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Mometasone Dry Powder Inhaler Formulation i ORGANON
RES ETH: BERES: BIE%ETA; 2020/03/23
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R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/10 437329-00012 #EERH: 2016/01/28

P202 £ THREIEZHAEMIT ZETMY /bR &,
P260 # CAZWMA LGN &,

P2I3 IREBE~ADHHEZRI(TEZ &,

P280 REFR REK RERE RE@mEERAT S L,
HEEE:

P308 + P33 K BERIFIFKBENBEENHIEE : EEIDZE
SFUTERZITRHIE,

P391 R ZEIINT 52 &

RrReE

P405 EfE L TRET B &

BE3E:

P501 NEY), BREZARDBIN-VEERICREST S &,

GHS I B L 2 LM DR B4

EECHBRRUEESNAE © BULANRICAS L. MENATBAES S LA 5,

EEEOBE B AEDEMIZEY . BIEOWMEBHLRRE - FEBNREE
BRI B 5.
MI. N> RY LT3 L EEQENADBEDRIC, JREMD
BLABERRT 5B TNABYET.

3. MERUHSER

LEME - EEMORA . EEY

5

=22 CAS &S EEE (% w/w) BEHRATEE
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EARYUITSUANLKRUEETR | 83919-23-7 >=10-<20
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25
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FERLEKRRE X UHER <,
ERLEEZI(T5,
BEFERAORICKREXS.
HEBERT BRICTERITES,
BICA-T=15& D BIZA-=8BAICIF,. KTELTT L,
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Mometasone Dry Powder

RE= WETH:
3.1 2020/10/10

Apuhlic

Inhaler Formulation i ORGANON
BIMES- STEKETA: 2020/03/23
437329-00012 MEERR: 2016/01/28
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R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/10 437329-00012 #EERH: 2016/01/28
2 L. BEYT S,

MLADEIHADRBZEITSD (THhL, BMLADEREL
EREOEEZERICE HER .
BLANZERHICHABTRETHRESN S LEREDERES
ERHET HANT., REICHLAZERSETEILR LA,
ABGBEME. BETIEICE, EMFBRARS L VEOR
B> TRET S &, TORBICERASAEYEICON
THLRAZRTH S, EORAUNBEREINLENEHRET DLEN
Hd.

ASDSDIEB 3EIV152HENT, AHBBRESLIVED
ERHFDEHDHY o

1. BEVWRUVRELDOEE
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8. [F<ERILRUVREIEE
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Inhaler Formulation
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Mometasone Dry Powder Inhaler Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
31 2020/10/10 437329-00012 SE MR E: 2016/01/28
HE D T—A%L
AR HRABRE D TF—ARL
IEBREMN DOIEERME
Y L ABREBMENE L LTEAEE AL,
nFE T8l
FFEE
HFHA X L F—anL
10. REMRUVRGHE
R C RSHRERE LTEAESAAL,
bR E M D EEORETIERE,
e L OMI. AV EYSSE LR ZOEAOMERIC. B

DY LAZEZHRT H2EENLHYFET,
BOBRILERIERIET S ENDH D

BT AREEH OB %, KTES
MLADHKEZEITS,
RERYE D ERMEH
BIREELDBRERY D BREAEELSEBERMIIE SN T,
1. FEHEH
AREMDH L REZROER - WA
RS &R
£
IRICA-T-1B&
2SS
FIRATTRETIERICEDCR Y RETEALY,
5%
EARIUISUALRUBIRATIV
SMEME 8O : LD50 (T v k):> 2,000 mg/keg
LD50 (¥ R): > 2,000 mg/ke
2MEE (]RA) : LG50 (T k):> 3.3 mg/l

REEERFE: 4 h
HEREE MLA/IR b+
HEZ: CORETEHETIFBERINTLVELY,
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Mometasone Dry Powder Inhaler Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
3.1 2020/10/10 437329-00012 FEERB: 2016/01/28
LC50 (R ™ R): > 3.2 mg/l
MREERERE: 4 h
HERRE MLA/Z R+
AMEE (ZOMORE) : LD50 (v k): 300 mg/kg
BRERK KT
SEAR: IROR R &
RERBEYE. /3T
FIFRETREAIERMICE DR Y DB TEAHL,
%
EARIVISUANLKRUBIRXTIL
(£ Lo
HR C O EEBRIEAL
RIcxd 2 ERGTEEEBRIBE
FIATTRE T IERRICEDCRB Y R ETEALY,
B5:
EARIISUALRUBIRATIL:
iz S
HR ;. IB~NOFIEAL
PRI, 28 B VE 1 S I3 B2 8 Rt
RIER{ENY
FIFAETRE A ERICE DR Y DETEAHL,
R 3% B VETE
FIFATTRE S ERICE DR Y DETEAHL,
B4
EARIVISUANRUBIRTIV
HER2 AT D RXEFUTAE— 3 VR
L AOES 23] . 354
& D EILEY R
TFEAAD D EHEFEBRBUEESERLL,
R DoEH
= : guinea pigs ZAWEHERICK Y., AMEIXFHUVEIEREM
MBETHDHZEMNREINS,
HETEMIRREREM

FIRARRELERICEDCRY DETELRL,
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Mometasone Dry Powder Inhaler Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
31 2020/10/10 437329-00012 MEERR: 2016/01/28
0%
BABRYVISUAILRIUEBIRATIL;
in vitro TOEEEM L HERA A T BAEME R B ERIEAE R (WES)
R 2t
HRERA A T LBEREE
FRRURTL: F oA S XNLR A
4. s
R4 A T LBAEREE
FAMRTFL: FroA4 Z—XNLRE—IIERE
R B
HEEA A T THR) UNE
R 2
in vivo TOE=MH D HEBRAA TG ER
B THX
98- 421
GrE. ate
HRERAR A T LBHREE
oy
ARy B8
4rm. ate
SER S T FEH DVA & FiEtE
Bov bk
{HREEY: RFHARS
R 2
TR EREN - TER A ¢ RN AMMEATREEL LTHETAC LIETER
e L,
FENAE
IR EE A BRI 2 S (IR Y A EET =400,
5%
FABRYVISUAILRIEBEBIRATIL;
iE Do w bk
BRERIK O RA
IR ER 2 F
k58 : 0.067mg/kg AE
R LIt
g DY R
BB O RA
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Mometasone Dry Powder Inhaler Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
31 2020/10/10 437329-00012 SE VR E: 2016/01/28
i yAlied | 19458
B58 . 0.160mg/kg (A
#HR DM
HEENY
BREADBZEDHE TN, ERE~DELEDOEZNOHEL,
B
EBARIVIZGUVANKRUBIRTIL
YEIRIC RS B BB L B4 T AR
B oy bk
BEE: BT

5B F3: NOAEL: 0. 015 mg/kg AZE
fEIK: ZREINEFRER, BYLEBRREOKE,
R ZREICEEREL, , £EEA~NDEE,

IBROEE~DEZE D BB T ZRMNELUVBRERES
B.YvOR
BER®K KT

BE - B8'R& M. : LOAEL: 0. 06 mg/kg AE
R RS0 E.  #EHFEIREST

HEAA T BN L UHRRER

B Iy

BERK 8K

Bt - BRIR =1, : LOAEL: 0. 3mg/kg AE
R I - BRIREN.

HEEa 4 T ZREMNBLURRHEE

B oy x

BRERE BK

ir - BRIREM., : LOAEL: 0. 15 mg/kg AE
BRI -RREEM, . FTEMRBDHLONT,

HEEa 4 T ZREMNBLURRHEE
oy bk

BERE KT

BT - BBIR&EM, : LOAEL: 0. 15 mg/kg AE
BRFER~DEE,

HER44 T 2B L UVBRRER

FE oY x

BEREK #0

i - BBIREM, : LOAEL: 0. 7mg/kg KE
R E-RESME, . TEMRBDHLNT,

AREEME-TERAAUE D BMERRICLDERFEANOEZELNRAEICHD. . DYER
[T& 2 EMMBRB L UVEBANDEZENH S - EN—H
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Mometasone Dry Powder Inhaler Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/10 437329-00012 #EERH: 2016/01/28
SN TS,

FERMRSBSTE (BEEIETCE)
FIATREAERICEDCRY AFETELL,

%
EARIVISUALRUBIRATIL:
"= DOAFAEELET—ARICENE. R ELS

FERMEESTE (REFICR)

RHIIH=5,. RIIREFLE (RA) ITLIBHEOETOETA (RER, HiE BE X
&) o

%

EARIIZGUALRUBIRATIV

REO TR D RAF LA/ SR NIE)

ZRNERS D REXR FE EBERE OKE
TFEAAD D RECh=5. XIFREFCEBIZKIBEBHROEZEDS F1,
RERSEH

B4

EARIISUALRUBIRATIL:

& D Svk

NOAEL :0.005 mg/kg

LOAEL . 0.3 mg/kg

BEZ® D0

IR ERER 30 d

ZEHES DU DoNEn, BFE AR KRB, HIR
& > N

LOAEL . 0.5 mg/kg

B 5% - u

i 3AliEd | :30d

ErlE RS D YooNgEn, B AT KRB, IR
& D Swk

NOAEL :0.00013 mg/|

BE5ZR D BMAFELCA/ZI R ME)

i 3AliEd | :90d

ErlE R COBIT, Bh, U o, BREE, B8R B TR WER
& N

NOAEL :0.0005 mg/|

BE5#Z2K D BMAELA/Z R ME)

3| 90 d
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Mometasone Dry Powder Inhaler Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
31 2020/10/10 437329-00012 FEAERE: 2016/01/28
ZHfEES BB, B,V oNEn, B S BRE MR FE
BAABEL
FIFATRE R RI-E S CRY AETE4 L,
B4
EARIVISVANRUBIRATIL
%Y
AEIZH T B REEER
B
EARIVISVANRUBIRATIL
%A DOER T UILE—MREK, BEE WEXR EREREE, FS
e, AEHUDHE BPOREA BHERRE SERAD
=&, HIEFRR
RIS i O ERK RE, BE
FHE R
B%:
EBEARIVIZGUVANLRUBIRTIL
e D BRI AT EE

12. REEERE

EEst

B4

EAZIVIFUANLRUBIRTIL

asn : LC50 (Menidia beryllina (JL/S—HA K) ):0.11 mg/|

BREREFME: 96 h
"5 AMEERFEICH TLEMHEL

LC50 (Cyprinodon variegatus (¥>—FAAY KX/ —)):> 5
mg/ |

BREERFMA: 7 d

&% AMERMBICETLIEHEL

SOUEQKEEEHEY © ECS0 (Daphnia magna (A4 X2 >3)):> 5 mg/l
[Zxtd 5&E M BREERFRE: 48 h

A% OECD RER S A K54 > 202

5% AEERFEICETLIEHEL
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Mometasone Dry Powder Inhaler Formulation

R EE = WETA:

3.1

2020/10/10

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
437329-00012 #EERH: 2016/01/28

BEKEEMICHT HEHE ¢

RSN (S

SOVOFEQKEERHSY ¢

X9 BEME (BEEN)

M-270 48— (KERERE
tt RE (B1H%) )
WA T HEMN

BB - SRt

B

EC50 (Americamysis (FAYJHIIR)):> b mg/l
AREE R 96 h

Bk 7 IEAMSHRER

5% BARERFEICE TSEMHEL

EC50 (Pseudokirchneriella subcapitata (#k%)):> 3.2 mg/|
BREREME: 72 h

7% OECD RERA A K54 > 201

w5 BREERFECS TLIEHEL

RKREZERE (Pimephales promelas (77 v kAy K3/
r2)): 0.00014 mg/|

MR 32 d

7% OECD REEH A FS 4 > 210

RAXEZERE (Daphnia magna (A =2>3)):0.34 mg/|
BREERFR: 21 d

7% OECD FRERA A K54 > 211

w5 BAREERFECS TLIEHEL

100

EC50: > 1,000 mg/|

BREERFM: 3 h

SHER AR A T IR

#i%: OECD REEHA K54 > 209
w5 AEERREIZSIT55HEL

RAEZERE: 1,000 mg/l
RREERFRE: 3 h

RERAZ A 7 FEOR N

7% OECD HE&H A K54 > 209
% BARERFEICS T HMHEL

EARIUISUALRUBIRATIV

HE AR

KPTOREMN

R BORIETIEARL,

H o 50 %

RREERER: 28 d

Hi%: OECD HEEHA K54 > 314

Aok A: 50 %(12 d)
Fiik: OECD RERHA A K54 > 111
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Mometasone Dry Powder Inhaler Formulation i ORGANON

&S ETH: BREEE: HIEIRET B 2020/03/23
3.1 2020/10/10 437329-00012 YIE{ERA: 2016/01/28
EREREY
5

EARIVISUALRUBIRATIL:

ERERME

n-+49%/—IL/ KDERFEHK

(log &)
TiED OB

A%

#&: Lepomis macrochirus (FJ)L—F)L)
£¥iEfEEF (BCF) :107.1
A% OECD HER A A K54 > 305

log Pow: 4. 68

FARY VIS UANLRIEBIRTIL:

REPOST

T VEB~DEEE
L

log Koc: 4.02

BRERE
ERRBEEY
BRRBRRUVEE

H 5 BBERDRENIZRE NS T D,

EDRHFE. VA VILVFELFTREDEDHIC, BRIZZIT=
REMNEREICRTT S

FICHEENEWNMES, RERARELTEET .

14.

WELDIE

I A5 1

= _E % (UNRTDG)

EEZES (UN number)
EE# %4 (Proper shipping
name)

EE /%8 (Class)
BEE M (Packing group)
AL (Labels)

fin22g@m;% (IATA-DGR)

UN/ID &% (UN/ID number)
EE# %4 (Proper shipping
name)

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

(Mometasone)
9

I11

9

UN 3077
Environmental ly hazardous substance, solid, n.o.s.
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ReF—2U—F A

Mometasone Dry Powder Inhaler Formulation e ORGANON
RES HETH: BEES BTEIZRET A: 2020/03/23
3.1 2020/10/10 437329-00012 #E{ERKA: 2016/01/28
(Mometasone)
EE5 8 (Class) 9
B2HZ M (Packing group) © 111
Z AL (Labels) . Miscellaneous
WafEr (BEYH) (Pack- : 956
ing instruction (cargo air-
craft))
WafE R (REH) (Pack- @ 956
ing instruction (passenger
aircraft))
RIEAEMH D&
7 _E¥iX (IMDG-Code)
E&EZ%S (UN number) : UN 3077
EE#iE 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (Mometasone)
EE 5 $8 (Class) ©9
BB/ %R (Packing group) o111
S )L (Labels) 9
EmS 33— K (EmS Code) . F-A S-F
BEEEYE RS - L) 0 BE
(Marine pollutant)
MARPOL 73/78 iEE Il XU IBC O— FICK B (X SBAME SN D BREME (B - EZH)
HIESNKEBORRICITIEZSE,
E AR
E0REDZERGIE. BB 15 58T 5,
HAlORERE
CCITRESAhTLSEESEIL. FHROBMEZITORLO T, ARET—2 L — FORTHERS
NEESICRHARINMEOEMEDOAICEIVTNET, BENFHEIL. REFE. N\vy—DH
A X EHFOMADRAUNDERIZEY ., EEINSAEEELHY £T,
15. ERES
AR
HBEE
fElEY. FEEAIBMICHZA LG,
L&EE
HELCEYE. BERILEZVE. BEFELELEMEICEZAELEL,
FERE/EE
HEENBLEEShEIEEY
S
WEDHAZZITHRZHEEY
S
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REF—5y— b

Mometasone Dry Powder Inhaler Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
3.1 2020/10/10 437329-00012 #EER H: 2016/01/28
BEEENLLEHARME
JEEZY

ZRRAEOEH oN-LEME (BRFELEDE)
IR

FEREOREDON-ILEME (FHRBEHIEZEDH)
EHE

ENELTENTREERVRUVEEY

R

BENEERTTRECERVRUVEEY
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