R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06

EERDEBR . Orbifloxacin / Posaconazole / Mometasone Formulation

HicE0RtEH. EFRRUEEES

HisEDSLRM N

=3 C BER REAT™ i 810 NSD Xttt FEIBIH
BRES : 048-588-8411

BFA—ILTRFLR . EHSDATASTEWARD@msd. com

RRERERES : +1-908-423-6000

HRARRUERLOHRE

HERE D BERM

A EDHIR S

2. ERAFEOEN

LMD GHS 348

RICHT L2EELEBGE R @ K528
Rt

KERRHEENE RY (18 P8 Y
%)

GHS SRIEHR

BREXITO VR
EEMREEE =4
EREEMER : H320 ER#I,
HAT1 RERFRGREISSEIC & > TKREEWIZS .
FEEE

REXEK:
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06

P264 ERik WMRITEEZ# L CEZS 2 &,

P21 IREBE~DHMHE EEITHZ &,

CaEE:

P305 + P351 + P33BERICA -T=1FE : KTHOBEEERCE
S5C¢, RZaVE I FLUAFEFRALTWTESIZHE S5
BlIENT L, TRRLESEHRTH L,

P337 + P13 ERDRHA K < 15E : ERIDRZR./ FLUTEZIT
6 : to

P391 R %=MEIURT 5 Z &,

BE3E:

P501 AEY)., BHRERBIN-NEERICEET S &,

GHS IR L WMDEREEY
R L,

3. MRRURSER

LEME - BEYMDORXI D IRAY

[0%)

=22 CAS B = 8= % w/w EMARER
EH5

Bedh (Fim) 8042-47-5 >=60-<70 9-1700

Orbifloxacin 113617-63-3 >=1-<3 -

EARYUITSUNIIRUEET R |83919-23-7 >=0.1-<0.25

TIL

Posaconazole 171228-49-2 >=0.1-<0.25

4. HRIEE

— RN KNS R D BHOBEL. [ISVNTChBNWEEZRELICEEDNDZEE
215,
FERAREICIHE., FRERMAHLIERIT. EFDIERE
ZlT5,

A LI5S D RWVRAATESE ., HIREEIOBERABET 5.
ERLEZRTS,

REIZfE LI=5E D BEMLEES. BELICKREEZRITALSEDKTHEVNTRT .

FBERLERBRESUVHZR <.
ERLEZERZTS,
BERADHIIZKRRZERES .
HEBERT HRICERISKS.
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€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06
RIZCA-=158& Ef L1158, ELIZZEDKTAOLCED 16 2EB %%

RAAATZGE

RAMERRVCEREERDOEK

LERLHIRER
BREEEZEY 2EDRE

EERIC T 2 RAEEESE ¢

LR,

BECTEDBAICE, av4 9 FLURZERYST,
EELEEZT5,

AIAATIEES. BEICHAELL,
ERLEEZ(T5,

KTeOxKLTT

AR il ik o

HAMBERBFBEODREITEEZILL, HESN TSR
BREZFERATHE. BROTRMENHHBEE. HESD
BYGEAAREEZSREOC L (BR8E5E) ,
XHBREBSURMEREZERZITAHC &,

5. NKBrDFEE

B Y73 H K F

FEoTIHASULH XA
BEORKRAEEN
HAERERIEY

JKIEFE

it 7 )L a— L ia sy h Kl

b=k (C02)

R H A A

MR L,
BRIRERM~DBZRIBRICEERIFTIEELH D,

RFRERIEY)

BHDHENAE WG ORR & FDREICIE C TRV GHAFRZANS,
RAHDBRREANT HDIZKEEET 5.
RETHNIEREBEI VT FENKBEIN ST,
REgihoBESEDH &,

HRETSEDORE KEFFICIE, BIXTRSBZERT 5
REEZFERT Do

6. IRHEDIEE
AMRICHT HEEEE. RE @ REEZERT D,

BRURIFEE

REBRICHT HFEER

ZEERYKZLNDOT FNA4 R (HB T 258) . BEARE
BnREFEICEY (HE 8 E3H) .

BRE~OHREZEITHZ &,

REZHRALTHDL, INPIEFINZEILEDHS,
GERICIEESIDEHC HLERADFEREFAAMINYTIHE
I2&3),

3/30



RET—HRI—F
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06
FBEINERSEKEREL, LDT 5,
THEAE L CEUNTELZWMESX, thABRKIZERT 5,
HLIADRLEIEDHERY | FEMEGRINM TRIREE S,
ekt 2B IENT-BE. HREETEEDOFEY A LIAHFE

ZELT, GADRBWESITTH &, BRREICERLEE
MERTTRVWEFSZENTERHEICIE, BURLY
HBZzEYGERANITRET 5.

mEYE T EYGRRINEITRET S &,

AEMZERE. BETDIRICE, FMABRABRESIVEOR
At TREBY S5 &, TDOHRBICERSAEYEIZON
THLRHETHS. EORUNABEREINLEINEHET 2RLEN
Hdo

ASDS DIER 13 B LV 15 ITENT, MABRAKRESVED
ERHOREDY .

1. BBEVLRURELDER

Rk
530 0bo S
BFTHER, £

ZEMPIEER

e fih 3158
BAEXE

FLEHLERVRERBEDEDRFENRESE,
FTRRBENTERVNGEEIE. BAAIREEZFEALTLE
=Ly,

BEOKRMRIZA ALY,
EIPORATL—I R FERULGAEALY,

BRARAFEZLY,

AR&E DiEfLEEIT 5,

WMFWNEIEIREZELCHES &,
BISRERAEDHKRICEDIE, EXEHOFELLUREHD
ETHREICHENERYIES &

BREFHALTHECZE,

FNOREMEZHLEL. REAOBEE&H/NMRIZCTSI LI
E95,

E& 1L %

BEOFEAPIIEEDE~ADIE EOTTEESENHZBEIL.
EEBROELICTA ISV VI VRATLELUREV Y
D—%#FJ/ELTLIEELY,
FEAFIEIRERUBREEZZIET S,
BEREINE-KRISBEFERT 2RNICEKET DL,
27T 4 DHBHLEARL—2a vk, ToP=F7a
vha—jL, @EUGEANERE. BUGKROLES L WE
LREFIE. EXFLEER. ERERLEERHOEROL
Ea—%280RENHY ET,
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 439120-00020 #EERH: 2016/01/06
RE
TEHRESEH DOBEYESRILODWERRIZANTEL .
BEL-oMYEDH S,
ZEOREIZK->TRET 5,
RIS D O ROBMEFEEHE NSO L LIZTERELLEGL
B FR AL K
TELBH[TDEME D BIBOEE MRAL,

8. [F<EMILRURHEIEE

ERBREBIZE T IR BRERR/HFERE

5% CAS &= BiE (RER | EERE/BEERE | HH®
fE) B | R EE
B&fis (BH) 8042-47-5 TWA (R AR 5 mg/m’ ACGIH
)
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB RER
2)
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)
EARYUITSUAILKRUEE | 83919-23-7 TWA 1 pg/m3 (OEB 4) RER
IXTI
EHMRIER: RS
| # =B Y HIR | 10 pg/100 cm* | 19&B

BRI D BR. REEFSUVURBEZHRET SO, 2100 =F7) Y
JEBIIRMRETICKYEESA, WP EIICRHRVERESL
BHENHYET,
[FEI. FABKETITRYFEHLENTLESL,
HO—X7AatRA AT LMIEIEMEZERLET,
ERECTYIRSBEEX. T7AVILIET SAEEEZD L
TWa=H, BMIZIECNNMAE—TTF1sFvEXRY b,
B T— FBLUZQEIOIMGIFNA REEYIFEALE
T, COREEEMNLZEMEE. SA VLA ELLERVF R
v T ETRMYKWNET .,

RER
MR ARER D BYERBAPFREENFATELWNMES, FEIEX < EFE
THENA R4 D OBENDE LS BATRSAIBEE, F
RREFREEFEALEL LS,
T4NE—84T D WHTFREERESAOESSAT
FOREER
#E DO HEREFR
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Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETA: BEES: HTEZRET B 2024/04/06
7.0 2024/09/28 439120-00020 #EVERLE: 2016/01/06
&= FREZBETERTAIEEZRFLEL LS,
IRORER Y4 Fo—IL FHEREREL L XT—IILEFRT S,
FEREL LIIEERITEDELMREE, S X+, T70Y
W ERRLET BHIGAF. BRIV ILEFRT 5,
MLA. SR, HLKEI7RYVILICENEESLSINS
ATREMEMNHBIEEIE. 7 —RP—IL KL LLIEFDIEFLD
L7 z—RBEOTIOTFU L3 vEFRALELES,
EERUVEARDRER A=74—LH LLIEEBREAI—FEBERALELL S,

MEREHAZBELEVWLSIZ, EEINDIZIRVICEDE, &K
FEOSA— AU rZEEMLTERALELLES (Bl, RYU—T
Ly, 27>, RFR, FIMETR—YRE) ,
BEINAREEDOHIKRELR CIHEEIXEY L AETIT-
TLEEELN,

9. MEHRMLEHNEER

WIRIR e o
= RIA bDATHRTA F
B e
BLoLEW (R E F—AHL
R EE A F—AHL
BENSNBARCHEER © T2
A (ER. S5 IS
AR GRIX) F—AHL
ERTRARVERLRE AHRER
EREED LR/ ARER © T—2HL
fis
GREEO TR/ ABRTR : T—2%L
&
Blk A F—AHL
PRRE F—RAL
pH T—a7%L
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€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 439120-00020 #IEERLA: 2016/01,/06
RREEE F—RIL
BARNERE F—21L
FhHE
BFE (BFNEER) FT—H27L
AR
KB T—REL
n-#4%4 %/ —JL./ K5SBR%E %Y
(log {i#)
BT F—AHL
ZERV/ RITHEANZE
LE F—a1L
BE FT—H21L
HAHREBE T—3%L
BRI IEFMELL
iz 2| =1 AEGIEEEEYME L L TEOEINLGL,
FFHE
HFHAX %Y
10. KEHRURGHE
RIS RIGHRERE LTIEoEI ALY,
R EMSE BEDIRETIEIEE,
fEREE R ATHEE BULVEIERIERIST D2 ENH D,
HTHAREEY fMREL,
AR E & 1 &l
EREE LN RERY BREELMBRERYIZA SN TV,
1. BEMHEHR

AR D H D REBFZBOFER

WA
R gt
30
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Orbifloxacin / Posaconazole / Mometasone

Formulation
&S }ETA: BEEE: BIEIZRET A: 2024/04/06
7.0 2024/09/28 439120-00020 #E4ERLA: 2016/01/06
BRICA-=BE
AtEk
FIATTREIERICE DR Y DETELELY,
B
2EEE #&N) : LD50 (T v k):> 2,000 mg/kg
HE BEELCEEERIIRE S LG, -1
COREETIIETIFIBREINTULVELY,
ausEt 8K : LD50 (S5 k):> 2,000 mg/kg
HE BELTEEERIIBRESINGEN O
D%
BedE (Fil)
2lENE o) : LD50 (S k):> 5,000 mg/kg
2usEtt (|RA) LG50 (S k):> 5 mg/l
AR 4 h
HEREE MLA/S X b
TERAV R COYMEE-ILEEYIREORASHEILE
L\o
SMENE 8BR) : LD50 (7 H¥): > 2,000 mg/kg
FERAV M COMEE-ITREYITAKDRESHEITE
Ly,

Orbifloxacin:

anEr (Bo) : LD50 (5w k): > 3,000 mg/ke
B CORBTRECFEEIATIAL,

LD50 (v 2 R): > 2,000 mg/kg
HE: CORAECERTIERERINTLAEL,

LD50 (X): > 600 mg/kg
fEAK: MR it
B&: CORECHEHETIXERIATLVAL,

aMEE (RA) CEE T2 AL
AMEE BR) D EE T2 AL
SMEE (Z0MHhOREH) © D50 (Z v k):> 200 mg/kg
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH:
7.0 2024,/09/28

REES.
439120-00020

€ MSD [} e

AIEIET B: 2024/04/06
#EERLE: 2016/01/06

’REZR: NN

LD50 (%9 R): 500 mg/kg
BE52K: BIAN

LD50 (5« k): 233 mg/ke
52K FHARN

LD50 (= ™ R): 250 mg/ke
B 52K 53RN

EARTUISUAILRUBIRATIV:

AMEE (&0

ANEE (RA)

AET (Z0thoRRi)

Posaconazole:
2EEE E0O)

2ET BR)

REREEWEE

LD50 (5w k):> 2,000 mg/kg
LD50 (v 2 R): > 2,000 mg/kg
LC50 (T v k):> 3.3 mg/l

RRERE: 4 h
HEBRRE MLA/S X+

FE: CORETERETIIBEEIN TG,

LC50 (R R):> 3.2 mg/l
REERFE:4 h

HERIRE: MLA/S X+
LD50 (T v k): 300 mg/kg

BREREK KT
FEJR: N OR bRl &

LD50 (T k): > 5,000 mg/ke
LD50 (v~ R): > 3,000 mg/kg

LD50 (5 = k): > 2,000 mg/ke

FIARTRELERICEOCRY DTSR,

5
i
R

A e
B D RS RIS
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Orbifloxacin / Posaconazole / Mometasone
Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024/09/28 439120-00020 #IEERLA: 2016/01,/06

5%

B&dHE (Ril)

(E S

FEER D RERIEAL

Orbifloxacin:

b R =

Ak . FLa XHER

fER D EERIEA L

EARIVISUANKRUBIXTIV:

(E S

FER D EERIEAL

Posaconazole:

"@ LS

FER D EERIEAL

RIZx 9 S ERGBENE RFIBE
AR R

B

2 DY X

R © BEORERE
B

Befin (B :

"E L =S
fER ;. BRA~OREAL
Orbifloxacin:

L R
fER D BEORERH
Hik D FL4 XEHER

EARTVISVAILRUBEBIZATIV:
| 18 LoYE

R D IRANDRIBGL
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Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH:
7.0 2024,/09/28

REES.
439120-00020

€ MSD [} e

AIEIET B: 2024/04/06
#EERLE: 2016/01/06

Posaconazole:
|@
fER

FEOR AR A X (S 5 R A1

R R B AR

A
B DHRRI

FIATRELERICEDSCRY DETERL,

PEOR AR RAFIE

FIATRELERICEDCRY DETERL,

i
HEBEAT
LDk R 3
R

B4

B&gm (Fid) :
HERY AT
Dk R+ 3

2

#ER

Orbifloxacin:

HERE AT
RBOTFK
12
R

RS AT
RO IR
12
TEAA
UEES
s

Posaconazole:
| B e

EARIUISUANLRUET

Magnusson-K| igman-Test
23574
RIEBREME TIEAEL

Ea—5—i&
RS Hfi
EILEY H
=4k

THLTAE—L 3 VB
534

EILEY L

BSBAEME TR

TI:

XA E—L 3 VR
TR

EILEYH
BREEBBESEEL,
(=4

guinea pigs ZHWLV-HERIZKY . KMEIFFT[ R EBR/ESE

METHDCENTREND,

Magnusson-K| igman-Test
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R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETA: BEES BIEIRETA: 2024/04/06
7.0 2024/09/28 439120-00020 #E4ERLA: 2016/01/06
REDIRE D RIEYEA
2  EILEY
R D e
HhEHRR ZE 2R
FIATTRERIERICE DR Y DETEHLY,
B
BEgH (JH) :
in vitro TOEEEM ©OHERA A T in vitro BB CFEESAR
R e
in vivo TOEmEM D BREEA 4 T HILEYARMEBR/MZERER (in vivo MRS
E%)
= Ayl d

B’E R ERERIEST

7% OECD HERAA K51 > 474

R e

#E: BT SMEILR/ONT—FIZE DL

Orbifloxacin:

in vitro TOEGEMN D RBRYA T MEM TRV B EIRRAERRER (AVES)
TR 1Ak

RERAA T OR Y 2INE
R B

HEBRa 4T REREE
TRARRT L ABD ) 35k

R B
in vivo TOEEEM D HRERA A T IMREER
E: 79X

MR B8
BER2E: BERES
R e

HER A 1 T FEH DNA & R ER
B oy b

HHRaZ: FTHARA

BE&ZK #0

R e

AEMEEERRE - TR A ¢ RUNECEERRRALERRE L THET S LETER
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RET—H—+h EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation

RES %ETH: BEES: BIEIKETA: 2024/04/06

7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06
vk R

%i99/77/ﬁw*J&IZ7w

in vitro TOEEEMN D OHBRA AT MEMERV S EIREAREEHER (AVES)
R s

HEgrs 4 T 2BAKER
FRRMRTL: FrA4 Z—XNLRE—fHfER
R fatt

R4 T REBREE
TRAMRTL Fr4Z—ANLRE &
BR Bt

RERAA T ORY 2INE
R e

in vivo TOEEEM D RERA A T IMERER
B voR
BE£K #0
R e

HERA A T RBHRESE
& S I~
HRaE: &8
HER: B““IE

HER 2 A 7 FEHA DNA & pEkER
B oy hk

AR RTHARS

R fatt

ATEMRRERRE - 7R A 0 RUANECEEMREEALRRE L THEI D LETER
vk LY

Posaconazole:

in vitro TOEEEMN D HBRA AT MEMERV S EIREAREERER (AVES)
BER e

HEBRAA T REKREE
R

in vivo TO&EEEM D HREBRA 4 T ER
E: 79X
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RET—A2I—F
€I MSD [ rune
Orbifloxacin / Posaconazole / Mometasone
Formulation
&S ETH: BEEE: BiEIZRETB: 2024/04/06
7.0 2024/09/28 439120-00020 MEYERLB: 2016/01/06
mrai: 55
B2 FERA
R 2
EHEAM
FIFRATRE SRR SCBY HETELL,
B
BedkHE (Ril)
2 Sw bk
BEZK RARAATEHE
IR EEEERE 24 + B
fER (=23
Orbifloxacin:
2 Zv bk
BE5Z% #n
A% 55 B 2F
NOAEL 200 mg/kg 1AE
fER (=23
2 TIR
BRERR #n
IR EEEERE 2 F
NOAEL 200 mg/kg AE
R (=23

EARIUISUALRUET

2

R E R
PR 25 s ]
REE

R

12
RE5 R
iR 55 BF

REE

R

Posaconazole:

iz

AT

vk

A

2 &

0.067 mg/kg AZE
(=45

TR

A

1948

0.160 mg/kg AE
(=45
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES ETA: BEES BiIEERETH: 2024/04/06
7.0 2024/09/28 439120-00020 #E4ERLA: 2016/01/06
BEZE® C #0 (g5)
A% 55 B . 2F
R © B
e D EREEBOE— FIXAR & EBRZ,
L D WIR
BEZK L #B0O
iR E=BERE . 2%
HER - 1k
-3 D EREEBOE— FIIAR & EBEZ,
EhESEY
FIATTEETIERICE DR Y RFETERELY,
%
BeHE (Ril)
HIRICK 9 D5 E D RERA 4 T —tHRAEEEEER
B Sy bk
BE 2 RS
R e
BRORBE~DZE D HREBAA T ZBEMELURREREE
Sy bk
BERE SRAAALTEEE
R E
Orbifloxacin:
HIRICK 9 D5 E D RERA 4 T A mEE R
B Sy bk
BREREK £0
—heEME  #1: NOAEL: 50 mg/kg AE
¥IEARE F & NOAEL: 50 mg/kg A E
R ASTEET L,
fBRORBE~DHE D BB T ZRMBLUVBERE
Sy bk
BEREK £0
Bt - BRIRE4%, : LOAEL: 333 mg/kg {AE
R EFEEEILGL, , BEREFRANODAELEZEIERE
EHENSMEGEICOAFIBALT-,
HERA A T ZREMNB L UVUBERE
FE oYX
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETH: BEES BiIEERETH: 2024/04/06
7.0 2024/09/28 439120-00020 #E4ERLA: 2016/01/06
BEREK £0
RO — A& =1 NOAEL: 20 mg/kg AE
BE - B3R a1, : NOAEL: 60 mg/kg {AE
R MR EADEZETLL, , BEREFRADEEL
EEIBREHENENGEICOAHBBELT-, , ETL-&
ADAEERM,
HEA A T HE
1N
BREZK &0
FESM: LOAEL: 2. 5 mg/kg AE
R EBOBRE~DEE, , BT,
HEEEE-T7EAAD K . IMERRICKDERBICEZENHDIZEN—EILEEINT
W3,

EARTVISUALRUBEIRATIV:

FIRICK T HFE © RERA A T EREN
E: Sy bk
BRERE KT

4 5B /3: NOAEL: 0. 015 mg/kg {AE
fER: RFBINAEGFRER, BLL-REOKE,
HR RERICHEREL., , £ERA~NDRE,

BERDOHKE~DEE D HEBAYA T ZENELURRERREE
E: 79X
BREREK KT

I% - fg!R &%, : LOAEL: 0. 06 mg/kg AE
HR MEtoE, | EFUIEEREST

HERA2 A T ZREMNB L UVUBRERE

B oy bk

BERER BE

I% - BRIRE= M, : LOAEL: 0.3 mg/kg AE
R I - BRIREM,

HEA 4 T ZRBNE L UBRREKE

& oYX

BRERK &K

Br - BRIRE, : LOAEL: 0. 15 mg/kg AE
HERIE - RREM. , FRSAEDLNT,

HEB44 T 2RSS UVBRERE
Sy bk
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RET—F—F I MSD A

Orbifloxacin / Posaconazole / Mometasone
Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 439120-00020 #EERLE: 2016/01/06

rREZR: KT
BE - fa!R&E M., : LOAEL: 0. 15 mg/kg AE
RER FER~DEE,

HERAA T RS LUBRERE

& oy x

BE&K &0

BE - BR'R&=1E, : LOAEL: 0. 7 mg/kg {AE
R K- REREN. , FRIRBOHLONT,

EESME-TEXA U D BMRRICEDERBNOBZENRHEICH D, . BYMEER
[Tk % EMMMRE S UVKBA~NDEBEZENH S - EN—1B
MEEENTLND,

Posaconazole:

EIRICK 9 D5 E . HERA 4T 28RS / VHRERLE
oy k4R
—A%E 1 #: NOAEL: 180 mg/kg AE
fEK: EITEIANDFEE(T AR
MR =

HERA 4 T 2AEEe S / VIHIRERE
Boyhk AR

—AgEM  #: NOAEL: 45 mg/kg AE
fEIR: AT~ DEE(L AL

ER 2
BROEBE~DEE D BB T ZRMNELUVBRERE
.Sy bk AR

’EER: &0
F A1 LOAEL: 29 mg/kg AE
HR: RS, FRARDHON,

HERA A T ZREMNB L UVBERE
oYy xX AX
FH =M LOAEL: 40 mg/kg AE

R MRS,

AREEE-TEXADE D BMRRICLDERBICBEEZENHSEN—EIAFAESAT
AT

FERMRSBSTE (BEEIECE)
FIATRGERICED(RYSETERL,
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RET—H—F CIMSD A e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024/09/28 439120-00020 MEERA: 2016/01/06
5%
EARIVISUANKRUBIXTIV:
Iz L OAFARAET—RICE S EHEREEERE I,

FERMBHRSTE (REFICR)
FIATTRELERICEDCRY DETERL,

B

EBEARIVISGUALRUBIXTIL:

EAOES 230 D RAELCA/S R MIE

IZ R g 25 D RER R BRE EE

TEAA R o RECh-5. XIREFCBIZEK2BHRDOEEDS F1,
Posaconazole:

EAOES 3] D BRARAATEGE

IZ R i 25 . BT, B B R 4iERsR #EXR
TEAA R D REIIHh=5. RIIREFCEBICKIEFDES,
REELESEN

5

B&dHE (Ril)

T2 A

LOAEL ;160 mg/kg

BE5Z2% D BRAIAATEGE

YA 90 Days

L D Zvhk

LOAEL o>=1 mg/l

BE5Z% D RAF LA/ R NIE

A Y |

Ak : OECD HERAHA K54 > 412
Orbifloxacin:

T2 A

NOAEL . 20 mg/kg

L OAEL . 80 mg/kg

BRERR o8B0

i 55 B . 3 #H

1RO AR D B, K B R
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RET—HRI—F

€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES ETA: BEERS BiIESRETA: 2024/04/06
1.0 2024/09/28 439120-00020 #EERLBE: 2016/01/06
i <HR
NOAEL 80 mg/kg
LOAEL 250 mg/kg
B 5 #E #o
A% 55 B 3 78
2 FX
NOAEL 50 mg/kg
LOAEL 250 mg/kg
B 5 #ER #0O
B 25 B 14 Days
gl e D B
9iE K BBTE
k3 BEINDHETE
& FX
NOAEL 2 mg/kg
LOAEL 3 mg/ke
B 5 REg #0oO
A% 55 B 90 Days
IZ RO AR B
% BEGASEREREINGN 1
2 PN
NOAEL 37.5 mg/kg
B 5 Eg #o
A% 55 B 30 Days
2 *3
NOAEL 7.5 mg/kg
LOAEL 22.5 mg/kg
B 5 #E #0O
YA 1 7 A
JiE K BT E

2
NOAEL
LOAEL
B 5 RERg
iR & B
1 RfiE R

iz

FARYI VIS UAILKRIBIATIV:

vk
0.005 mg/kg
0.3 mg/kg
#0

30d

PN

) oo\, B OBIR, RE, MR
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R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
&S }ETA: BEEE: BIEIZRET A: 2024/04/06
7.0 2024/09/28 439120-00020 #E4ERLA: 2016/01/06
LOAEL ;0.5 mg/kg
BE5#2% 0O
e 22 B R : 30d
IE R gz D Y oongE, BRE BT KRB, MR
L R S
NOAEL :0.00013 mg/|
BRERR D RAMLCA/S R MIE)
A 90 d
1RO ES C BT, b, U oNES, BREE, BEE B PR AR
2 PN
NOAEL :0.0005 mg/|
BEZK D RAELCA/SRBIE
IR EEEERE : 90d
IZ R i 25 C BT, Wb, U oNEn, BREE B8 B WER R
Posaconazole:
L DS w bk AR
LOAEL : 5 mg/kg
BE5#2% 0O
A 6 78
IZ R 2 C BT, Bh, OO BREE, RN BEE DRE
2 PN
LOAEL . 3 mg/kg
BE5Z% 0o
A% 55 o : 392 Days
IZ RO AR o fh, BREE. BN, /DNBE BT, BEE U /i
2 D HIL
L OAEL .15 mg/kg
BRERR C#0
YA 1 58
IZ R i 25 . EEE BT, /N, MK
& N
LOAEL . 3 mg/kg
BEZ2% C 0
YA . 56 &
IZ R i 25 D BIE, B B #ER BE BRI =4, Ui/ s
2 YL
LOAEL ;180 mg/kg
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R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024/09/28 439120-00020 #EER B 2016/01/06
REER DO
MR EE T 12 #R
A2 C IMi%, HIEE, R
bzl YL
LOAEL . 8 mg/kg
BREZ® D BRARM
MR EERF - 1 5A8
HZ R i 25 D DEmER, B, BT, Mm%
BAAFENR
FIRATRESIERICE D KRR Y pETEALY,
5%
EARIVUISUANKRUBIXTIV:
||3FE§%’|
AEIZH T B REBERER
5% 0

Orbifloxacin:

A AATEEE CEK PR RADEE, BETAE, FFHEDEEL, 77
1% — RP
HE: BAMEZSI SR T AIEEELAH S,

EARTVISUALRUBEIRATIV:

A ER: T LLE—ERE, BEAE WERX LRERRE BS
ek, OEHDDOHE BERDEH, HERE RERAD
&, HIEFR

B2 & D ER RBP, BE

Posaconazole:

RAAATZGE DOfEIR: %, BRJE, MEX, B, R FREAOEE, %D
BE, TR, ShE FHEEdE EMREFSE

FEADIE R

D%

EARIVISUAILRUBIXTIV

|li&= L RSN AT AE
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RET—HRI—F

€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH:
7.0 2024,/09/28

BEES: AIEIET B: 2024/04/06
439120-00020 #EERLE: 2016/01/06

12. BiRRBREH

B&ghn (R :
aEl

IZxt9 5&E %

BEMNE (BEST)

X9 HF M (BHESHE)

BEN

(s e aY=—3 3

SOVAFOKEBESHEDY ¢

R KEEYICHT HEN

TUOVIFOKEEEHDY

EARTVISUALRUBEIRATIV:

TUOVIFOKEEEHDY

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERERE: 96 h
7#i%: OECD HE&EH A K54 > 203

EC50 (Daphnia magna (A=< >2)):> 100 mg/|
BRFERFR: 48 h
7% OECD ERE&R S A K54 > 202

RANESZEEE (Pseudokirchneriella subcapitata (#%:%)):
100 mg/|

BREEEER 72 h

7#i%: OECD HE&EH A K54 > 201

RANEZERE (Oncorhynchus mykiss (=< X)): 1,000
mg/ |
RREERFMAE: 28 d

RANEZEEE (Daphnia magna (74 =<2 >0)): 1,000 mg/|
RREERFRA: 21 d

LC50 (Menidia beryllina (< )LsS—HA F) ):0.11 mg/|
REEERFME: 96 h
% ARERFEICE T IEMHEL

LC50 (Cyprinodon variegatus (>—FAAY K2/—)):> 5
mg/ |

IRERRE:T d

&% AMERFBICETLIHEHEL

EC50 (Daphnia magna (74 =< >2)):> 5 mg/l
REEERSME: 48 h

#i%: OECD HE&RH A K54 > 202

% BARERREICS TH5EMHEL

EC50 (Americamysis (7 A1) AH I X)) > 5 mg/l
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RET—HRI—F

€ MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH:
7.0 2024,/09/28

REES.
439120-00020

AIEIET B: 2024/04/06
#EERLE: 2016/01/06

BEME (BEST)

X9 2F M (BHESH)

M-279 45— (KERERE
tt R (8% )
WMEMIZHT SEMH

Posaconazole:

R KEEWIIHT BENE

SOVIFOKEEEHDY

sl
SOVAFOKEBEEHEDY ¢
X9 &M

B KEEYICHT HEM

BREERFME: 96 h
Ak 7 I EANSESRER
75 BRERFEICSTHEMEL

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

7% OECD HE&RH A K54 > 201

% BRERREICSIT5EMHEL

BARESEER (Pimephales promelas (77w bAy K3/
r7)): 0.00014 mg/|

RREERFMA: 32 d

A% OECD BRER A A K54 > 210

BRARESZEEE (Daphnia magna (74 32>3)):0.34 mg/|
RREERFRA: 21 d

#i%: OECD :RERH A K54 > 211

% BRERREICS T EMHEL

100

EC50: > 1,000 mg/|

BREERR: 3 h

HER AR A T IR N

ik OECD HE&R A K54 > 209
BE AEERRBICEITo5HEL

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

HERS A T FEIRANA

ik OECD HE&R A A K54 > 209
BE AREERRBICETL5HEL

LC50 (Oncorhynchus mykiss (=< X)):> 0.95 mg/|
RREEEERE: 96 h

7% OECD RE&R A A K54 > 203

% BARERFREICS T EMHEL

EC50 (Daphnia magna (74 =< >2)):0.276 mg/|
RRERRER: 48 h
#i%: OECD HE&RH A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#k%)): > 0.509
mg/ |
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RET-H¥—+ € MSD [} e

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06

BREERFRE: 72 h
7% OECD EEBRH A K51 > 201

RANEZERE (Pseudokirchneriella subcapitata (%k:%)):
0.041 mg/|

RREERFMA 72 h

77i%: OECD ERERA A K54 > 201

MN-2794%—(KERERFE 1

% R (2% )

BEMN (BESH) D RAREFZERE (Pimephales promelas (77 v kAy K/
2)): 0.206 mg/|
BREERFMA: 33 d
7i%: OECD HRE&A A K54 > 210

SOVIOEQKEEEHEY  SXEEZERE (Daphnia magna (F74 =2 >20)):0.244 mg/|
[Zxt9 5F M (BHESM) REERRERT: 21 d

7% OECD REEH A K54 > 211

% ABERREICESTI2EFHEL

MN-270 42— (OKERERE : 1

H RE (1EH) )

MEMIZK T HEME : EC50 (REAMAEM): > 1,000 mg/|
RREERFME: 3 h
HER R A T FEOR N
7% OECD RE&RH A K54 > 209

RE - SR
HS:

B&dHE (Ril)

R D KR So@EE TGN,
£ 31 Y%
RS 28 d

EART VIS UALRUBIATIV:
£ofEH R SoMETIEGL,
H£0fR: 50 %
RRERRER: 28 d
7#i%: OECD HRE&EH A K51 > 314

KPTHREM K5 FE: 50 %(12 d)
7% OECD ERE&AH A K54 > 111
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RET—F—F I MSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06

Posaconazole:
SR D ER SoMETIEGL,
H£5fE: 50 %
REEERSME: 28 h
7i%: OECD RE&RH A K54 > 314

KR THREM L SRR (DT50):> 30 d
F5i%: OECD SERA A K54 > 111

EHEEYE

5

EARIVITGUALRUBIXTIL

EREHEMN : F&: Lepomis macrochirus (FJ)L—)L)

EWiRMEREF (BCF) :107.1
7% OECD HERA A K54 > 305

n~-#A49 4%/ —)L/ KHEZRE : log Pow: 4. 68
(log &)

Posaconazole:

HREREMN : 7#&: Lepomis macrochirus (FJL—FJL)
E£MiEHERF (BCF) : 20
A% OECD HERAH A K51 > 305

n-#4%2 4%/ —JL/ KHEZRE : log Pow:4.15
(log 1)

TP OBEE
0%

EARTVISVAILRUBIRATIV:
"Eﬁ¢®ﬁﬁ ' log Koc: 4.02

Posaconazole:
"Eﬁ¢®ﬁﬁ . log Koc: 5. 52

TIVE~DEEE
JEEZY
thDFEZE
T—27%IL
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R&T-—%—t CIMSD /A
Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06

13. BELDIE

BESE
ERBEEY DA BREDORHEICHVNLST S,
BEMZE TKABEH L TEE5EL,
FRBHRVER D ZEZOBRHIE VIS ILFLERERED-HIC, Ba %71

REMLEEEICRTT S
BICHEENMEWNMES. REAGRELTERET S,

14, WX LDEE

I PR AR
R _E X (UNRTDG)
E#EES (UN number) : UN 3082
E&E#E & (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Mometasone, Posaconazole)
E&E 4548 (Class) : 9
B2 Z% 4k (Packing group) c 111
S AL (Labels) 9
REAEMH COBEE
#2285 (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082
E&E%ii% 42 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Mometasone, Posaconazole)
EE 548 (Class) © 9
B2 %4k (Packing group) c 111
Z ~JL (Labels) :  Miscellaneous
WAER (EWH) (Pack- : 964
ing instruction (cargo air-
craft))
WEER (REH) (Pack- : 964
ing instruction (passenger
aircraft))
RIEAEH® L &E
7 _E 8% (IMDG-Code)
E&EES (UN number) : UN 3082
[EE#i1%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Mometasone, Posaconazole)
E&E 5> 48 (Class) © 9
A28k (Packing group) o111
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RET—H—F CIMSD A e

Orbifloxacin / Posaconazole / Mometasone

Formulation
&S ETH: BEERS BiEIZRETB: 2024/04/06
1.0 2024/09/28 439120-00020 #EERLBE: 2016/01/06
Z ~JL (Labels) 9
EmS 23— F (EmS Code) . F-A S-F

BEEEYE &S - D) 0 EE

(Marine pollutant)

MARPOL 73/78 MiRE 11 U IBC 23— FIZ & A X oWMAMESh HRAEME (ZH - FKY)
e S REBORMIZITIEZSE,

AR
EOREDERG L. HE 15258 T 5,
R DR EXE

CCICRHEN TV AEES L. FROBMETDREHT, ARET—42L— O THRS
NEESITHABESNEMBOFEDAHIZEIVTVET, WS HEIE. REBEFER. N\vir—oH
A X EMFOMBORAUNDEREIZLY . EESNHAEREELAHY T,

RERLREEREHES CIM

15, BRAZS

BEEER

HRE

fElRY. EERBRYMICERS LG,

L&&

HELCFHE. BERILFEYE. BAFMEEMEICKA LG,
HEREMEE

REFNBIUEShIHED

JEERH

WEDHFAIZZITEIREREY

JEERH

BEEEN LEHARYME

JEE%H

ZREREORBHohLEYE EIFLFEDE)
JEERY

ZRREOBH O EFEYE FHREHEFHE)
JEERY

AMEZENI REBRVRVESY
EE ST ED 2 (FRITHRIRE9)

x4 | SHE (%) &E
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RET—H—F CIMSD A e

Orbifloxacin / Posaconazole / Mometasone

Formulation

RES %ETH: BEES: BIEIKETA: 2024/04/06

7.0 2024/09/28 439120-00020 #IEERLA: 2016/01,/06
| i | >=60 - <70

BAHNEERTIRELRVERVEEY
EE ST & (BITHE 185%)

b4 BE
B8 -

RREFEELFVE TEEHORBRFOERARENE GBHREMERRE M FD2)
JERZY

NARMME (HERE/ERAE ST ED2)
JEEXH

HELFEMEREFIHHHRA

IR

sRehEPRERA

IR

{7 IILEILhhETRERAI

EHE

BREFPES PR

JEELY

FERLFEEMETS - NRE— (EEREY)
JEELY

BB URIMEHE

EE

LEMEFHINEERREE

IR

BEHRARRE

IR

DX 300 E A

IR

R L

fEIRAE 2, 3 KERMERIKRE 1 AEMHEDE
ik

FEITIRAISE 194 £ERMETAIRE 11 TOMOEEY
METRERVBLEREOMILICET 3AE

(&5 A HhE D BERIEYMECH)
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 439120-00020 #IEERLA: 2016/01,/06
& % D OEEEEYE
MER U RFE IR E
FRERFEAERE L - WA
JEZY
YEMERBMHERE @ - @A)
JEZY
REVOLEBR UV BERICET 5i%E
EEREY
COEAFDRAIZDODNTEEA IRY M) —~DEREIHR :
AICS L RE
DSL N
IECSC L RE
16. ZDHDIEEHR

ASS [CENWTHBREREZDBHNHNEZNEDRENMERTDERIL. EXMETHIEEE
BHET

5| R cEk D BHE#IT—4. EMESDS [ZEDILF—4. O0ECD eChem
R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBRFAXETE 2 KR THRARTEINATVETS,

B Z7+—<wv b+ . #/A/H
ZDHDREEEN £

ACGIH © KE., ACGIHEREE (TLV)
ACGIH / TWA D 8 BRI, BRAMETLY

AlIC - A—RX FSUTDIELLRZRA AR NNTT - TS5 JIILERBIEMES; ASTM - K
E#HREBEGS bw - KE; OR - BH UM, ZERM. £ESEUELIHDESNn5HE: DIN -
R UiRkipaE%E, DSL - ERYME YR+ (BF4); EOx - FED XDORIGERIZFT EER
DNBRE; ELx - FED XWOREZRIFTEEZZONDAFTES: InS - BEBORS D2
—JL; ENCS - L ZZEDEEFILEME Y X b ErCx - 50 XORIGERIFTEEZONDEK
R&E, ERG - BAXIEODF5IE; GHS - HRFAFMI R T L, GLP - HEREMERE. 1ARC - EIR
DPATIZOHEES; TATA - ERHZERERS; IBC - BRIEFLDESEEED-ODOMIMDIEE
EUKEICBET 2EMERA; 1650 - 50%HERE, ICA0 - EEREMMZHERS. [ECSC - hER
HtEYEL: MG - ERELERYEIE, IN0 - ERBEH4E; ISHL - SBRLEEE
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RET—H—F EIMSD A

Orbifloxacin / Posaconazole / Mometasone

Formulation
RES %ETH: BEES: BIEIKETA: 2024/04/06
7.0 2024,/09/28 43912000020 #IEERLA: 2016/01,/06

(BF): IS0 - EFRECHME. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHBILE)  MARPOL - MfIC K S BRDMILD=HDERRER, no.s. - I
MBNATSINA TS L DZERRC: Neh - FURR NOWEC - BEZMHFZERE. NOWEL -
BAESMHSZEL AL NOELR - EEEMZELRFES NOM - A28 NP - XEE
REM IO L NZIoC - Za—2—F v MEEWME AR OECD - ZEFHNEAFEE, OPPTS
- LEMEREMN - AFWLER PBT - #HOMRMEN - £RERNE - FEME WE) © PICCS - 7
1 VEEEMEA AR = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
$. &Tffi. B W&H I UEEE (REACH) [ZBS¥ H#HAI (EC) No 1907/2006; SADT - B N5 #2
BE SIS - RET—2Y— b TECl - 2 A IZBAFEDILEHED A R~ TCSI - B&1E
EMEA R M) —; TDG - fEEYEE; TSCA - BEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUFEICSEREME WIS - ERSRIRE
EEMERRI AT L

ZDRET—AI—FAT TSDS] EWLVS) TIRET HHEHRUAT TRFEHR) E0V5) E. KEHE
BERIZENT, BHOREOMB. FHR. RUESDILETERTHDILHHLIZEDTT,
AERIE, HAORLAEIKL. FH, LB, RE. @E. BEERVRRICETIHNM TR E
LTOHMEB SN TEY ., WHBIRIEXIIKEREELTIOTESHY FHA. NERIEL.
SDS DEEEZEICRINTVAIHESN-HAICHATIENDTHY . UZAEGE/ORT EHEAE
HhET, XFTORFTHEASINSIGE. AXFICERNLZVEY .. BTG SR e
NHYET, AEFZOFERABELMICEVNTIE, RERRUHREZIEZERAT 255812, EFAES
PMDRBARBICH THAELGOBEYLTMEZSH T, FRERLOERT 52HETOHEDIKR
IZHITHAREZOEEKL., FH, LB, RUREICOWT, BEREVET,

JP/JA
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