% BARERFEICS T HMHEL

TUVIAFOKERERHBY ¢ KRKXEZERE Daphnia magna (#7422 >3)):0.23 mg/|
x93 5 &M (BHEET) BREERFE: 21 d
#E: AEERFEICSITHIEMHEL

MEMICXT DEMN : EC50: > 100 mg/|
RREERFRE: 3 h
SRER AR A T FEOR N
A% OECD RER S A K54 > 209
BE AEERRBICST55HEL

Loratadine:

;S : LG50 (Lepomis macrochirus (7 JL—=)L) ):0.382 mg/|
BREERFR: 96 h
7% OECD EE& A1 K54 > 203

SOVIAEOKEELSHEY © EC50 (Daphnia magna (A4 3> 1)):0.83 mg/|
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RET—HFV—F

Loratadine / Montelukast Formulation

Apuhlic

-5 ORGANON

RE= WETH: BEES: AiIEIZRET H: 2023/09/30
2024/04/06 4579033-00012 #MEERLA: 2019/07/08
(s e aE=—3 3 BREERFME: 48 h

M-270%2— (KERERE
tt EH (2% )
BEML (IS

X9 BFME (BEEN)

M-272%— (KEREEE
tt RE (8% )
WEMIHT HEMN

REH - o
5%
£)I0—X:

E RN

EVTIVARMFRIDL:
RN

KPTOREMN

Loratadine:

BEKEEMICHT HENE

SOVIAFEQKEERHEY ¢

7% OECD EABRA A K51 > 202

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

BREERFR: 72 h

7% OECD FRERA A K54 > 201

BRAESERE (Pseudokirchneriel la subcapitata (#%:%)):
0. 053 mg/|

IREERFRE: 72 h

7Ai%: OECD HE&H A K541 > 201

1

RAREFZERE (Pimephales promelas (77 vy kAw K3/
2)): 0. 084 mg/|

IREERFR: 32 d

Hi%: OECD HEEHA K54 > 210

RAEZERE (Daphnia magna (4 2223)):0.078 mg/|
BREERFMA: 21 d
Ai%: OECD HE&EH A K54 > 211

1

EC50: > 1,000 mg/|

BREERFM: 3 h

HER A A T IR

#i%: OECD REEHA K54 > 209

HR: BRI,

R AEMETELL
EofR: 0%
MR 28 d

Aok 438: 50 %(21. 7 h)
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ReF—2U—F A

Loratadine / Montelukast Formulation - ORGANON

RE= WETH: BEES: AiIEIZRET H: 2023/09/30
6.0 2024/04/06 4579033-00012 #MEERLA: 2019/07/08
E N RBE [ESBTELGN

K THOREMN

EHEEYE
B5:
EVUTFIVARBRMFRY DL

(log &)

Loratadine:

(log &)
TEFDBEIE

%

Loratadine:

“ﬁﬁmwﬁﬁ

TV VEB~DEEE
JEER S
thDFELE
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craft))
WatEr (k&R (Pack- : 956
ing instruction (passenger
aircraft))
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S AL (Labels) 9
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AlIC - A—R SV TDIELFERASA AV RY; ANTT - TS5 D)ILEREEME, ASTM - K
E#MHRERGS bw - (KE; R - A, ZEFRNE. £ESEENHLESNLIME: DIN -
FaURBIHEELE DSL - ERYMEY R~ (BF4%); Eix - FED XWORIEEREFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRKOR TP
—JL; ENCS - L FTZEDEEFLEME ) X b ErCx - FED XYORIGERIFTEZEZLNDK
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