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ARES REHE:

P210 &, EEDHD. KfE. BARUVHMDFEXKEMN SEST
6:&0 i"!:_j‘:':l:o

P251 ERZZEH. NZERHFFUYBPLEEY LRI &,
P2I3 IREBE~ADHMEHZRITEZ &,

HREE:

P391 R ZEIINT 52 &

®rE:

P410 + PA12 B SER L. 40 CULEDBREIZIECELR
N &,

BE3E:

P501 AEY) B ERBDIN-NERRICEET 5 &,
P502 EURR(F Y B4 VLI T HIFEHRICOVTEERE XL
HigFICHWEDES Z &,

GHS I Y LB WMbDERAESE

EELGHBIERVEBESNGFE | BIRICHMOTHLIAREADHY. F-RFECERSEHAREN
BEEREOHME AHYES

3. MERUHSER

LEYME - BEYMDORX A . RRY

5

LF4 CAS &S Z2BZ (b w/w) BiRARERE

=1

1,1,1,2,3,3,3-~F427)LA07 |431-89-0 >=07-<=98.1 2-3763

a/s\y

IR/ —I)L# 64-17-5 >=1.8-<=2.5 2-202

EAZIUITZUHILKRUEBETR |83919-23-7 >=0.08-<=0.18

T

#EERATRINTULSYME

4 [GRBE

— kBT KN R D EBHOBEY. AT CRENEZFEFELICEEDRES:
25,
ERAREICHEE. FTEEEMLAHIESL. EMDIETRE
215,

RAL-SE D BLAATESS. FIROZEROBRABHT 5,

R L TWVRWMERISE, ATFRZRET
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RE= WETH:
9.0 2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/26
25995-00024 YE{ERABR: 2014/10/28

REIZHELIGE

RBICA-=5&

RAAATIHE

AMEREVERMEERDOK

HEELTRHIRER
WREEZY 2EDRE

EEICH Y HFFRTTERE ¢

FRARSGIZSICIEBRRAZTS,
ELICEMDFLETERIT S,

HEMLEBE, BELICKBZRTALSEDKTHEVRYT.
BERLERBRE S VHZR <.

ERLEZRITS,

BEROAICKERZRE S

HEFERT HEIICTERICHKS,

FHHEE L LT, KTIREZESET 5,

RIFAH Y MK T 2EBICIERKETEREZIT 5,
RAAATIGE . BEBICHEMEZL,
ERLEZRITS,

KTAZELLCTT

ARASHFRICERYT 2BRZRDSE 5.

HAMBREAFELDREITEREZLL., HESINTLSE
EREZERATLHIE. BREOFRENHDHBZRIEL. HESD
BYGEAREEZSREOCE (BB E5E)
XEHBREBSURMEREZER TS &,

5 KKFFDIEE

B 75 K F

0 TIEAR B 7R LVH K
BREORIKRESTE

HERERIEY

BEDHKAE

HRZEITSEDRE

KIEE

fit 7 JLa—)LEH k|

bR (C02)

R H A F

MEGTL,
RIEERYD~DRBIIBEICEZRIZTEELH D,
AIENSVWEHERENERT 5 LEBER/IDBERT HEENH
%o

RERERILY
PAES 4=xY)

BIGORN & BDIREICIE C AU GHKFRZRL S,
KRAHDBRE AT H=DITKEEET S,
TETHNIERBEI VT TFERKEEL ST,
RighoBESEDH &,

KKBFIZIE, BIXMRBEERT 5.
REEZHERAT 5.

6. IRHFDIEE

AKIZH T HERFER. RE

BERUVRAREE

RERIGHIZBET 5.

BEEHRET 5.

RELEERT 5.
ZEHMYRLDT KNSR (BB T 5581 0. BARE
EQO#EEHEICEN (BE 8 £3H) .

3/22



ReF—2U—F A

Mometasone Metered Dose Inhaler Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04,/06 25995-00024 MEAER B 2014/10/28

REICHT 5FEEE D REBAOBREERITS L,
REZHRALTHL, IO IIEFIhZELEDS,
GEHEIZCIEEDDZFEHC (EHLCADEITA AN TIHE
12& %),
FBRINF-HRSEKEREL. UnT 5,
TRHEMNE L EURTERVMGE(E, HhABRERICERT 5,

HLAHORTHEDHERDY @ FTEELGRIRM TRISE 5,

2 SERICCENBE. WREZESFOBENGCH LADHFE
ZELT, LGADLBWVESICTSHI &, MREICERALEE
MERVTTROWEIFDZENTERHEICIE, BUL-Y
Bz BULERENIRET D,

REYE T EYGTRINFITRET S &,

ABBEME. BET DIEICE, FMFRABRESIVEDOR
BlICfE-TRESH L, TOREICERSALHEICON
THLRA%ETHS. EORUNBEREINLGNEHET SLEDN
Hd.

ASDSDIER 13HBLUILITE T, ABRBRKRELVED
EHHEDOEEDY .

1. BEEVWERUVRELOIEE

;07 A
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BFHR, 2AFBRK D TAGBRKNTELGVNSEEE. BRIREEEZFEAL T
Ly,
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REDiEAZEITD,
BBSBRERATORRICEDE, EXHOBERLUVREMD
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& BIE,
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&S ETA: BERE BTEIZKETH: 2023/09/26
9.0 2024/04/06 25995-00024 #EERA: 2014/10/28
RE
RELRESH BZELOoNYED S,
ELL, BSORWNVEFRTERET 5,
ZEDREIZR->TRET 5,
FEREBETINEFRITEYBROIHENTLIEESL,
HRLWECAICESEZ, BN LET S &,
R E ROBIFEFEE V- L LITREELEL
B b E 4
b1 RAA
REURBBEMH WELRLHE: MEAL,
8. IXKEBEHLEURERE

ERBRRICETIHSHRBRR/HFRRE

) CAS B2 2 (RER |cEEE/ AEE | LA
fg) ERES I3
T4/—)L 64-17-5 STEL 1,000 ppm ACGIH
EARIUTSUNNRUEE | 83919-23-7 | TWA 1 pg/m3 (OEB 4) | M
IXTIL
BB RS
| #EERYHIR [ 10 yg/100 ecm* [ K&B

RER
MR RRER

24 NWE3—247F
RERUVEADRER

B R BAHIEENAFIRATERWES, XL EFR
THENA FSA D OHEANDIE L BARSNIZHEIE, P
RREFREEZERALEL LS,

Bia T Rkas

MR, KEZE®RET D,

9. MEMETLFHEE

PIRAR AR

1<)

R

RhoLEs0EDIE

AR BE R
BRAXITNE R RV HHEEEE

AEAE (EMR. =KD

BEHAREECITYI—IL

RIA oA TRTA b
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AIAE GRIK)

F—a#hL

BRETRARVERLRE AIARR

BEHEHAD LR/ ATALR

B

BREEHEOTR / AIHATR

B

BAENEE

I
BREE (Ehih1ER)

AR
KiztE

n-4%4 4%/ —IL/ KD EZRE
(log &)

£

Rt
X

=
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[*X]

U/ RIFHEAEE
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&
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B HREBE
BERT
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RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 25995-00024 EER B 2014/10/28
10. REERUVRIGHE
RIS D RISHERE LTIEsEI AL,
R EE D EEOWRETIHRE,
ERAERIC AR D REEAEVWV-OEENLERIT L EEBBIABHT IEERNH
éo
BOVBIERIERETH I ENH B,
HITHARNEEHE MR AL,
R fEE M E D OEBMER
BREELSEERY D BREELSBEERMIIAM SN TV,
1. AEHEHR
AHEEOHH>RERKOFER © |A
R E
£

RBICA-EB&

SNEH
FATRESERICE DR YNETELL,
B%:
1,1,1,2,3,3,3-~AF 22,40 7o y:
2HE% (RA) : LC50 (S v k): > 788696 ppm
RREERER: 4 h
HERIRIE: KK
#i%: OECD HERHA FS5 4 > 403
IR/—)b:
auEn (go) . D50 (5w k):> 5,000 mg/ke
7% OECD HERH A FS 4 > 401
2MEE (]RA) : LC50 (S5 k):124.7 mg/|

RREERFRE: 4 h

HERIRIE: BAR
FABRYVISUAILRIEBEBIRATIL;
ausEl @0 : D50 (S k):> 2,000 mg/kg
LD50 (%9 R): > 2,000 mg/kg

SHESEE ]RA) © LG50 (T k):> 3.3 mg/l
BREERFM: 4 h
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HERRE MLA/Z X+
BZ: CORETIIETIFREINTULVALY,

LC50 (¥ R): > 3.2 mg/l
RREERERE: 4 h
RERIRE MLA/ZX b

2MEE (ZOMmORER) © D50 (T v F): 300 mg/kg
BEEBK KT
FEAR: DT 0% PR &t

REEEE/R#HE

FIFETREAIERMICE DR Y DETEAL,

5%

Is/)—)L:

(Ed Lo

Hi& : OECD HRERHA FS 4 > 404

fER D RERIEAL

EBART VIS UALRUEBIRATIL:

"E A =
fER D RERIEAL

RIZHY 5 ERTREGE/RRIHE
FIRARREGERICEDCRY DETELRL,

B4

IR/—):

(Ed S

fER . IBAOFIE. 21 BUUAIZEE
& : OECD &=HE&HA K542 405

EARIUISUALRUBIRATIV

(Ed LS

faR . IR~NORBZL
PeF R 2 R A 4 ST [ B2 Il R A1

REREM

FIARREAERICEDSRY DFETELL,
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&S WETH: BEXE: BIEIZRET A 2023/09/26
9.0 2024/04/06 25995-00024 YE{ERABR: 2014/10/28
PRI 25 B 41
FIARETIERIZCE DR Y ETEALY,
5%
IR/—)L:
REEA A T B NEEEEER (LLNA)
EAOER 233 D B
2 DX IR
R Do
EARIVISUALRUBIRATIL:
RERA A T D RERIUTAtE— 3 VR
REDIRE D ORBRE
& C EILEY R
TFTEAAD R D EEFEBRBUESERL,
fER Do
e © guinea pigs ZRAWHERIZEK Y., AYEILBLVEE RN
METHAENTENS,
STEMREREM
FIFEETREAERMICE DR Y DFETEAHLY,
5%
1,1,1,2,3,3,3-~F42 7)LAQ7Aa/ny:
in vitro TOEEEM D RERA A T in vitro BELEBYHRECFERESAR
R
in vivo TOEEEHE D REBRA 4 T HEEYHRMBK/MEZERER (in vivo HIRAEMR
ER)
TR
BERK A (AR)
ER e
IHR/—):
in vitro TOEEEM © BERAA T in vitro HELEIYMHABEEFETESAR
ER e
HERA A T MEYER WD EIRERETEAER (AMES)
R e
in vivo TOEESEM D REBRAA T FomEBMRIERER (M)  (in vivo)
B:vw9X
RS RHIAALTEGE
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RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 25995-00024 EER B 2014/10/28
{ER NEARE
EARIVISUALRUBIRATIL:
in vitro TOEEEN D REBRAA T MEYMERAWNSEIREARETEAE (AMES)

R

HER2 A T RBRER
FAMRTFL: FroA Z—ANLRE —[HifHRE
R fEt

HEaA A 7 LBEREE
FAMRTFL: FroA4 Z—XNLRE—IIEHRE

R 5
RERA A TR UNE
R fE
in vivo TOEEEM D HRERA A TR ER
B TYR
BERK: £0
R e
HEgA 4 7 LBEKEE
B oy bk
AR Ba8
R fE
HERAR 4 T FEHA DNA & iR ER
B Svk
HRa T AFHERS
R fE
EHEMRERRYE - 7TEAA © BB EBEMRERERRE L THET I LETER
vk LY,
ENAME
FIATRELGERICE DR Y NETELLY,
5
EARIVITUANKRUBIRTIL
[ Sy kb
BE5ZR o RA
3| 2%
’E= : 0.067mg/kg AE
R =1
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RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04,/06 25995-00024 MEAER B 2014/10/28

2 DY R
BEZK o RA
R & AR 1948
B5E : 0.160 mg/kg AE
R D EM
HESEY
FIATTRE T IERRICEDCRBR Y R ETEALY,
By
1,1,1,2,3,3,3-AT74 7)b7]'EI7’EI/\J
FIRICR T 82 D REBRA 4 T —tHREEEEER
B oy bk
BELK BAGGR)
R fEt
BE BT 2mEaroBont-T—42I& <
BIERODEE~DEE D BB T ZRNELUBRERE
B ov bk

BERZE: |RA (HR)
75i%: OECD HABRA A K54 2 414

R e
IR/—JL:
HIRICX 9 58 D RERA 4 T R AEEEEER
B TYX
BEREK AP AATEEE
R e

EARTVISUALRUEBIRATIL:

FIRIZR T 82 D B T EREN
B Sy bk
BER®K BT

5B F3: NOAEL: 0. 015 mg/kg 1AE
fEIK: ZREINEFRER, B LEBRROKE,
R ZREICEEREL, , £HEEA~NDEE,

REDHEE~DEE D HRAA T ZRMELUVRERE
B YvOR
BEREK KT

Bt - B8R =%, : LOAEL: 0.06 mg/kg {AE
HR EEHDEE, , EFBELERESH
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RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04,/06 25995-00024 MEAER B 2014/10/28

HEBA4 T BN L URRET

B Sy bk

BERK BR

Bt - BBIR&E1E, : LOAEL: 0. 3 mg/kg AE
HRE - BRESN,

HERAA4 T BN L UBRRER

FE ¥

BERRK BR

it - B3IRE1E, : LOAEL: 0. 15 mg/kg AE
R IE-BREEN.  FELRDOLNT,

HEB44 7 2RI L UVBRRERER
oy bk

BEEREK KT

Bt - BRIR&E M, : LOAEL: 0. 15 mg/kg AE
R FERADEE,

HEB44 7 2R L UVBRERER

B oyx

BER%K &0

BT - BRIR &1, : LOAEL: 0. 7mg/kg AE
R IE-REEM, . FTEMRBDHONT,

AEEME - TEAA U D BMRRICLDERFANOEBEZELNRAEICHD. . BYER
[C& D EMMBRE S UVEBANDEZENH S - EMN—H
MFESN TS,

FERMEREE (EEE R
FIRARIRELERICEDICRY DETELL,

By
FBARYVUISUANLRIEBIRATIL:
|liE= L AFAEELRT— AR ENERETEEINAL,

FERMESREE (RETCR)
FIRARRELERICEDCRY DETELRL,

%0

EARIUISUALRUBIRATIV

REDTRE D IRAF LA/ R N/TE)

HZ 25 D RER HE BRE OEE

TEAAD R D REIIChT=3. RIIREIELBIZLZEBROEZTDES F1.
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Apuhlic

-5 ORGANON

RES ETA: BBES BTEIRETA: 2023/09/26
9.0 2024/04/06 25995-00024 #EERK A 2014/10/28

RELREEY

B4

1,1,1,2,3,3,3- A4 2)LA0 7O/,

2 D2y kb

NOAEL 731.69 mg/|

BERH® WA (HR)

IR E SR 13 &

Hik OECD HERHA FS 1> 413

IR/—I:

& AN

NOAEL 1,280 mg/kg

LOAEL 3,156 mg/kg

BEZK A RAATEIHE

IR ERFRE 90 Days

(i
NOAEL
LOAEL
bR )
R & B
TZ RO AR

(i
LOAEL

B E5RE%
R & B
TZ RO AR

2
NOAEL

R EREHS
R 55 i i
R ER

2
NOAEL
bR
R 55 i i
R ER

FBARVVISUANLRIUBIRATIL:

AN

0.005 mg/kg
0.3 mg/kg

#n
30 d

1) 2sNEi, BFFiE,

Hal
m
¥
T8

El

é{o
=
&
E=m
Ig
X
Th

013

BB, b,

mg/ |

J

00

AHBCA/I R N/
d

) ooNER, R,

0. 0005 mg/|
A LCA/Z R /IE)

90 d

BB,

1) NER, PR,

. TR

. TR

B, B R MR

B, B MR, AT
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RES WETA: BIERE BTEIZRET A 2023/09/26
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RAAFEKL

FIATREAERICEDCRY AFETELL,

B

EBARY VIS UAILRIBIRTIV:

|ESZE

MNMEIZXT 2 RBEER
A%

EBARY IS UANLRIEBIR
A :

AL

B3

T

fEK: TUILX—MER, EE WEERX LREREE, B2
e, OEAVOAE, BEh0REAH HEHERE SKERAND
2E, HIEFRR

R #5, &E

FBARVVISUANLRUBIRATIL:

lliz=

R B R UR FTRE

12.

1,1,1,2,3,3,3-AF422)L4A07

SOVIAENKEESHEY ¢
I2xt9 5&EMH

R KEEYICHT HFEN

A/

LC50 (Danio rerio (E75 74 v a)):> 200 mg/l
BREERFRA: 96 h

A% OECD EE&R A K54 > 203

&% BT 2mEIBONT—FITE DL

EC50 (Daphnia magna (F#4 =< >3)):> 200 mg/|
RREERER: 48 h

Hi%: OECD HEEHA K54 > 202

BE BT IMEITEONT—FITE DL

EC50 (Pseudokirchneriella subcapitata (#k%)):> 114 mg/|
RREERERE: 72 h
7#i%: OECD HER A1 K541 > 201

14/ 22



ReF—2U—F A

Mometasone Metered Dose Inhaler Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04,/06 25995-00024 MEAER B 2014/10/28

#E: BLUT ELFON-T—2IZHEDIL

RAESZERE (Pseudokirchneriella subcapitata (#%%)):
1.2 mg/|

RREERERA: 72 h

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

BE BT IMEIEONT—2IZE DL

MEMIZxtT 55N . EC50:> 173.1 mg/|
BREERFR: 3 h
7#i%: OECD RERH A K54 > 209

IR/—):

y: b= : LC50 (Pimephales promelas (77w kAY KI /™)) >
1,000 mg/|
RREERER: 96 h

SOVIAENKEESHEY © EC50 (Ceriodaphnia (22> 3)):> 1,000 mg/l
IZxt9 5FE M RREERERE: 48 h

R KEEWIIRT BEM  ErC50 (Chlorella vulgaris (#%7/KE)): 275 mg/|
RREERER: 72 h

EC10 (Chlorella vulgaris (i#%7/K3)): 11.5 mg/|
REEERERE: 72 h

SOVOFEQOKEETHEY . RKEEZERE (Daphnia magna (A 2>0)):9.6 mg/l

[Zxt9 5 &M (BIESM) BRERAFMA O d
MEMIZxT BEME : EC50 (Pseudomonas putida (a—KEF R - FF4)): 6,500
mg/ |

BREERFE: 16 h

EBABYIVISUVANLRUBIRATIL

BEMN : LC50 (Menidia beryllina (3JL/S—HA F) ):0.11 mg/|
RREERER: 96 h
BE REERRBIZEIT2=HEL

LG50 (Cyprinodon variegatus (—7FAAY KX/ —)):> 5
mg/ |

RREERER: 7 d

BE AEERRBICST55HEL

SOVIOEOKEEEHEY © EC50 (Daphnia magna (A4 3 >3)):> 5 mg/l
[Zxt9 55 BRERAFMA 48 h
ik OECD FRE&A A K54 > 202
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RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04,/06 25995-00024 MEAER B 2014/10/28

7% BRERFEICE T H5EMHEL

EC50 (Americamysis (ZA AT X)):> 5 mg/l
IREERERE: 96 h

ik 7 I EAUSREER

w5 BREERFECS TLIEHEL

S KEEWICHT HEM © EC50 (Pseudokirchneriel la subcapitata (#3%)):> 3.2 mg/|
IREERFRE: 72 h
7% OECD ERB&RA A K54 > 201
#E BAEERFECSTLIEHEL

BEH (IBEMH) D RKEZERE (Pimephales promelas (77w kAy KT/
r7)): 0.00014 mg/|
RREERER: 32 d
A% OECD SRER A A K54 > 210

SUVIOEOKEESHEY © RRXEFZERE (Daphnia magna (A4 32>3)):0.34 mg/l
IZxt9 5E M (BHESH) RREERFRE: 21 d

A% OECD HERH A K514 > 211

% ARERREICHITI2EHEL

MN-2704—(k&EREFEE : 100
% RE (B )
MEMIZxtT 55N : EC50: > 1,000 mg/|
RREERFRE: 3 h
RERAZ A 7 FEOR N
7% OECD HE&H A K54 > 209
% BARERFEICS T HMHEL

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

HER R o T PRI

A% OECD HEEHA K54 > 209
BE AEERRBIZEITS2=HEL

R - SR

5

1,1,1,2,3,3,3-~F4& 2 )A07a/\>:

£ D R SoRETIEAL,

EofR: 1%
RREERER: 28 d
7% OECD HERAHA K54 > 301D
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Mometasone Metered Dose Inhaler Formulation i ORGANON
RES WETA: BEXE: RIEIZRET B: 2023/09/26
9.0 2024,/04/06 25995-00024 #EERLE: 2014/10/28
I4&/)—J)L:
o R BRI,
HE0fE: 84 %
BREEESRS: 20 d
EARIVISUALRUBIRATIL:
HEofEE BRSO REETIEAL,
HE45f2: 50 %
BREEESRS: 28 d
K%k OECD &HERH A K54 > 314
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n-A4o 4%/ —IL KPEEZEE : log Pow: 4.68
(log &)
TiEdhnBEIME
5%
EARTVISUALRUEBIRATIL:
"I%iﬁﬂlﬂfbéﬂﬁ : log Koc: 4.02
TV B~OFEH
5%
1,1,1,2,3,3, 3-~AF a2 7,040 70/8:
TV U RBRHIERE D EERA: B BEYMEORAEFIZKSA Y VEDREIZE
¥ BT (FEA: 2018-08-10)
EE:.6

TL—T BEEMBEFOIIL—T I

17 /22



ReF—2U—F A

Mometasone Metered Dose Inhaler Formulation i ORGANON
RES WETA: BIERE BTEIZRET A 2023/09/26
9.0 2024/04/06 25995-00024 EER B 2014/10/28
thnBERE
F—a#L
13. BELDOIE
BREESE
BREEY A BEBRAORFIZENLLT S,

BEME T KAEEH L TIE A S AL,

FRBHRRUVEE IF7V—IER (ERAREEH) BELY > TERIZZEIC
THIES
ZEOBHE. VAV IVFELEEZEDLHIC, BAIEZ(T1:
BEEYUEXREICRRT S
BICEENENES. RERAGRELTEET S,
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R L g5 (UNRTDG)

EEES (UN number)
E&#iE 4 (Proper shipping
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EE 5 $8 (Class)

B2 EH, (Packing group)

I RJL (Labels)

BHAEN

#2245 (IATA-DGR)

UN/ID &% (UN/ID number)
E&#iE 4 (Proper shipping
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EE 5 48 (Class)

B2 EM, (Packing group)
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WawEr (BEYH) (Pack-
ing instruction (cargo air-
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WatER (REWH) (Pack-
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EEZES (UN number)
EE# %4 (Proper shipping
name)

EE5 48 (Class)

B ER (Packing group)
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AEROSOLS
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RHEICLDENYHETEL
2.2

[

UN 1950
Aerosols, non—flammable

2.2

HENZ K BB LBTEL
Non-flammable, non-toxic Gas
203

203

UN 1950

AEROSOLS

(Mometasone)

2.2
BElCkDENYETEL
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ADS [CHENWTHBLREHEZDBHNMRYEDRENMERTDERIL. EXMETHIEEE
BHEYT

5| Rk D HHE#IT—4. BEME SIS (CEDILF—4. O0ECD eChem
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REER
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FlLEYERE: INDG - ERELERYMRIE IN0 - EREEHE. ISHL - S@RE/EE
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MBNATRSIA TS LD ZERRC: Neh - FURRI NOWEC - EEZMZEIRE, NOAEL -
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EMEMERBRI AT A

CORET—RI—FUUAT TSDS) &0V3) TRIET HHFMUT TRFEHI &0V D) K. FEH
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