ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ETA: BBES BIEIRET B 2023/09/30
8.0 2024/04/06 2095095-00016 #EERLB: 2017/10/23
1. E2RE USSR
EERDBTR . Desloratadine / Pseudoephedrine Formulation
HAEDSH LT, EMRUERES
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
AR R UME A L O IR
HAE A& D EEH
FRALDHIR COIEERE
2. BEREEHEOEH
2D GHS 5348
BEENESREE (REFEC © BES 1 (FRAERR)
&) &0
BEEZNEREE (REFEC @ EH 1 (WELER)
#Z) (|®A)
GHS SARIEFHE
BERRXIED VRIL : %
EE MR o 3
fERAEEMHIER D 2 RIELTHANIERICHEY BRFAAALFEEES. XIIR

BERBICL DR (PRAER) OESE.
H372 REAICH =%, RIFREFCE (KRA) I2& HiER (D
RmER) DESE.
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23
==
/j': == % fé*{l’ﬁ
P20 LA/ E  HR /" ZAM/"BR " ATL—FZRALL
nWo k.

P264 R LVMRISREBZE L CHED &
P2I0 CHOEMZERT HLEIT. MBRIIBEZ LGN

Eo

HEREE:

PII4 S HRENEEX, EMOER/FYTEZITH L,
B

P501 AEY) B ERBDSN-NERRICEET 5 &,

GHS T EICRZL L ELWMbDEIRAEE
HEREL,

3. MERUHSER

It E - BEYDORX A . BREY
5%
[4=oE4 CAS &S A= (% w/w BRARER
&=
+£)LAa—X 9004-34-6 >=30-<40
Pseudoephedr ine 7460-12-0 >=20-<30
) 65996-62-5 >=1-<10 8-99
H TR 77-92-9 >=1-<10 2-1318
|EDTA ZF bUD LK 6381-92-6 1.11 2-1265, 2-1265
|7'"-’X|:|5’5l’)> 100643-71-8 >=0.25-<1
4, HERBE
— kBT KN R D EBHOBEY. AN T BN ZFEFELICEEDRES:
215,
FERAREIKCHEE. FTEEEMLAHIESIL. EMDIETRE
2t5,
RAL-5E D RLAATEIES. FROEROBIABHT 5,
ERNEZZIT5,
REIZHELEZEES D BEMLI-BE. EBICKHEEZERITAELEZEDKTELERT,

BERLERBRE S VHZER <.
ERLEZRITS,
BEROHAICKERZERED
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 2095095-00016 #MEERA: 2017/10/23

RBIZCA-=15&

RARAATZIHE

AMEREVERMEERDOR

HEELTRHIRER

WREEZY 2EDRE

EEICH Y HFRTTERE ¢

HEFERT HEIICTERICHES,

FrAEEL LT, KTREESET S,

FFAH Y MBGT HEEICIIEREETEREZIT5,
RARAATZISE, BEICHENMEL,
ERLEZRITS,

KTRZXLTT L,
RELTHHIVWEFRAICO-YRAAALESEE, BBROE

BHIcH=5. REREFCECLYVBRATSHLEITEST
gz nESE,

HAMREAFELDOREITERZLL., HESNTLSE
ERZFEATHI L. BROTFRENHSBEIE. HESD
BYGEAREEZSRBOCE (BEBE825H) .
XFREB S URMEREERZITHC &,

5 KKEFDHEE

Y75 K F

> TIXE DR LVH KA
BHEORKRAEEM

HERERIEY

KIEFE

it 7 )L —)LiasE A Fl

bR+ (C02)

3 2K 5H A E

MEAGZL,
RIFERY~DBREBIIBEICEZRIZTEELDH S,

RERERILY
EHREEH NOx)
ERERIEY

BEDHXAE WGORN & BHQIREICIE C CAYGHKFREZRL S,
KAHDBRHZE AT B-DIZKEEET 5,
RETHNEREBEI VT FERKBEEN BT
RighoBESEDH &,

HRZEITSEDRE KKBFIZIE, BIXMFRBEERT 5.
REEZFERT D,

6. IRHFDIEE
AMRICHT HEEEHE, RE © REEZERT D,

BERUVRIFHEE

REICHYHEIEEHE

REGIMYRVDT KA( R (EE T £38) . EARE
EQHEEHEICEN (BB 8 £BH) .

RE~OBHZEITSZ &,

ZEZEHELTHL, IAPIERZLEDH D,
BRINERRFKEREL. 89T 5.

mHAE LK ERTERVMERE, A BBERICERT 5.
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23

HLAHRVRHEDFERY @ ZENEIOER, JFEEHNRBRETROERY ,, BULER
2 L. BEY 5
ABGBERE. BETIEICE, EMFEARS L VEOR
B> TRET S &, TORBICERASAEYEICON
TLRAZRTHD. EORUNABEREINLENEHRET DLEDN
Hd.
ASDSDIEB 13EIV15(2HENT, AHBBRELVED
ERFDEHDHY o

1. BEVWRUVRELDOEE

kL

B TRt 3R DK EBLERUVREREDHEDEERNKRESE,

BRER, 2@fBK D BUIGHBREBED T COAERT 5.

REMIKFEEE D BMLAL B, AR, SR, BRBLLIERTL—Z|RAL
BN &,
RAAFERLY,
AR&EDiEfMZE RS,
BRE~NDRPDFE-IIREEMERTS,
MW RIIREZLCHES 2 &,
BESBREREORRICEDE, EXEHOBERLUREMED
ETREICHORYIES Z &
CHERFEFRTIHEEIC, REXRITEEEZ LA &,
BNOEREMEHILEL., RE~NOBEEZR/NMBIZCTSH LS5
B9 5,

i [B] 5% o BRI

BEXE D BEOFERDPICIEEMEADILL EQOTREMENH HIHEIE.
EEBROELIZTA IS VT VRATLBEEIURE YD ¥
J—%#FHBEL T,
FAPIHRERUVEEZZILT 5,
FBRINERKRITBERT SENKET S &,
T7o)T4OMBMEARL—2 3 VICE, To9=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
ZBREFIE. EXRFAER. EXERLEERFOERD L
Ea—%8OCRELAHYET,

RE

REGRESEH D EYRSRILODVERBIZANTEL,
ZEDOREIZR->TRET 5,

BRI YE D OROBEREHEEVNSOL LITERE LA
SRER L F

RERBHVEMH DESHUVME MRGL,
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 2095095-00016 #MEERA: 2017/10/23

8. [F<EMILERUREIEE

EEREICE T IRABNRERT/HFRRE

D% CAS &= 1R (R | EERE/EER | H#
) E/HFBRE
+)LA—X 9004-34-6 TWA 10 mg/m’ ACGIH

Pseudoephedr ine

7460-12-0 TWA 50 pg/m3 (OEB 3) | &R

HEEY FIBR | 500 pg/100 cm’ RER

BRAb B

65996-62-5 TWA (%511% | 0.5 mg/m’ ACGIH

B LA)

100643-71-8 | TWA 20 pg/m3 (OEB 3) | AR

HEEY HIBR | 200 pg/100 cm’ RER

Bl iR WA, REERLIVREZRESTSD. 2T00=T Y
TEBILRMBHRITICKYERES, WP BZIZRHVERES L
ELELAHYET,
BRECOIHESLUVBEETELRVLWIYTADEESYOBEF
<5 AT, BEAYOERBICSEYLMGIEMNABELERZY E
T W, A—To 724 AMEITINA R)
A—TFonorYyo5EsMELET,
REA
MR FARER WYL EFHEKEENFRATELWNGS., X EFTM
THRAA FSA4 D 0ERANDIEL BN TREIN-HEIX, FE
WMREREZFERALEL LS,
TANE—R4T WHFRYA T
FORER
e it 2 1 F &
BE FREZECERTAEEBEHLELLS,
BRDFRER YA Fo—IL RHEREREDL LTV ILEEFERT 5,
FEREL L IIHEERICROZVMRE, SR+, T 70Y
W ENRET HI5EX. BRIV ILEERT 5,
MLA. SR+, ELEZ7OYILICEAEESLSND
AR HBIBERIE. FJ—AL—ILFEL LLIZZFDEHID
L7z —RBOTIOTIavEFRBLELLS,
RERUVEADRER A=T7A—LH LLIEEREAI—FEFRALEL LS,

MREABHLEWVESIC, EESNEFZRVICEIE, K
EBOA—AUbEEMLTHEALELELS Bl RY—T
Lyy, 2700, RFR. EONVETR—YRE) .
FBRINAREDOHSIRIRER CHEEIXBEYEHFETIT-
TS,

9. MEMHETLFHEER
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ReF—2U—F A

BRI E R RV HEERE
AAE (ER. =KD
AIATE (G&RIK)

Desloratadine / Pseudoephedrine Formulation i ORGANON
&S ;ETH: BEES: BiIEIZZETA: 2023/09/30
8.0 2024/04/06 2095095-00016 HEERE: 2017/10/23

MpIRIK RE [ESEZ

! BHE, &

2L F—g1L

Lo LEVLEDIE T—A2ML

R B E F—aHL

SIKDEREMEE L THESA TR

F—a1L

BRETRARVERLRR AIARR

BRAEEEO LR/ AIRER

&

BREEHERDOTR / AIATR

B

BARENRE

i
B (EpHhTEER)

BERRE
KiztE

n-#449 4%/ —IL/ K&
(log &)

R4

[l

Z

A

38
BEERV/RITHEAEE
L=

BE

F—a#L

F—a#iL

%L
F—a1L
F—a1L

&Y

L
i
1l

F—a1L

e




REF—5y— b

Desloratadine / Pseudoephedrine Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: AiIEIZRET H: 2023/09/30
8.0 2024/04/06 2095095-00016 #MEERA: 2017/10/23
B REE e
BERE FERFEE
ERbtFiE AEMEBHRIEEMEE LTEIESALGL,
#4514
HFHA4 X T—2L
10. REMRUVREE
Rt RIGHERE L TESEEI NG,
LR EN BEORETEIRE,
R B ERG AT RES BOBRILERIERIET S ENDH D
BT HNEEH *EF L,
EfElRME 3]
fERAE LG RRERY BRAZELGOBERMIEH SN TV,
1. FEHEHER

AREEDHLREREOER

ask

R &
EH
RBICA-=5B&

FIRARIRELERICEDICRY DETELL,

B
2EEE (BO)

2EHEE (RA)

5%
£)I0—X:

“%’l‘i%’l‘i €:qu)]

AalsEt (RA)

SMEMHEME > 2 000 mg/kg
Fik SEICK B A
SMSHHEEME: > 5 mg/l
MREERER 4 h

HERIRE: MLA/S R+

Fi& HEICK DA

LD50 (5 k): > 5,000 mg/ke

LC50 (T v k): > 5.8 mg/|
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23

RREEEER: 4 h
HEBERE MLA/IX b+

2sEE #@BR) © LD50 ("5 ): > 2,000 mg/kg
Pseudoephedrine:
SHESEE #E0) . LD50 (5 k): 660 mg/kg
LD50 (= R): 371 mg/kg
SMEE (RA) : LC50 (T k):> 2.37 mg/l
RREERERE: 4 h
HEBRRE MLA/S R+

2MENE @R : LD50 (5 v k):> 2,000 mg/ke
% XERIE. BEUTIPEISBONT—RITEDL,

) T
SMsEt #o) : LD50 (¥ R): 5,400 mg/kg
SMSEE BR) : D50 (5w k):> 2,000 mg/kg

7% OECD SRER KA K54 > 402
TEAAV M COMEFLILEEYIEAEORESETE

LY,
EDTA =+ kYo L= KFn¥:
AEE #@&0O) : LD50 (T F): 2,800 mg/kg
AEE (]RA) D LCS0 (T b, AR):D> 1 mg/l
RREERFRE: 6 h

HEBRRE MLA/IX
7% OECD RE&RA A KS 4> 412

FAASTAT V.

ansEl @0 : LD50 (5 k):> 549 mg/kg
LD50 (=9 R): 353 mg/kg
LD50 (+JL): > 250 mg/kg

fEIR: &AL
HEZ: CORETEHETIFERINTLVELY,

REERE /R
FIARREAERICEDSRY DFETELL,
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REF—5y— b

Desloratadine / Pseudoephedrine Formulation

FROZADY:

"@
R

RES ;ETH: BEES: RIEIZRET A: 2023/09/30
2024/04/06 2095095-00016 #EERLB: 2017/10/23
B
Pseudoephedr ine:
"E RS
fER RIER#HG L
IV
2 oYX
ik OECD HE&A A K51 > 404
R RIERI#HG L

vHx
KRR L

RIZHY 2 ERTREGE/RRIBE
FIRARREGERICEDCRY DETELRL,

%

Pseudoephedr ine:
|@
faR

I
&

fER
Ak

EDTA =3 kYU 9 L=KF0%:

2
#ER

FRAASA D!
i
%

AR, 38 % AR 1 S [ B2 I A
RERESE

A
RADRIFG L

VYx
BR~DORIH. 21 HLAIZEE
OECD EXBRH A K354 > 405

S
RADRFAG L

e
SR DERRIH

FIARTREAERICEDSRY DFETELL,

9/25

-5 ORGANON



ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
RES ;ETH: BEES: BiIEIZZETA: 2023/09/30
8.0 2024/04/06 2095095-00016 #EERLB: 2017/10/23
A
FIFRRIREAIERMICE DR Y DETEAHL,
B
Pseudoephedrine:
[l DT84k
EDTA =7 kU o L= KF0%:
HER R A T D RFIURAE—a VUiER
EZE0IERK D RIS iERR
2 D EILEY
ik : OECD HERHA K54 > 406
fER DEN
% D T AMEMSBLONT—RIZE DL
FAASEADY:
HERA A T D RIEFIUIAME—a VR
EAOES 230 D OBRE
(i D EILEYH
fEER CEM
SEMRERRY
FATRESERICE DR YNETEHL,
B%:
+)O0—2x;
in vitro TOEEEMN D BERAA T MEMERANSERERE RS (AMES)
ER B
HERA A 7 in vitro HELEBMMRECTFEERESER
R e
in vivo TOEIGEM D HERA A T HELEYARMEBR/MEERER (in vivo #REEME
E&)
FE: TR
REZK: RAAAEEE
R e
Pseudoephedrine:
in vitro TO&EEGEEM D HEBRAA T MEYMERV S EIREARLTERER (AMES)
R fE
% AERIE. BT I2MEILBONET—RITED,
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RET—HFV—F

Desloratadine / Pseudoephedrine Formulation

RE= WETH:
8.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
2095095-00016 YEERABR: 2017/10/23

in vivo TOEEEMN

TR

in vitro TOEGEEM

in vivo COEEEMS

EDTA =4 k1) o LAZKF0%:
in vitro TOEEEM

in vivo TOEEEMN

HEBRAA T REREE
BER
w5 AERIT. LT IMELI /LT —RICED,

HERE 4 T MR ER

oy hk

BERK #0

R E

HE ELT2PEIEONET—RIZEDL

HEBRY 1 T WAEMERAN S EIFRRALESER (AMES)
R

SRERS 4 71 in vitro /MZEER
R B

HERS A T BAEME AL B EIREAT R ANES)
R fatt

HERA A T ERREM (in vivo HELEEBHREEFE
BR. RBAEDH)

B oy bk
BERT: SRAHAATEBE
R fEt

HEBRY 1 T WAEM TRV S EIFRALEHER (AVES)
R
wE BT IPEMTONT—RIZEDL

HERA A Toin vitro BELBYMEEFERAR
R 2

SRERZ A 7 in vitro ZEBEKEERER
R E
BE BT 2mELIEONET—2IZEDL

HERAZ 4 T WHEL B SRMBR /N LEAEE (in vivo MifaE MR
E&)

B YvOR

BERE: SRAHRAATEBE

7% OECD HERHA K514 > 474

R e
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
&S WETH: BEES: BiIEIZZETA: 2023/09/30
8.0 2024/04/06 2095095-00016 MEERLB: 2017/10/23
TAASA DY
in vitro TOEEEMN D HERA A T MEMERANSEIRERE RS (AMES)
R 2
HERA A T RBAFRERE
FARAMRTF L ABDY 235k
ER B
in vivo TOEEEMS D HERA A4 T REER
B woX
ez 548
BREZK &0
R 2
RHRAME
FIFETREAIERMICE DR Y DT EAHLY,
%
£)0—2X:
& AN
BREZR D ERBRAATEEE
i 5 B 728
fER DM
Pseudoephedr ine:
& AN
BREZR C 0
IFRErRR 2%
fER DoEM
= LT AMEMSBLON-T—2IZE DL
2 DX HRA
BE5ZR ©#0a
3| 2%
fER DM
= ALl AMEMSBLON-T—2IZE DL
EDTA =3 kU LZKF09:
[ DSy k
BEZ% D MAHAATEEBE
IR ERRE © 103 5@
fER e
k= LT AMmEIMNSELONET—RIZE DL
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
RES HETH: BBES BiIEET A 2023/09/30
8.0 2024/04,/06 2095095-00016 MEERLB: 2017/10/23
TAASADY:
2 DDA
&5 R - u|
3| 2%
fER Do e
2 2wk
BREZR DO
ILOAEL © 10mg/kg RE
tER D OTEARE
(LA © BRE
iE% D T AmEMSBLONT—2IZE DL
ER#FIXE FTIXEENGEWEEZ BN D,
2 A
FATRESERICE DR YNETELL,
B%:
)O0—X:
RIC X 9 558 D RERA A T —tHREEEEER
B oy bk
BRERE SRAPAATEEE
R 2
REDEBE~DEE HERAZ A T ZREESN / VHIERE
B oy bk
BRERZR AP AATEIEES
ER B
Pseudoephedrine:
RIC 9 B8 . HERA4 T ENEA
B Sy bk

BE#ZK 0
H5EH: LOAEL: 80 mg/kg {AE
fEIK: BHEDENERE N ~DEE

fRROFEE~DEE D HEBRAA T ZRNE L UVKRERT
& oYy
BRERE &0
ER EFEEEEL.,

HEBR2 1M T ZRME L URRERE

REER &0

FEA S LOAEL: 27 mg/kg AE

ER IYHARTEIRESEIBEESIATLEL, , EFEE

13/25



ié;—‘_ a :/_ F Apllhlic
Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23
EAAN
BE: SRsn-BKEH
VIV

BEYRICH I HRE

FRAAZADY:
FRICK T HEE

EDTA Z=F kYU o LZKF0M:

HERS A T RSN

B oy bk
BER AP AATEEE
R

BB %4 7 iR ARSI

B oy bk
BERE: RAHAATEBE
R fEt

#E BLUT PELFELONT—2IZEDIL
HEBRY 1M T ZRMNE L URRERE

B oy bk
BERE: RAHRAATEBE
R fEt

HEBA2 A T EFEAH

oy kR

BERE #0

A 5B LOAEL: 12 mg/kg AE

fEIK: SRR

R 5

HEZ EA#FEILE FTIIEENENWEEZOND,

HERR A T ETEN

By bk AR

4 FE S NOAEL: 3 mg/kg (AE
fER: ZRRERICEEEL,
R pa

HER44 T 2B L UHRRER
FE oY x

BERK 0

FAE =1 NOAEL: 30 mg/kg AE
R EFEEEGL,

HERA A T ZRME L UVKRRERE
B oy bk
BE&K 0

14/ 25



ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23

FEF M LOAEL: 9 mg/kg AE

fEK: BERAIRERE, , KERD

R FENRERE.

BE ERAMFITE FTIXEEN W EEZ DN D,

HER2 4 7 —HARRR

B oy bk

BE#K 0

F4 =4 LOAEL: 18 mg/kg thE
R AEELETAGL,

AESE-TEXAVE D BYRRICEL D EMMBER L UVEREANDEZENH D
EN—BEEESN TS, . BMERRICK D ERFICEEE

BNHEHZEN—BESN TS,

RHERVBFSE (HEIFE

FIFATEE A IERICESCBY HETERL,

B4

VIV

|l7ex2>k D RRBAOFEDEE N,

FERMRBSTE (REFI R

RELTHIVERAIZOEYRARALEGEE. RIIRERFZICLIESE (PREFHER) OESE.
R#ICH=5. REREFECE (BA) [2&LbEF (DRBMER) DEE,

B%:

Pseudoephedrine:

AR 233 D A RAATEEE, KA

2R fiE RS D PRERER DELER

FHEAAD b D REICh=5. RIIREFCEICLIEHFDOESE,
EDTA =3 kYU 9 L=KF0%:

RED TR ©ORA BB LA/ R K/E)

2R fiE RS D KB

TEAAD R D REIIhE5. RFREFCEBIZLIBEBREROEZTDE Fh,
RELRESH

%0

+)lA—X:

& DT w bk

NOAEL : >= 0,000 mg/kg




RET—HFV—F

Desloratadine / Pseudoephedrine Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEES: RIEIZRET A: 2023/09/30
8.0 2024/04/06 2095095-00016 #EERLB: 2017/10/23

BE5ZK RAIAAT-IGE

i 55 B 90 Days

Pseudoephedr ine:

||&= F—aHL

[ (& 427

2 Sy bk

NOAEL 22,500 mg/kg

BEZK RAIAATEIGE

IR ERRE 90 Days

IV

2 Zv bk

NOAEL 4,000 mg/kg

LOAEL 8,000 mg/kg

BREZR RAIAATZIHE

i 5 B 10 Days

EDTA =4 kY o LZKF09Y:

2 Sk

NOAEL 500 mg/kg

BREZR RAIAATZIHE

IRERRE 13 &

[ Zv bk

LOAEL 0.03 mg/|

BREZR A #HCA/ZR BB

IR EER 4 &

ik OECD HE&H A K54 > 412

TAASAD Y.
&

LOAEL

BRER®K
R
BRI

-k

2
NOAEL
LOAEL

vk
30 mg/kg
#0

3 4+ H

B ik

HRTHESIN-AELEN

EREFILE FTRIEENGNEEZ I bN D,

L
6 mg/ke
12 mg/kg

16/ 25



ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
RES HETH: BBES BIEIRET B 2023/09/30
8.0 2024/04/06 2095095-00016 MEERA: 2017/10/23

&5 R - u|

R S5 fE - 3 4R

IE RO AR D hIREEER

9iE K . BB =2

2 YL

NOAEL : 40 mg/kg

B 528K C 20

HREEEER . 171 7R

55 . BEGCHEEERIEBRE S GL O

2 YL

NOAEL : 6 mg/ke

5K "~ n

A = B R 3 4A

JiE IR . BBAE KH

RAABEH

FATRESERICE DR YNETELL,

AEITH T 5 REAEER

%

Pseudoephedrine:

®kA D EE FRSEICHBEERET LA DD,

RICA-=15& D EEREFBTSIIELAH D,

MAAALTEIHEE D ERK PRREBERADEE, HEik, EBE

FTAASADY

Rk A D BB RRBEICFBESIFREIITENDH D,

RBICA-=5& D EK: BB~ DRI

BAALTEIHEE C K 08, AR, B, RS, HEER, 4£ERE
12. REFERR

e e

B

£)IO0—X:

| EESE : LC50 (Oryzias latipes (F1A%H)):> 100 mg/l

17 /25



REF—5y— b

Desloratadine / Pseudoephedrine Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: AiIEIZRET H: 2023/09/30
2024/04/06 2095095-00016 MEERH: 2017/10/23
BREERFME: 48 h
wE: BT IMENSBOALT—RIZEDL

SOVIAKEOKEESHEY

X9 &M

EDTA Z=F kYU o LZKF0M:
st

SOVaAEOKEESHEY

[xd BF M

R KEEYIIHT HEN

SOVIAFEQKEERHSY ¢

X9 BEME (BEEN)
WA T HEM

.\.O

FAAOSE T
sk

SOVOAEOKEESHEY

X9 EME

LC50 (Pimephales promelas (Z 7w kA K2/ )):> 100
mg/ |
RREERER: 96 h

EC50 (Daphnia magna (74 3 <>3)): 1,535 mg/|
RREERER: 24 h

LC50 (Lepomis macrochirus (FJL—F)L) ):> 100 mg/|
RREERER: 96 h

fmE: AT mELIT/ONE=T—2IZE DL
EC50 (Daphnia magna (7 X< >3)): 140 mg/|
RREERFR: 48 h

A& DIN (FAYIERK) 38412

ErC50 (Pseudokirchneriella subcapitata (#:%)):> 100
mg/ |

RREEEERE: 72 h

#i%: OECD HEEHA K54 > 201

BE BUTIYEIEONET—2IZE DL

EC10 (Pseudokirchneriel la subcapitata (#k%)):> 1 mg/|
RREERFRE: 72 h

A% OECD SRER A A K54 > 201

BE BT IMEI/ONT—FITE DL

RAEZERE (Daphnia magna (A 2> 1)) 25 mg/l
BREERFR: 21 d

EC10 GE1E:EiE): > 500 mg/|
RRERRERE: 30 min
7% OECD HERAA K54 > 209

LC50 (Lepomis macrochirus (JJ)L—F)L) ): 9.2 mg/|
RREERFRE: 96 h
Fi%: FDA 4. 11

EC50 (Daphnia magna (74 =<>3)):9.6 mg/|
RREERER: 48 h
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REF—HL— b

Desloratadine / Pseudoephedrine Formulation

Apuhlic

-5 ORGANON

RES HETH: BERE BTEIZETH: 2023/09/30
8.0 2024/04/06 2095095-00016 #EERLB: 2017/10/23
Fi%: FDA 4.08
R KEEWIZHT HEM © ECS0 (Pseudokirchneriella subcapitata (#5%)): 1.6 mg/|

HEH - SR
%

)IO0—X:
E oM

EDTA Z=F kY o A=K

| ER¥

BEML (Ig1ESE)

SOVaAEOKEESHEY
129 &M (BHESEHE)

WEBIZHS HFMN

RREERERA: 72 h

7% OECD FRERAA K54 > 201

BRANESERE (Pseudokirchneriel la subcapitata (#%%)):

0.36 mg/|
IREERFRE: 72 h

7% OECD EBRA A K51 > 201

RAREFZERE (Pimephales promelas (77 vy kAw K3/

r7)):0.12 mg/|
BREERFR: 32 d

7% OECD RERAA K54 > 210

EAEZERE (Daphnia magna (743 223)):0.48 mg/|

BRER R 21 d

7% OECD EBRA A K51 > 211

EC50 (RAMAEM): 53.7 mg/|

RREERERE: 3 h

HERS A T IR
7i%: OECD HBRAA K54 > 209

RREZERE (RAWMEY): 12 mg/|

RREERFRE: 3 h

HER R A 7 FEIRIME
7% OECD EABRA A K51 > 209

HR: BRI,

R SofmEk,
E0fE 97 %
RREERER: 28 d

7% OECD HE&AH A K54 > 301B

HR: BAMETERRL,
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R ZE =

RET—HFV—F

Desloratadine / Pseudoephedrine Formulation

;ETH:
2024/04/06

BBES
2095095-00016

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/10/23

K THOREMN

ERERKE
B%:

Pseudoephedr ine:

|m¢99/—»/mﬁm%ﬂ:

(log &)
TR

|m¢99/—»/mﬁm%ﬂ:

(log &)

EDTA =7 kY o LZKFn%:
HERERNE

n-#%o%/—IL/ KSEFRH

(log &)

FTAATADY:

n-#%o%/—IL/ KSEFRH

(log &)

TP OBEHE
B4

FAASA DU

E0fE 2%
IREERER: 28 d
7% OECD HERAHA K54 > 301D

R SoEETEAL,

E0fE: 67.4 %

RREERER: 28 d

#i%: OECD REEHA K54 > 314
R HOEETIEEL,

£ 0%

IREERFR: 28 d

Ji%: FDA 3. 11

k7 #E: < 10 %$ T50 ° C(5 d)
753%: FDA 3.09

log Pow: 0. 89

log Pow: -1.72

F&: Lepomis macrochirus (FJL—F)L)
E£WEHEEF (BCF) : < 500
BE BT 2pELIEONE=-T—2IZEDL

log Pow: 4.3

log Pow: 1.24
7% OECD HERA A K54 > 107
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 2095095-00016 AMEFERE: 2017/10/23
REFDOSH : log Koc: 3.00
7% OECD RERH A K54 > 106
I UB~DOEEN
JEEZH
thnEELE
F—aHL
13. BELOEE
BEESE
RREEY D HABAREROREIZKENLST S,
BEME TARABEE L TIEGE 5L,
ERRBR UL L EOBRBEE. UHAILELEEZEOLDIC, RAERTH-

BEEYUEXREICRRT S
FICHEENMEWNMES, RERAGRELTEET 5.

14, EELDEE

B FRER

ez _E #65% (UNRTDG)

EEES |
E&E#% 4 (Proper shipping : 3JEE%Y
name)

[E#E 45 %8 (Class) COIEERE
BIXRfERRM (Subsidiary risk)  :  JEEZH
BEZH (Packing group) D IEERY
S X)L (Labels) |
BRAEY =
fi 228455 (IATA-DGR)

UN/ID &S (UN/ID number) : 3JEE&Y
E&E#i%£4 (Proper shipping :  JES%H
name)

E&E% 48 (Class) o e
BIXRfERM (Subsidiary risk) :  JEEZH
BEZH (Packing group) D OIEERY
S AR)L (Labels) D OFERRH
WEtET (EYH) (Pack- @ JEEH
ing instruction (cargo air-

craft))

WEtET (REH) (Pack- @ JEEZH
ing instruction (passenger

aircraft))
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23

5 _E#5% (IMDG—-Code)

EEES D JEERY
E&E#1% 4 (Proper shipping @ 3Ei%Y
name)

E3PE o Y
B RERE M © IEERE
BERER o JEERY
EAAlZ © IEERE
EmS 2—F D OJEERE

BEBEYE RS - ERD) ¢ FERY
MARPOL 73/78 MiRE 11 RV IBC 23— FIZ & X oRAMESh S HEME (B - L)
s n = IKEOHMIZIEIEZS,

Bl PR

EoREDERGIX. ]HE 15258 I 5.
A DR EHE

JEEZ Y

15, BRAZES

BEE AR

A

fEfEY. IEERBYIZEZY LA,

(573

BT mILEME

=z 5
2, 2,2 7,2 —(ZRY—-1, 2=ANLT=}+) 268
0) mEEOF LD LE

FERE/HEE

HEENBIESNEDEEY

JEE Y

HEDHREZITEIREEFEY

JEZE

BEEEHLEHARYE

JEZE

EEREOERHOA-tEYE (BRFLEDE)

JE%E

22/ 25



ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 2095095-00016 #MEERA: 2017/10/23

ZRREDORBH oh-LEWE (HFHREHEFHEHE)
E

BANEFZENTRERRVRUVEEY

EH

AHEERTIRELRVRVEEY

EE

ANEERTIRELRVRVEEY

JEEZE

NABRKEDE (HBRSGERBESTIED2)
EEE

BECEMEREFHRA
JEEL L

SR RHRRAI

JEELY
ZILEILRBETHHRA
JEELY
AHBEEIREFRHRA
JEELH
FEBREMEEBTS - WRE— E&KRY)
JEEL L

SR U RIS E

JEEL L
LEYEHHITEEEREE

F—EEELEYE

=23 EEES EHE (%)

IFLUOT7IUEEREEICEDH Y | 595 1.1
DLERUSF YD LIE

BEHAGRRE

el

D& -3 ;0850 S

el

AR [ 7

fEl&Y & L THREl SN TLVEL
ek

fEl&Y & L THRHEl SN TOVE R
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
&S ;ETH: BEES: BiIEIZZETA: 2023/09/30
8.0 2024/04/06 2095095-00016 AEERE: 2017/10/23
BESRERUVELKEOILICEAYT 5ikiE
(X5 FE A HhE : EREDEIZITZE LAEL
(EEREE RS DOEEEEMEICEEZRE LWL
FREE B U ) 5 BE AN
FMRERFFMERE @d - @A)
JEEZH
BERMERBEERM @@L - @A)
JEEZH
BEEVONEBRVERICET 5EE
EXREY
COHBOBAZODVWTEEAS YR M) —~DEEHIER :
AICS R
DSL - R
IECSC LR
16. ZDHOER
FHAE R
3| FC#k D BB T—4. EMESDS [ZEHDIF—4 . O0ECD eChem
R—2ILE L UBRMILEMER http://echa. europa. eu/ D&
RIER

LEIN—2a U b EBEESNEEAREAXETEH 2 AR THRBARTSINATVET,

BftZ7+—<v b+ . #/RA/H
ZTDHDREEED £

ACGIH © XE, ACGIHPRFBEIME (TLV)
ACGIH / TWA o 8 EifE. EEREMETY

ALIC - A—R FSUTDIELFERASA AV RY; NTT - TS DILEREEME, ASTM - K
EMHHARGS: bw - (KE; R - EH UM, TERRME. LEEEULHDIESNHME: DIN -
FAURBIBHEELE DSL - ERYEY R~ (BF4%); Eix - FED XWORIEERIEFT EEZ
SNBHRE, Elx - FED XWOREERIFT EEZAONDIER/EE, InS - BREKOR TP
—JL; ENCS - L BEDEEFLEME) X b ErCx - FED XUDORIGERIFTEEZONDK
R& RG - REHMICOFEIE; GHS - HFRAMI AT L GLP - HEREkHE, [ARC - EHR
DATRERHE. [ATA - EEMZEEEHS IBC - BRIEZHOESEEZD-HOMMOIEE
RUHRmBICET 2EREMRA: 1050 - 50%EEFRE: ICA0 - ERREMZEME. [ECSC - PER
HLEMELEE: MG - BB LERYMATE. IN0 - EFFESEHE: ISHL - @R EEEX
(BF): IS0 - EFZFECHE. KECI - REBFLFEMERE: L0550 - 50%HIRE LDSO -
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation " ORGANON
RES ;ETH: BBES BiIEET A 2023/09/30
8.0 2024/04/06 2005095-00016 AMEFERE: 2017/10/23

50%ESEE (FHBILE) | MARPOL - MMAIC L D5 DHILED=HDERSE, nos. - il
MBAMNARSNTNEELEDZERRC: Neh - FURAL NOWEC - EEZMHRERE, NOAEL -
BESMRZEL AL NELR - BEEUZEEFES NOM - A5 a2KRA NTP - XKEE
REMITOT S L, NZIoC - Z2a—2—F v FMEZEME AR, OECD - #Z3F1H HEASMME, OPPTS
- LEMEREMN - AFHILER: PBT - oMY - ARSBHEN - HSME WE) © PICCS - 7
1 VEEEMEA oAV ) —; QSR - (EEH) BEFMHEEY. REACH - LEZHMEDE
$. FME. B WS L UVEEE REACH) (ZB§¥ SFRAI (EC) No 1907/2006: SADT - B INESfE
BE; SIS - RET—H2Y— b TECl - 2 A [CEAEDILEMED A R M1 TCSI - &E1E
EMEA R M) —; TDG - fER¥E%E, TSCA - AEWMERFE CKE); UN - E&E; UNRTDG
- BRESRIRMEEES. PB - FEICHABRUFEICHEREML WHNIS - ERSRIRE
EUEMERBRIATL

CORRET—RI—FUUAT TSDS) &0V3) TRET HHFMUT TRFEHI &0V K. FEH
BERICENT., BHOKEOMNH. FHR. RPESDLETERTHLHEHIHLEZLDTY,
AIEHIE. HEOREGIEKL., FH. LE, RE, #E. EERVCRRICETSIHI IR E
LTOHERSNTE Y. WA BLIRARIIHRERIEZELTHLDOTEDHY FTEA. RIFHRIL.
SDS DEEZICRESN TV AIRESNEHAICHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETORPTHEASNDEE. AXHITERMNGVRY . BRICEAESEOATREMY
BAHYFET, AEROERBFEMICEV TR, FERRVHERZTEZERY S5HRIC. FRES
MORBRERBICETHAHEMOBEY L ZEH T, FRESMUDOERT 2HETOREDKR
[CLHTHARHBOEKL., FA. LB, RUOREIZOVT, #EEEWVLEY,

JP/JA

25/ 25



