ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
RES ETA: BEBES: BIEIZRETA: 2020/03/23
4.0 2020/10/10 2095095-00009 #EERLB: 2017/10/23
1. ERRRUESHER
EEHDAR . Desloratadine / Pseudoephedrine Formulation
HBEOEHLT. EMRUERES
HEEFEOEHET : Organon & Co.
X7 : 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
BEES : 551-430-6000
BFA—ILTFLR : EHSSTEWARD@or ganon. com
RREREEES © 215-631-6999
4R ik & UME A L 4l R
L2 & D EER
2. EEREEHOERN
{25 D GHS 448
BEEZNEREE (REEC 0 BEH 1 (FRARR)
=) (#&nN)
BEZNESEEE (REFC @ B9 1 (DELER)
= (JA)
GHS SRIILEFE
BRRXIED VR : %
SRR . fElR
ERAEMIRER D B2 RELTHAIVEIRHICHI-YERAAALREGEES. XIER

BERJ|ICLDlESR (PRARER) OESE,
H372 REAICH -5, RIEIREFCE (BA) ITXBEHF (D
BMER) DEE.

REMK:

P260 # LA E/ HR /SR F/EK/RATL—ERALE
W&,

P264 MR WVRISEEZE &L <D S &o

P270 CORRBEFEMAT HEEFIT. REITEEZE LGNS
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 EVERE: 2017/10/23
& o
HRHEE:
P34 ERMBENE 2L, EMOBE FLUTERHFH L,
BE3E:

PS501 AEY)  BHRERDIN-NERRICERET S &,

GHS IR Y LB WD ERASE
HEREL,

3. MERUHSER

ILEME - BEEMDORX A . IBAY
%)
L%E4 CAS B S ZHE (% w/w) BHRATRER
E5
|t)l/l:I—7\ 9004-34-6 >=30-<40
|Pseudoephedr ine 7460-12-0 >=20-<30
Ik 77-92-9 >=1-<10 2-1318
|[EDTA =+ b+ V) o LZKFNY 6381-92-6 >=1-<10 2-1265, 2-1265
TAAZADY 100643-71-8 >=0.25-<1
4, IEERBE
—fREIT7 FNA R D BHOBEN. RN T KBV ELELICEEDEES
ZlT 5,
ERNREICIBEE., FRIIFRLAHIEEIL. EBEDIETRE
ZIt5,
|RAL=5EE D RVDRAATZEE. FEGEIOBIABHT 5,
ERNEZTZT 5,
REIZftE LGS D EMUIZIES. BEBICKRBERITALZEDKTEVRT,
BELEKRE L UVH ER <,
ERLEZZT5,
BERADRIIKREX S
HEBFERT HENERITES,
RBICA-=5& . FHHEEE LT, KTREESFT 5,
FEAH Y T HIESICIIERKETRSEREZ (5,
RAIAAT-IHE D EBRAATEIEE . BEIZHAEZL,
ERLEZZT5,
KkTcO%x&<LTT,

AMEREVEREEERDER : RELTHLIWVIRHIZOHIYESAFAALGES., BEROE
L EELBIRER =,
RHICH=5. RIIREIEKCEITEKYRATEIZEIZEST
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REF—5y— b

Desloratadine / Pseudoephedrine Formulation

RE= WETH:
4.0 2020/10/10

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
2095095-00009 #MEERA: 2017/10/23

HREEZY 2EDRE

EICH T HFAFEERE ¢

BEROESE,

HAMBERFTBELDRLIERZLL. HESATULSER
ERZEATHIE. BREOTFRENHSHBZEIE. HESD
BYIGEAREEZSROCE (BEBE8%25H)
XEHREBSURMEREZER TSI &,

5. KKBFDIEE
Y 75 H K F

o TIEAE DR LVEAKHE
BHEORIKRAEM

HERGEEIEY

KIEFE

it 7 L3 — L3 sE k|

ZE&{bkFE (C02)

R H M A

MR,
BIREEBRYI~OBREIBEICEZRIZIHELH D,

RERERILY)
EHREEH (NOx)
ERERIEY

BEDHXAE BGORN & BHQIREICIE C TEYGHKFRERL S,
KAHDBRHZE AT H-DIZKEEET 5,
RETHNIEREBEI VT FERKBEEAN ST,
RighoBEESEDH &,

HRZEITSEDRE KKBFIZIE, BIeXMRBEERT 5,
REEZFERAT 5.

6. RHFDIEE
AMRICHT HEEEE. RE @ REEZERT D,

BERUVRAREE

RIBEICHT HEEEE

HLADORVRHEDAERY

2

REBBMYZLNDT KA R (BT %38) ., AARE
Bn#RERICEYN (BEE 8 E23H) .

RE~OBHEZEITSZ &,

RE2EHALTHL, BAPIENZELEDH D,
BRINERRFKEREL. BHT 5,

RENE LKERTELGMERIE, ABBKISERT 5.

CIENF-DDE., BELDIMNEBRBETROVERY , BUEESR
1L, BET D,

ABEREHRE. BETHEICIE. EAEARSIUVEDR
A >TET L&, TORBICFERIN-HEIZDOL
THREKTHD., EQORUNEREINEIHNEHERT IHEN
H5,

AKSDSDIER 13HELVLI5IZHNT, MABAARSEIUVED
EHRFIOREDHY
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 EMERLE: 2017/10/23
1. BEVWRURELDEE
kLY
BT hoxt 5k D IEKBELERVREREDED R X KESE,
BAS, SHBE L EYEBRSEBO T TOMMEAT .
ZLILIEEIE L BUA. B, HR. SR b, #ELH LR TL—FRAL
HWWZ &,
SAAERLY,
BB DIERER TS,
RE~NODRHOE (I REEMEEHTS,
EIRLVEILREE £ <D o &,
BSREREOREICE S, EEROBESLURSNED
EHRECHEOIRYIES = &
CNEREFERTHEEIC, SREXITEEX LA &,
RBROEEMEHLL. BE~OKEERNRICT L5
EY 5.
Y fih [ 8% D ERIEH
A  BEOERRITEENE~DE EOTEMASH SIS,
EEBFOEZFA TS5 v T VAT LB EURE D v
T—ERELTEEL,
FRABPIISRERUVEEEZ2IET S,
B AN ERBABEERT B HET L,
27U TADHBMBEARL—LaVICE, ToP=F7O
S hO—L. BOGEAGEEE. BYLRBLES £ U5
2RETIE, ELHLEER ELEALSBRHNOEAOL
E1—s8CRENBYET,
®RE
RO REEH B SALOONEERIC AR TS .
AEQREIH > TRET 5.
B I WE . ROWBIEEE o LSRG LA -
S EA AL I
RELBR/DEMH D ESIHEVLHME: RMRE L,

8. I EMILRUREIEE

ERRRICETIHSRERR/FFRRE

5 CAS &E BE (BRER | EEERE /AR | HHA
i) E

)O0—X 9004-34-6 TWA 10 mg/m’ ACGIH

Pseudoephedr ine 7460-12-0 TWA 50 ug/m3 (OEB 3) | MIER
HEEY HIBR | 500 pg/100 cm’ SR

TAASADY 100643-71-8 | TWA 20 pg/m3 (OEB 3) | MER
HEHEYHIBR | 200 ug/100 cm’ R

BRI xR DB RRXERFIVREZRESTHEH. 210027
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RET—HR—F A
Desloratadine / Pseudoephedrine Formulation i ORGANON

BIEIZET H: 2020/03/23
#MEERA: 2017/10/23

RE= WETH: BEES:
4.0 2020/10/10 2095095-00009

TEBEIRBRECL YRS, GIPBERITHVERES
SLENHYET,

RETOMHE L VEETEGLIY TADEEYDOREZ
FCOAT, BEAYMOERISHEYGMHEBALELGY F
T Wl A—T 2T 4 AWFITFT /A R),
F—Tonvr)oTERMELET,

RER
FEIRFARER WYL EFREREENFRATELWNES., X EFTM
THRAA FSA4 VDEENDIEL ENREINEHEIE, B
WMREREZFERALEL LS,
TJA4NE—84T WMEFRAZA T
FOREER
e it 22 14 F 4%
wE REZETERTHAEEREALELL S,
IRDRER ﬂ4h/—»hﬁ%ﬁ EREL L IZT—YILEERT 5,
FEREL L IIEEDICTEOZVKE, S X+, T7AY
W ENRET BIHR(F, BRIV ILEBERT S,
MLA, SRk, HLLLEFI7OVILICENEESLSNS
AR HDBEEE. ZJ2—RAV—ILEE LLIEZFDEID
L7z —RBOTOTFIavEFBRLELLS,
EERUVEADRER A=T7A—LH LLIEEBREAI—FEFRALEL LS,

MEREABEHLEWVWESIZ, EEINDIFZIRVICEDIE, (K

FBESH— A2 rHEEBMLULTHERALELLS B, RY—T

I/JJ IJny, RFE, FMETR—YRHE)
RINT-AHEMED HIKRBRER CIHEEIEEY L AETT

’C (&Y,
9. MEHRMEENEE
YRR RS L B
= =R
CAR T8I L
Ko LEWGEDIE LT ARL
B R E R D T—aiL

BRXSVBRRVHEER @ T—274L
AIAE (BlfR. =KD FIKDERMEE L THESA TGN
AR GRIK) o T—87%L

BETRARVERLRF /AIARS
IREGEDO LR /AR ERE  T—27%4L
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
RES HETH: BEBES: BIEIZRETA: 2020/03/23
40 2020/10/10 2095095-00009 EHRLE: 2017/10/23

IREGEHEDO TR/ AIRATRIE : T—4274L

Bl L 3k

SEERE F—aHL

pH D T—A%L

RFRE © 3EERH

B RS SR L F—anL

hHE

EALE (BFLTEER) o 3EERH
BRE
Kt L F—anl

A Y8 — L KAERES N

(log {&)

ARE ©OIEERH

FERV/XIIHENEZE

bE L F—anL

wE DT80

B H R EE L 3ERy

T L SRSt

B Lt L AHEREBILENE L LTEAEIALEL,

AT

HFHA X L F_anL

10. REMRURISHE

R O RISHERE L TRIES L,

LR EN D BEEOKRETIEIRE,

fElRAE RIS AT REE D OEBUOBRERHIERIET S EDNH D,

BT HNEEH MR,

EMERME D ERAEH

fERAE R RRERY D BRAEGOBERMIEH SN TV,
1. FEHEHER
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RET—HR—F A
Desloratadine / Pseudoephedrine Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
4.0 2020/10/10 2095095-00009 #MEERA: 2017/10/23

AIREED HHRERIBOIFHR @ RIEHEM

EE
RICA--1B&
SNEY
FIAAREIEHRICE DK R Y DETELLY,
B}
aSsEE (o) D AMEMHEME:: > 2,000 mg/ke
HiE EIZKBAE
s (]RA) D AMEMHEME: > 5 mg/l
MEERERE: 4 h
HERRE MLA/Z R+
FHik FHEIZEBAEE
B
£)0—X:
2EEE (#0) © D50 (Z v k):> 5,000 mg/kg
2EE (]RA) : LG50 (T k):> 5.8 mg/l
MEERER: 4 h
HERIRE MLA/Z R+
AMEEE (BR) : LD50 (*7H¥):> 2,000 mg/kg

Pseudoephedr ine:

SMEE #0) : LD50 (Z v k): 660 mg/ke
LD50 (= R): 371 mg/kg

2HEE (]RA) : LC50 (T v k) > 2.37 mg/l
BRI 4 h
HEBRRE MLA/IX b

SHESEE BR) : LD50 (Z v k):> 2,000 mg/kg
&% AERIT. BLII2MEMS/ONLT—RICEDL,

A
SEsEE E0) D50 (%2 R): 5,400 mg/kg
SMENE BR) : LD50 (T v k):> 2,000 mg/keg

7% OECD RE&RA A K54 > 402
FERAAV M COYMEFITEEYMIRAKEORESEIE
A

7123



ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 EVERE: 2017/10/23

EDTA =F kU 9 LA=7KF09:
aMEn (B0o) © D50 (5 k): 2,800 mg/ke
e BT IME, SBLNTF—2IZHS<

2MsEE (]RA) © LG50 (T k):> 1 mg/l

IREERERE: 6 h

HRIRE MLA/S R+

A% OECD SRER A A K54 > 412

BE BT IYEIEONET—2IZE DL

FAASEADY:

AalsEd @0 : LD50 (5 k):> 549 mg/kg
LD50 (=9 R): 353 mg/kg
LD50 (4 JL): > 250 mg/kg

FEIK: ME M
#%E: CORAETRRTIEHEEIATLVEL,

REFBEE/RIHE
FATREGERICEDCRYDETERL,

B4

Pseudoephedr ine:

(] Lo

faR D RERIEAGL

DI

(] Lo

ik : OECD :HE&RAHA FS 4 > 404
faR D RERIEAGL

EDTA ZF kY o LK

2 oYX
fER D EERIEA L
= D Bl AmEMSBLON-T—RIZEDL

FAASEADY:
2 oYX
R D BERIEAL

RIZxY 5 ERGREE/RRBE
FIRARRE L ERICEDCRY DETELRL,
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 MEERA: 2017/10/23

B4

Pseudoephedr ine:

(] R

fER . IRBAORIEALL

TR

(= S

tER © BBAORE. 21 BURWIZEE

ik . OECD BERHA K54 > 405

EDTA =F kY o LK

(= S
faR . BR~ORIBZL
e D LT AMEMSRONIT—2ICE DL

(= S

e o REDIRREK
NeF R 2 R E 44 X (3 B2 1 R

BRI
FATRERIERICEDCKRYDETERL,
IR SRR
FATRERIERICEDKRYDETERL,
B4

Pseudoephedr ine:

||E= L F—AHL

EDTA ZF kY o LK

SHER R A T D RFIURAE—T 3 U

KRED TR D RIS HEA

2 D EILEYH

tER DEH

e D BT AYMELNLELONT—RIZE DL
FTAATADY:

SHERA AT D RFIURAE—a VR

KRED TR D OBE

2 D EILEY

HER D EM
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 EVERE: 2017/10/23
AhEHRERERYE
FATEAERICES RY HETERL,
B4
)0—X:
in vitro TORESH L RS A T BEME AL B EIREAE R (ANES)
R e
HEEA A T in vitro HELEYMHIBREGCTFERESR
R E
in vivo TOEEEMS D RERA 4 T HELEYSRMER/MZERER (in vivo MRS MR
E%)
B woX
BEEE: BAA T EE
R E
Pseudoephedr ine:
in vitro TOBESH L RS 4 T BEME R B EIRE AT RRER (ANES)
R E

#E: AERIT. BT IMELI /LT —FIZEDL,

R4 T REREE
R
BE: AE®RIE. BT IMELIGFEONT—2IZED,

in vivo TO&EEEM D RERA A TR ER
B ovhk
BERK #0
R E
HE EUT2PEIEONET—RIZEDL

DI
in vitro TOEEEME D B4 T MEMERAVSEREAREESER (AVES)
R 2

SRERS 1 71 in vitro /MZEER
R B

HBRY A T MEDE AL B ERRALREER WES)
R Pt

in vivo COEEEM D RERA A T ZEREM (in vivo IMELEB AR EEEHR
ER. LB
B Ivhk
B E5RE: RAHAATZES
R et
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RET—HFV—F

Desloratadine / Pseudoephedrine Formulation

R EE = WETA:

4.0

2020/10/10

BEBES:
2095095-00009

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#MEERA: 2017/10/23

Il
EDTA =4 kY o L=KF0Y:
in vitro TOEEEME

in vivo TOEGEMN

TRAAZADY:
in vitro TOEEEMN

in vivo TOEEEMN

S AE

HERZ A T in vitro REKREEHR

R B

HE BT SMEMTONT—RIZEDL

HERY 4 T AR MBR/MEEER (in vivo MlEEMER

E&)

B ewHR

BERE: K& RAALEBES

7% OECD RERHA K541 > 474
R a

HE BT PEMTONT—RIZEDL

R =%

REBE4A T REBRERE
FRAMRTL: ABDY 8Bk
R fE

HEBE A T IMERER
B vHR

MR B
BERE #0

R a

FIRARREGERICEDCRY DETELRL,

%

)O0—X:

2
RGNS
R 55 i i
R

Pseudoephedrine:

2

&5 %%
|R ErR
tER
3

|l

Zv bk
AIAATIEE
12 @

P24

Zv bk
#0
2F
=45

BB A T HENEAL D ERRALTRRER (AMES)

BT IMEMSTONI-T—RIZEDLC

YR
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 EVERE: 2017/10/23

BRERZR DA

R 25 e D 2F

fER DM

ez L BT AMENSBLNF— RIS

EDTA =F kY o A=K

2 D2y k

BERZK D BRFHRAATEEE

e Zesrs : 10338

tER =i

55 D Bl AMEMBLONT—RIZE DL

FROZADY:

[ WY R
BREZR 3|
IR SR 2%
fER BN
[ Sy kb
BEZK C#0
JLOAEL : 10mg/kg AE
$EE . T EARE
TZR R . FFhEE
e D T AMEMBLONT—2IZE DL
ER#FIXE FTIEIEAENGEWEEZZON 5,
HESY
FIATRE T ERICE DR YNFETERLY,
B4
)O0—X:
HIRICX 9 58 D RERA 4 T —tHRAEEEEER
B oy bk
BRERZ. R AATEIEE
R B
BEROFEE~DEE C BB 4 T 2REEh / VEERE
B oy bk
RERRK SRAHAATEIGE
R 2
Pseudoephedr ine:
HIRICX 9 58 D HERAA T ENEA
B oy bk
BREZK £0
S 5B LOAEL: 80 mg/kg AE

12 /23



ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 EVERE: 2017/10/23

fEK: BUEOLETERRN~DZE

REDEE~DEE D BB T ZRMNELUBERE
FE: oy x
BE5&% &0

HR EFZEEEL,

HBRS A T BEIE & URERE

#5138 §0

FEEM: LOAEL: 27 mg/kg {AE

GE: DURBTERESHIRBIATOEL, | BSRE
e g AW

% BRE N BAEN

TR
BIROEBE~DEZE D REBRA 4 T —tHREEEEER
B oy bk
BERIR SR AATEIEE
R 2
EDTA =4 kY o L=KF0:
HIRICX 9 58 D REBRA A T IR AEBEEEAER
B oy bk
BEREK SR AATEEE
R 2
BE: BT spanroFont=7—42c&ED3<
REDEBE~DEE D BB T ZRMNELUVBRERES
B ov bk
BERIE SRAAATIEE
R 2

HE BT IMENTONT—RIZEDL

TFTAAZADY:
WEIRICK G SR D HEBRAqA T EEN
oSy kAR
BERK 0
4 5EH: LOAEL: 12 mg/kg {AE
fEIR: ZREEER
R Bt
BE ERABFIIE FTIXEENEWEEZ LN D,

HERR A T ETEN

By bk AR

451 NOAEL: 3 mg/kg {AE
fER: RRRICEEEL,
R a
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
MBS HETA: BHEES: BTEHET B: 2020/03/23
4.0 2020/10/10 2095095-00009 MEVERR: 2017/10/23
BRRORE~DEE RB4A T 2RSS VRERE
E X
BE#ZK 0
FHAE % NOAEL: 30 mg/kg A E
R ESRERLL,
RBREA T ZERS L VRERE
B oy bk
15428 20
FHEEM: LOAEL: 9 mg/kg AE
fEIK: FIRAIEEERE, , AERLD
R BEMRERES,
HEZ EA#FILE FTIIEENENWEEZOND,
HEa 4 4 T THARER
B oy bk
154288 20
FESM: LOAEL: 18 mg/kg AE
R AEEZEETAL,
EEEN - T ERA YR L BMERICE D EMMBES S UEBANDEZENHD
ENR—EMEEN TS, , BMERICLDLEREERE
W$HdEN—BIT ST,

FERMEREE (EEE R
FIRARIRELERICEDICRY DETELL,
FERMEREE (RESCR)

RELTHAVEFRAIZOEYRARALESE., RIRERBICLSEHE (PREAER) OEE.
R#IH=5. REREFZCE (BA) [2&LbEF (DRBMER) DEE,

%

Pseudoephedr ine:

REODERK D ERARAATEEE, KA
Z R 2S D hRARR, DELER
TEAAD R D REICH-5. XIIREFCEIZEIBRDES,

EDTA =3 kYU o L=KF0¥:

ANk i D RABLCA/ST R NE
AR BN 2R L RE
TERAAV D OREEED0.02~0.2 mg/1/6h/d TIXEMICH T DHEKRGHERE

~DEFZENFEELT,
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON

LOAEL
bR )
R & B
1R AR ER
iE5

2

NOAEL
LOAEL
bR i
R 5% i i

RES ;ETH: BEBES: BiEIRET A 2020/03/23
4.0 2020/10/10 2095095-00009 #EER R 2017/10/23

RERSSH

B

+)IA—X:

2 AR

NOAEL >=9,000 mg/kg

&5 R RARAATEEE

|iR BB 90 Days

Pseudoephedr ine:

||z F—aHL

I

2 AR

NOAEL 4,000 mg/kg

LOAEL 8,000 mg/kg

B 528K RAAATEEE

IRERRE 10 Days

EDTA ZF kY o LZKF0%:

(i AR

NOAEL 500 mg/kg

BE5R RAIAATZIHE

A 5 B 13 &

55 BUTEIMELI/ON-T—FICEDL

2 Jwv bk

LOAEL 0.03 mg/|

B E5RE% A FEHLCA/Z R MIE)

A 25 B 4 &

55 BUTEMELI/ON-T—FICEDL

Zv bk

30 mg/kg

#0

3 4 A

B ik

HETHEIN-AELEN

ER#FIXE FTIIEAENGEWEEZ BN S,

HJL

6 mg/ke
12 mg/kg
#0O

3 4+ H
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
4.0 2020/10/10 2095095-00009 #EMERA: 2017/10/23

edal e D AR EER

JiE K . BEBEAE

[ YL

NOAEL .40 mg/kg

&5 R - u|

i yAlied | 17 »A8

e D BEELEEERESRESIAGI T

2 YL

NOAEL . 6 mg/kg

REZR Co#0

AR R B ] . 3 %A

JiE K . BEAE EH

MRAAEEN

FIFTTAE L IBRICE S B Y DETEHL,

AEIZH T B REEER

%

Pseudoephedrine:

| A D EE FRSEICREERET LB S,

IRBIZA-T=1B& D BEE BERNBTEIELADH S,

AHAATEEE DR AR RADFE, ik, BE

FAOTEAD:

%A D EE RRBREICRBESIER T ENH D,

RIZCA-T=15& D EIR RN DFE

AAATEEE O EK: 08, BARE, RS, IRR, WIEE, £EE
12. BRIERCEHER

RSN

5%

Z)0—X:

y: k- : LC50 (Oryzias latipes (F1A 4 4)):> 100 mg/|

BREEEERT: 48 h
B BT sparoEont=-7—42C&ED<
IO
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REF—5y— b

Desloratadine / Pseudoephedrine Formulation

Apuhlic

-5 ORGANON

RES HETH: BEBES: BiEIRET A 2020/03/23
4.0 2020/10/10 2095095-00009 #EER R 2017/10/23
aEl LC50 (Pimephales promelas (Z 7w kAw K2/ ™)) > 100

SOVAFEOKEERHY ¢

[Tx9 BEFME

EDTA =7 kY o LZKFn%:
RSN

SUVIAFEQKEETHEY ¢

X9 &M%

B KEEYICHT HEM

BB (BMHESM)

SUOVIAFEOKEERHEY ¢

X9 BFME (BEEN)

WA T HEN

SOVIAFEQKEERHSY ¢

(s e aY=—3 3

mg/ |
BREERFRE: 96 h

EC50 (Daphnia magna (A=< > )): 1,535 mg/|
BRERFR: 24 h

LC50 (Lepomis macrochirus (ZJL—3)L) ): 159 mg/|
BREEEFRE: 96 h

#E EUTsmEIS/OoN-T—2ICEDL
EC50 (Daphnia magna (F7# X< >3)): 140 mg/|
BRFERFRA: 48 h

wHE: LT IMEI/ONIT—RIZEDL
EC50 (Desmodesmus subspicatus (#k)): > 100 mg/|
BREEEFRE: 72 h

&% EUTsmEIL/OoN-T—RICEDL
BRAESERE (Desmodesmus subspicatus (#k)): 100 mg/|
BRERFME: 72 h

wHE: LT IMEI/ONIT—RIZE DL

RAEZERE Danio rerio (73714 v22)):25.7
mg/ |

RREERFRE: 35 d

A% OECD SRER A A K54 > 210

BE BT smEIr LB LNzT—2ICE DL

RANEZEERE (Daphnia magna (A4 32>3)): 25 mg/|
RREERER: 21 d

HE EUIs2PEIhBOoNE=T—2IZEDL
EC50: < 500 mg/ |

MREERFME: 0.5 h

7% OECD HERAA K54 > 209

BE BT 2mELIEONET—2IZEDL

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

EC50 (Daphnia magna (F#A <> 1)):9.6 mg/|
BREERFR: 48 h
7% FDA 4.08
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Desloratadine / Pseudoephedrine Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
4.0 2020/10/10 2095095-00009 #MEERA: 2017/10/23

TR KEEWICRT BEM  EC50 (Pseudokirchneriella subcapitata (#E)): 1.6 mg/|
RREERERA: 72 h
7% OECD E&AH A K54 > 201

RAESZERE (Pseudokirchneriel la subcapitata (#%%)):
0.36 mg/|

RREERERA: 72 h

7Ai%: OECD HERH 41 K541 > 201

REMN (BHEN) . mAEEERE (Pimephales promelas (77w kA K2/
r7)):0.12 mg/|

R 32 d
7% OECD EABRA A K51 > 210

SOVOFEQKEEEHEY . RKEEZERE (Daphnia magna (A4 =2>0)):0.48 mg/l
[Zxt9 5 &M (BHESM) BRERAFR: 21 d
#i&:OECD SRER A K54 > 211

MEMIZT S5 . EC50 (RAMEM): 53. 7 mg/|
BREERFMAE: 3 h
RERAZ A4 7 FEOR N
A% OECD SRER A A K54 > 209

RABEZERE (RAMEY): 12 mg/|
BREERFM: 3 h

HER A A T IR

#i%: OECD REEHA K54 > 209

HREH - SR
%

)O0—X:
E RN D RER ZofE,

H TR
RN D OER- B,
EofE: 97 %
MR 28 d
A% OECD HE&H A K54 > 301B

EDTA =3 kYU o L=KF0¥:
R D RER AEMICESEN.
H4fE: 80 - 90 %
REEERERS: 28 d
& BT 2EMrSBONE-T—2IZE DL
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R EE =

RET—HFV—F

Desloratadine / Pseudoephedrine Formulation

;ETH:
2020/10/10

BEBES:
2095095-00009

Apuhlic

-5 ORGANON

BIEIZET H: 2020/03/23
#MEERA: 2017/10/23

AR

K THOREMN

EURERNE
B4

Pseudoephedr ine:

(log &)
TR

(log &)

EDTA =7 ~ Y o LZKFn%:
HERERME

(log &)

FRAAZADY:

(log &)

TiED BRI
%

FTAATADY:
IRER DS

TIVR~DHEEE
L

|m¢99/—w/mﬁm%#:

|m¢99/—»/mﬁm%ﬂ:

n-4%4 %/ —)L/ KPER%RE

n-4%4 %/ —)L/ KPER%RE

R OB TEAL,

E0fE: 67.4 %

AR EE R 28 d

Hi%: OECD HEEHA K54 > 314
R OB TEAL,

E0fE 0%

IREERFR: 28 d

Hi%: FDA 3. 11

ks E: < 10 % T50 ° C(5 d)
7i%: FDA 3.09

log Pow: 0.89
log Pow: -1.72

#&: Lepomis macrochirus (FJ)L—F)L)
£¥EHEEF (BCF) :1.8
HE: BT smannrodontk-7—42C&ED<

log Pow: 4.3

log Pow: 1.24
7% OECD HERA A K54 > 107

log Koc: 3.00
#i%: OECD RHEEHA K54 > 106
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
IRES  &ITH: EEES. STEKET E: 2020/03/23
40 2020/10/10 2095095-00009 EVERE: 2017/10/23
thoEEE
FoarL
13. RELDZEE
BEAE
BREEY LB EAROEMICHLLST B,
ERRER U L BOBER. UHA I LELREEOLOIC. BAESH:

BEEYVLEXREICRRT S,
BICHEENEMES, REARELTEET 5.

14, WX LDERE

[ A5 1

R L &5 (UNRTDG)
fElRmE LTRElEh TOVEWN

fin 22 g% (IATA-DGR)
falRmE LTRHElEh TOVEWN

# L #5% (IMDG-Code)
e E LTHHE S TOEN

MARPOL 73/78 MiRE 11 U IBC 23— FIZ & X5 RAMESI S BEME (Y - FHL)
s S n = KEOHMIZIEIEZS,

PR il

EoREDERGIX. ]|HE 15258 I 5.

15. BRZES

BEER

HRBhE

ek, FEEMBRMICEHAE LG,
L&&

BELEME. BERECFVE. BEFMIEEVEICKILEL,
FEREMEE
WEENBELEShIFAED
JEER
WEDHRAIZRITEIREREY
EH
BEEENLEHARYME
EH
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RET—HFV—F

Desloratadine / Pseudoephedrine Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2020/10/10 2095095-00009 #MEERA: 2017/10/23

4.0

ERREOEDHON-LEME (BHFLEDH)
A

ERREORH 5hi-L¥NE FREHEENE)
A
EMELENTREERVDRUEED
A
EMFERTTREERDRUEED
FEZH

RELCFMEREETHRA

S

S E PRI

S

m7 L)Lt ET R HA

e

ARER PR FIHRA

e

FMREWEEBTS - ARE— (EKRY)
EE

SNR VRIS

S

eEMEHHIEEEERREE

S

BEHRARRE

FEZH

D £y

EE

etz Lk

fEiEYE L THRHES N TULVEL

i

fEiEYE L THRHEIS N TULVEL
BESRERVEBLXEOHLICEY 558

EQY iR peS D BERAYMECE)

(EELE P DOBEERYEICEERS LGN
(iE PAGNLELEEE 3385

FRE R AR (G - |AFFAD

EH
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ReF—2U—F A

Desloratadine / Pseudoephedrine Formulation # ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
40 2020/10/10 2095095-00009 MEERA: 2017/10/23
BERERBHERE Gl - @A)
%
BEEVOLEBR ERICEAT 5%
EXREY
COHFOEAIZDVWTEEAS VRV M) —~DEERIER :
AICS CFwE
DSL . R
IECSC . RE
16. ZOMOME
e
5| Sk . BHET—4. B SDS CESC F—%. OECD eChem
R—=2ILE L URRMILEMER http://echa. europa. eu/ D&

RIER
URIN—Ca UL ERESNERBRBANETE 2 AR THRARTEIATLES,

BftZ7+—<v b+ . #/RA/H
ZTDHDEEEED £

ACGIH © KE, ACGIHPRSFBEIME (TLV)
ACGIH / TWA o 8 EifE. BEREMETY

AlIC - A—R FSUTOIELEERA ARV LY WNT - TS OILEREEME], ASTM - X
EMEREGS, bw - AE; OMR - RHUH. TERME. £EEHELHDI LN DHE. DIN -
KA VEKIGEESE, DSL - ERMEYRA L (BhF4); ECx - FED XWORIGERIFT EEX
HNDEE: ELx - FED XiOREERIZTEEZONDZAREE, EnS - BEABORT D2
—J)L; ENCS - {tBEZDBFILEME YR+ ErCx - FED XWORGERIZFT EEZONDR
K&, ERG - BEARIEDFFIE; GHS - HEFAFMS AT L GLP - HAEREHEIRE, [ARC - EF
NATFEHES: TATA - EEMEEEHS,; IBC - BRIEZESZDESEEZED-ODMAMOIEE
RUREICET 2EFHEA; 1650 - 50%fEEFRE, ICA0 - EEERMZEMREE, IECSC - HEIR
Al ELEE; NG - EEELAEKRYIRIE, IN0 - EREEMAEE, ISHL - $EhTe2EE %
(BX); 1S0 - EFEZE{eHE, KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (FHEEE) ; MARPOL - MAAICK BB LEDHIED=HDEMESEF: n.o.s. - i
MBDBTRENTWLDEDZERRC: Nech - FUEE] NOAEC - BMEEMFEEE. NOWEL -
EEEMRELANJ; NOER - EFEMZEAR/EIE, NOM - A F a5 A NP - XEE
KEMETOT 5L NloC - —a—S—5 > F{EEmE SR, OECD - #2:%1% HEas#4iE, OPPTS
- tEMEBELREM - AFRHILR, PBT - #ofEMM - £AEREE - A5 (WWE)  PICCS - 7
A VEVIEEMEAS RN M) —; (QSAR - (EEM) #:E&EEMHE: REACH - L HEDE
$%. FHME. 3R W KUEE (REACH) (ZBE9 53#RA| (EC) No 1907/2006; SADT - B hNE7fi#
BE, SIS - RE&T—42— b, TCS] - BEZILEMEAL R M) —; TD6 - EIRYEH %,
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RET—HR—F A
Desloratadine / Pseudoephedrine Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
4.0 2020/10/10 2095095-00009 #MEERA: 2017/10/23

TSCA - HEEMERFE CKE) ; UN - E:&; UNRTDG - EffESERME£ENIS;, vPvB - JEHEIC
EOMRUFEICHEEN, WIS - EXRSRIRFEUEVERBR A TL

CHORET—EI—MMUT TSDS) &LVD) TRET HEM AT TRIEHR &0 5) X, FEHE
BERICENT., BHOKEOMH. FHR. RVERDLETERTHLHEHIHLEZLDTY,
AIEHIE. HEORLGEIEKWL., FH. LE, RE, #E. EERVCRRICETLIHI TR E
LTOHERSNTE Y. WHBLIRARIIHRERIEZEZLTHDOTEDHY TEA. RIFHRIL.
SDS DEEEZICRENTVAIRESNHERKICHTIIOTHY . BFHAESAORT EBAHE
HET. RETORARTERASNSEHEE. AXFRITERNGVERY . BIICEE S VAETRESE
BAHYFES, AERGBOERESMICEVTE, REHRRVHERZEZERY S5/, ERAES
MORBRERBICETHAHMOBEY LT HEZEH T, FRESMUDOERT 5HETOREDKR
[LHTHAHBOEKEL. FA. LB, RUOREIZOWT, EEBEWVLEY,

JP/JA
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