®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

1. EZ2RRUSHER

EERDEBR . Gentamicin / Posaconazole / Mometasone Suspension
Formulation
OB EFE . Mometamax Ultra Ear Drops Suspension for Dogs (91464)

HiaEOSt4T. ERRUBESES

HiGEORHR . MSD

EF/T © BER REAT™ A 810 MSD M=t FIETHS
BREES . 048-588-8411

BFA—ILTFLR . EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HRAR R UERALOHR

HRERZ D BESMA

fE AL DR S

2. ERAEEOEH

L&D GHS 48

$rEEME DR 1A
KERBEEEN 88 (2 D R
%)

KERBEEEME B (12 D Ra2
%)

GHS SRILES=
BRRXIED VAL

FEMERE DfElR

1/30



®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: REES. AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27
ERAELER : H360D BR~NDEZEDH TN,

HA00 /KEEMICIEFIZIRULNEME,
HA1 REAEERISCE(C & > TIKEEWIZS 1,

REFE:

P201 & AATICHIRGBAZZAF T H &,

P202 2 THREFIEZFAEMIHETMYHbEN &,
P2I3 IREBE~DHMH EEITHZ &,

P280 REFR MFEK RERE RERZBERIT AL,
EREE:

P308 + P13 [EK BERIIIIK ENBENHDB5E  EFIDZE
SEREHETERITHI L,

P31 R ZEUNT B &,

ReE

P405 fEsE L TIRET B Z &,

BEEE:

P501 NEY., BB ERBIN-NBHERICEETH L,

GHS AR L E LMD ERE T
R L,

3. MRRURSEHR

LEME - BEEYMDORXF © BREY
%)
(==X CAS S SE= (% w/w) BEIRAREE
55
BHEdh (FmH) 8042-47-5 >=90-<=100 9-1700
Gentamicin 1403-66-3 >=0.3-<1 -
Posaconazole 171228-49-2 >=0.25-<1
EARYUITSUNIIRUEET R |83919-23-7 >=0.1-<0.25
T
4, HRBE
—fREIT F/N(A R D BHOBEEN. RN TCNEBVWEZFFIELICETDSEE
ZIT5,

ERAREICIBE. FRERMAHLIERIT. EMMDIERE
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: REES. AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 MEMERE: 2017/01/27
215
A LI5S DRWVRAATEGE ., FIRTEIDERABET 5.
ERLEZRITS,
REEIZftEL=5HE OEMLESS, BELICKREERITALSEEDKTENRT,

FBERLERBRESUV#HZR <.
ERLEZEZTS,
BEAORIZKRERES .
HEBERT HRICERISHKS.

BRICA-T=15& D FPEAEEEL LT, KTRER®RSET B,
FFAH Y RGT HHSICITERBETEREZIT5S,
RAAATZGE D BRBHFRAALEZGE . BEICHEMAEGL,
ERLEZZTS,
KTcOz&EL<TT
RMEREUVERMTERDOE @ BEADEBEZEOEZN.
LERLHIRER
BREEZY 2EDRE D WGBS EBERBELDRERITEETIL., EEShTLER
EREZERAITS L, BEORRRUEAHHIESE. HESD
BYGEAAREEZSREOC L (BR8E5H) ,

EMCH T HRAGEREIR ¢ XFREBSIUMEREERITH &,

5. KEBDFEE

Y75 H A o JKIESE
fit 7 )L a—JLiaE A
b=k (C02)

BRI N
10 TIK7E 5 78 LVE K H ORMREL,
HEDORIREEN D RBEERY~NOBRFRIIRRICEEREISEENH D,
HERZERIEY D RERERIEY
BHDHENAE D BE0ORR EFDREICE CTEYGHAFRER NS,

RAHDBRREANT HDIZKEEET 5.
RETHNIEREBEI VT T2 NKBEIO ST,
RighoBESED L,

HRZETSBEDRE DORKICIE, BRRRATRSBZEERT S
REEZERT 5.

6. RHFFOEE

AMRICHT HEEEE. RE @ REEZERT D,
BRURIFEE REGWMYFZLDT (R (HBTZ22R) ©. BARE
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

€ MSD [} e

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

REICHT HEEEE

HLRADRTRHEDAERDY

22

BnREFEICEYN (BB 8 E3H) .

RE~OHREZEITH L,

REZFHRALTHDL, INOIEFIhZELEDHS,
GEHEICIEEAIDEC FHLERADEREFANN)TRHRE
I2&3),

FREIN-REKEREL, 0nd 5,

TRHEMNE L CEUIRTELZWGE X, A BREKISERT 5,

REMEGZRINMS TRIREE S,

ZEICZENBE. WRREZELZEDOBEUGH CAOFE
ELT. BALHEWVEKSICTEHIE, BHRBEICERALEE
MERDITTRVWEIFRIENTEEIESICIE, BURLT=1
BEEULRBRANICRET S,

REYE EEYRRIREITRET S &,

ABSEHRE., BEITDHEICIK. SMAFEEAERELIUVEDR
BlIcfiE>THET L L, TORBICERSIAEHMEIZDON
THLRBTHD, FORUNERAINEIINEHEET HIHLEN
Hbd,

ASDSNEEH 13EHEXIV15(IZHENT, ABAKRELIUVED
ERFIOEEHY .

1. BEVWRURELDIE

v E A
Pt E xR
BFrgR, £HBK

ZEMFIEER

e ok ] 8¢
A K

FBHLERVREREDHEDRBKESRE,
TRGMINTERZWGEE. BAFREEZHEALTE
A

R EOKRRICHFF TN,

BEPRTL—I X FERILGAFERL,

RAAFZEL,

REDEMEET D,

BERZEATORBRICEDIE, EEMHOBLESIURLMED
EITREICHEVERY KRS C &

RBEEERALTHECZ L,

RNVCEEMZEHIEL., BRE~AOBREZRDMRIZT DL SF
7%,

3|

BEOERFICIEENVE~DIEL EOFREMELAHHIHE(T.
ERBFIDIELIZTA ISV VIV RTLELURED Y
D—ZHEBELTZE,
FERAPEIRERVEEEZEILS S,
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

BRINERKRITBERTHENEET S &,

27NV TADMBEMBEARL—avIClE, ToP=Fa
vha—)L, BUGEANESRE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERANOEROL
Ea—%280RENHY FT,

®’RE

RETRESEH D EYRESRILODNERBICANTE S,
L TRET S &,
BZEZL-oNMYEHAD S,
FEOREICH>TRET 5,

B IEmE D OROBFFEEEVNSL LITRE LA
RER L H

RERBHRAEME D EEIRUOHME: MRAL,

8. F<EMILRURBIEE

ERRBICHETIRIBRERR/FFERE

D% CAS &= BiE (RER | EERE/REE | HA
fE) B | HREE
B&fis (BH) 8042-47-5 TWA (R AR 5 mg/m’ ACGIH
)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
FEHTEER: 0TO
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)
EARYY TS UHIILKRUEE 83919-23-7 TWA 1 pg/m3 (OEB 4) RER
IRTI

EMIER: S

| HEmYEIRE | 10 ug/100 cm* | K&

B o D BR. REEBSLUVREZRET LD, 2100 =F7) Y
TEBIIRMRETICKYERESN, WP EIITHRVERESL
BBENHYET,
[RAI, FABRETIERYFEHEWNTLESL,
HO0—XT7OLRA VAT LMIGIEMEZERLET,
ERECTRYRSBEEX., T7AYVILIET SAEEEZD L
TWaf=8, BMIZIELF=NA A E—T7 T4 FvEXRY k.
MR I7— FBLUFQEIOIMEITNA REEYIFEALE
T, COREEENLZMEE. SA VLA ELLIERVF H
v T ETRYFRWNET .,
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES:
9.0 2024/09/28 1244507-00021

AIEIZRETH: 2023/11/20
#MEERH: 2017/01/27

RER
IR FRRER BULBFAHEKEBAFATELAVES. THIXELETE
THREAA LS4 V> OHEANDIEL BNRSINIHEE, IF
IRREREFFEALEL LS,
T4NE—847F MAFREEURSADES 1T
FORER
e it 2 S F %
S FRAEABETCERITAIEERIFLELELS,
IRDFRER Y4 Fo—IL G EREREL LLFT—YILEFRT S,
HEREEL LIIEZERICEOSVMRE, S X+, T70Y
W ENKRLET ZIGEEIX. BUEIT—JILEERT 5,
MLA., SR, 3LLKIEI7RYVILICENEEZESLEIND
ATREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFLD
IL7z—REOTOTIavEFRALELLES,
EERUVEARDRER A=T74—LB LLEIEBREAI—LEFALEL LS,

MEREAZBELEVWLSIZ, EEINDIZIRVICEDE, &
FEOH— AU rZEEMLTERALELLS (Bl. RY—T
Lyy, 270>, RFR, FIMETR—YRE) .
BEINAREEDOHIKRER CIEEIXEY L AETIT
TLEESELY,

9. PEARTLENER

MRS BAR
=l ROA DX THRTA +
AR T—R2L
RO LEVEDE T—ARIGL
Al R E R T—ARIGL
HRXTE AR VR T—REL
ATAtE (BEfR. SiK) I
ATAE GRIK) T—REL
BETRARVERLRR /TR

IBREGEO LR/ AIRLER @ T—2%L

E

BREFDOTR/AIATR @ 7—4274L
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Gentamicin / Posaconazole / Mometasone

Suspension Formulation

RES ETH: BEEE: BiIESRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 YIEYERLR: 2017/01/27
&
Bl T—R2%L
DERE T—R%EL
pH T—2L
RERE T—R2%EL
BARARMEE T—R%EL
FhE
FFE (BhFhMEER) T—R%L
BERE
KB T—R2%L
n~-#4%2 %/ —JL/KHEZRE JEEZH
(log 1)
AERE T—R2%EL
FERV/XIIHEAZE
teE T—421EL
RE 0.874 g/cm®
AR HRABE T—R%L
IBRENE BRMELZL
ERE4E ABGIBHEEME L LTIEREINGL,
DFE T—R2%L
FIFIEE
fFHA4 X JEZH
10. REHRURIGHE
RISt RIGHEfFRE LTI EINGLY,
LR EM BEDKETIERE,
fEl& B E Rt AT RETE BUWOVEBIERIERIET D2 ENH D,
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27
WTEHEREEH ORRAL,
BAERYE © BERIEH
BRAS LGN REERY D BRASESBERMIIM SN TULEL,
11. BEHEHR
AREMDHLRERROFEHR © WA
RS i
EE
RBICA-E=BE&
sk
FIATTRERIERICE DR Y DETERHLL,
B4
Befih (Ril) :
2MENE #&N) : LD50 (v k):> 5,000 mg/kg
2MEHE (RA) : LG50 (T k):> 5 mg/l
REERE: 4 h
HEBRRE MLA/S X+
FEAAD N COYMEFITEAYTAEORASEILE
LY,
st BR) : LD50 (oHF): > 2,000 mg/kg
TERAAV M COYMEFLITEEYIEEAMDOEESHILE
LY,
Gentamicin:
2MENE #&N) © LD50 (Z v k):8,000 - 10,000 mg/kg
LD50 (v~ X): 10, 000 mg/kg
2EsE (]RA) : LG50 (T k):> 0.2 mg/I
BEERE: 4 h
HERRE MLA/S X+
HZ: CORETRETIIBEINATLVEL,
2MENE (ZOMmORER) © D50 (v k): 67 - 96 mg/kg
REER 8RN
LD50 (S v k): 371 - 384 mg/kg
BB HARN

8/30



R&T-—%—t CIMSD /A
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RE= WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

LDLo (#JL): 30 mg/kg
B 520 g8k

Posaconazole:

2MENE &N : LD50 (v k):> 5,000 mg/kg
LD50 (v~ R): > 3,000 mg/kg

S2EEE BKR) : LD50 (v k):> 2,000 mg/kg

EARIVISVANLRUOBIRATIL

AaEET (#&n) © D50 (v k):> 2,000 mg/kg
LD50 (w2 R): > 2,000 mg/kg

2EsEE (]RA) : LG50 (T v k):> 3.3 mg/l
REERE:4 h
HERREMLA/ZR b+
HEZ: CORETRHRETIIBEINATLVEL,
LC50 (R R):> 3.2 mg/l

BREERME: 4 h
HEBRRE MLA/S R+

SMEE (Z0hoRER) : LD50 (Z v k): 300 mg/kg
BREREK KT
SEAR: P Of R 2
REREME.RBHE
FIATTRESIERICE DR Y RFETERELY,
%
Befin (B :
| L R
HER D EBRIEAZL
Gentamicin:
| L R
fER D BEORERE

Posaconazole:
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S WETH: BIREE: BIERETA: 2023/11/20
9.0 2024/09/28 1244507-00021 MEVERB: 2017/01/27
"& 4
IR RISHIEA L
FARYIVISUAILRIBIRATIL:
"@ PR
IR RISHIEA L

BRIz S ERTRGNE RBRHE
FATREGERICEDCRYDETELL,

5%
BEegkH (Fil) :

|@ &

fER AR~DRIH A L
Gentamicin:

|E 4

fER B E ORI
Posaconazole:

|E 4

fER B E ORI

EARTISUALRUBIRATIV

"@ L =

et BRA~DFI 7 L
R IR 38 A 1t I B S R 1

AR
FIRTREAIEHRICE SR Y DETEHLY,
W0 35 R 1

FIARTBEIFRICE DK R Y DETEAHLY,
B
Begkin (AH)

HERA AT
REOTER
12
R

Eax—5—i%
RS ¥
EILEY bk
(=45
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

€ MSD [} e

&S }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27
Gentamicin:
"ﬁ% FT—27L

Posaconazole:

RERA A T Magnusson—K| i gman-Test
REDIRE RS ¥

& EIILEY b+

fER e

FARYI VIS UAILKRIBIRATIL:

HER R A T TEFIovAtE—2 3 VAR

RED IR 234

2 EILEY +

TEAAD EEZBBIESERLY,

HER (=23

e guinea pigs ZAWHERIZK Y., KB IXFT[ULEEREN
METHI I ENTSNS,

SEMRERRY

FIATREGERICEDRYDETERL,

D%l
BedhH (Al

in vitro TOEEE%

in vivo TOEEGEEM

Gentamicin:
in vitro TOEEEM

HE % 4 7 in vitro BABMEREET EERR
SRl

HERA 4 T IEELEM R MLBR/MZERER (in vivo MIREE 4
E&)

B vHR

BER2E: BRERES

75i%: OECD BRE&H A KS 4 > 474

R et

HE EUT2MELILB/ONT—FIZE DL

HE A T in vitro BILEMEIEG T ERAR
SRt

SRERA 4 71 in vitro 2 EIAERFERER
R TR
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RET—H—+h EIMSD A

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S ETA: BEHEES: BIEZETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #EMER R 2017/01/27
in vivo TOEmEM D BREEA 4 T EILEYARMBER/MZERER (in vivo MRS
§)
B:vmR
RER: B0RE ST
R 2

Posaconazole:
in vitro TOEEE%E D HREBAYA T MEMER VWS EREALTESER (AMES)
R 2

R4 T REREE
R

in vivo TOEEGEEM D RERA A T INMKERER
= Ayl d
ARRE: B5
BRI EIRA
R e

EARIVUISUANKRUBIXTIV:
in vitro TO&EEEM D HEBRAA T MEMERA NS EIRERE R (AMES)
R e

HERA 4 T RBHRESE
TFARARRTL: FrA4 Z—ANLRE IR
R fEt

HERA A T RBHRESR
FRAMRTL: Froa4 =Z—XNLARS—IIEHK
R B

RERRA T ORY INE
R fE

in vivo TOEGEEMN o RERA A T INEERER
B YvOR
BERK 0
R pEtE

HERA A4 T LRBHRESE
B oy hk

mAaR: &8

R fE
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

E: Sy bk
foRa Ay RFF4ERa
R 2
HIEHIRERRE - TER A BUAE EIEMEERERERE L THET S LETER
>k LY,
A
FIATTRERIERICE DR Y DETERHLL,
B4
B&fkH (Rl
2 AR
BE5#2% RAIAATEIGE
A 24 7+ B
fER (=X
Gentamicin:
ENAME-TEAAD K T—A1L
Posaconazole:
2 AR
BE5#2% #0O (gH)
A% 55 B 25
fER &4
k3 EF#E ST — FIX AR & EB1%,
L < IR
BE5Z% 0
IR EEEERE 2 &
HER &1
w& EFR#EOSE— FIX AR & EB1%,
EARIVISUVANKRIUBIATIV:
& -
BE52% %A
YA 25
®’E5E= 0.067 mg/kg 1AE
fER [=2k3

HERZ A T TEH DNA SRR
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RET—H—F EIMSD A

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27

b DOYYR

BE5#2% © IRA

e 22 B R 1948

®’E= . 0.160mg/kg AE

ER D EH

st

BIER~ANDEEZZEDE TN,

Ry

B&fkH (Rl

ERIC X 3 B2 D REBRA 4 T —tHRAEEEEHER
Sy bk
BB KIEEmM
R 2

BERDOHKE~DEE D HEBAA T ZENELURREREE
B Sy bk
BRERR: SRAHDATZEE
R 2

Gentamicin:

RICx 9 B2 D HRERA 4 T CHARAEESEEER
B Sy bk

4 5E H: NOAEL: 20 mg/kg AE
R BELCEEERERSES G, o1

BERDOHKE~DEE D BREBAA T ZRNELUVRBRREERE
& oyx
F =1 NOAEL: 3. 6 mg/kg AE
R L - BBIREMEE DL,

HEB4A T ZRWELUVBERT
oy bk

B BIEER

FES=M: LOAEL: 75 mg/kg {AE
R T - BRIREN,

HEBA4M T ZRBNB L UBRREKE

B woR

BE2EK: BIEA

FAEEM: LOAEL: 10 mg/kg AE

R BRERET, , FREIBOAENM 1=,
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®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

HEA 4 T ZRBNB L UBRREE
B Sy bk

BEZ2E: BIEA

FHEEMH: LOAEL 50 mg/kg AE

R BRR®E , ABREEHShEN T,
HESEE-7TERAAVE D ABOEFHREBICKDZEE~NDEZEDHSGERISHH
-71=,
Posaconazole:
RICX 9 B2 D B2 T 2REEN / VHIERE
=R AV S b 8

—h&EtE  #R:NOAEL: 180 mg/kg AE
R ETBA~NOREFZL
R 2

HER4 4 T 2HEEeSN / MHERE
oy bk AR

—f%E M #3: NOAEL: 45 mg/kg {AE
FEIK: TN DFEX AL

R fEt
BRORBE~DZE D BB T ZRMBLUVBERE
oy bk AR

BREREK £0
FE =M LOAEL: 29 mg/kg AE
R BEREE, , TELMBEOHLONT-,

HERE AT ZENE L VRERE
iE: '7*5‘#5, AR

1% LOAEL: 40 mg/kg AE
fﬁ‘&% fRIREM,

EESME-TERAA VU D BYMRRICLDERBICERENHSEN—EIAASAT
W5,

%}9?z75>b»tz@IxT»

EIRICx S HRc 2 D HEBRAA T EEN
B oy hk
BRI RT

4 5EF: NOAEL: 0. 015 mg/kg AE
fEIR: RABINAGFRER, BDLE-REOKE,
AR RERICHEREL, , £ERA~NDRE,
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

B HETH: BBRE: BTEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 YIEYERLR: 2017/01/27
BROEBE~DEE . BEBAA4 T 2RSS LUVRREXRE
B YvOR
BERK BT

B - fa!R&E M., : LOAEL: 0. 06 mg/kg AE
HR EEtoE,  EFpELREST

HE4A4 T ZRWELUVUBRERE
oy bk

BERE BE

Bt - BRIREME, : LOAEL: 0.3 mg/kg {AE
R IE - BRIREM,

HERAA T ZRWELUBRERE

& oYX

BERER BE

Bt - BRIRE1, : LOAEL: 0. 15 mg/kg {AE
wR K- REEN. , FELIRBOHLONT,

HERAA T ZRWSLUBRERE

B oy bk

BERE KT

iE - BRIR&E, : LOAEL: 0. 15 mg/kg AE
R FER~NDEE,

HEA 4 T ZRBNE L UBRREKE

& oYX

BRERK 20O

BE - BRIRE M, : LOAEL: 0. 7mg/kg AE
R -RREM,  FELIBDHLNT,

AEHEE-TERADE D BPMRRICEDERFAOEZENAHEICH D, . DYER
2L 5 MR KRVEBEA~NDEZENH D - A
SMEESNh TS,

FERMBSRSE (BEEIECR)
FIARTRELERICESCRY DTSR,

%
FARYIUISUAILKRUBIATIV:
|l&z L OAFAEELRT— ARSI ENERETEEINAL,

FERPBBSTE (REFICHE)
FIATRGERICED(RYSETERL,
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RET—H—F EIMSD A

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27
5%
Gentamicin:
IE R gz . Bl WNE
TEAAU R D REIIh=5. RIFREFCTBIZKIEFZDES,

Posaconazole:

FEDEREE 7 SNt =)
IREIfE RS L BT BEE B R EiESR SRR
TEAA D REIICDH-4. XERERFLBICLIBHEORES.

EARIVISUANKRUBIXTIV:

B {oES 30 D RAE LA/ R BIE
IZ R g2 . RER R EBRE EE
TFEAA L o REICh-5. XIIREFCBIZE2BHRDOEEDS E1,
RERSEMN

B

Begkin (JH)

L D Zvhk

LOAEL ;160 mg/kg

BE5#2% D BRAHIAATEEE

A% 55 B . 90 Days

T2 D Iy bk

LOAEL o>=1 mg/l

BRERR D A LA/ZT R MIE)
IR EEEERE 458

Hik : OECD HEEHA K42 412
Gentamicin:

2 PN

LOAEL : 3 mg/kg

BE52% © BARA

A 12 # A

IZ R g2 . B

JiE 4K DO NEME, FRAEAE

2 YL

LOAEL ;50 mg/kg

BE52% . KT
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Gentamicin / Posaconazole / Mometasone

Suspension Formulation

RES ETH: BEERS BiEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EMER R 2017/01/27

A% 55 o 3 &

R R Big, WE

I YL

LOAEL 6 mg/ke

B E5R RN

A% 55 B 3 &

IZ RO AR mi%x, g NE, BFE

& Zv bk

NOAEL 5 mg/kg

LOAEL 10 mg/kg

B 5 #E AR

A% 55 e 52 &

IZ RO AR Bhg Mm%

& Zv bk

NOAEL 12.5 mg/kg

LOAEL 50 mg/kg

B 5 Eg RN

A% 55 B 13 &

IR R AR B

Posaconazole:

2 Sy bk, AR

LOAEL 5 mg/kg

B 5 #ER #0

A% 55 o 6 v A

iR BIE, B, OO FE ERE TR R

2 PN

L OAEL 3 mg/kg

52K #0

i 55 B 392 Days

IZ RO AR fir, BFAE, B, /D@ BB, B8 ') o/

E YL

LOAEL 15 mg/kg

B 5 RRK #0

YA 148

1E RO AR 586 BT, Ul/NEl, MR

2 X

LOAEL 3 mg/kg
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®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES ETH: BEERS BiEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EMER R 2017/01/27

BE5ZK © &0

A% 55 B © 56 A

gl . BIE, BRE BE aER EE OWIER 2a, /88

i . YL

LOAEL ;180 mg/kg

B E5RR 0

A% 55 R 12 # A8

ERfiE R . MR, HIEE, EBiE

I D YL

LOAEL . 8 mg/kg

B 5 #E D BRA

YA 1 5H

IZ RO AR O DEOMER, M AT Mm%

FBARIVITGVALRUBIRTIL

2 D vk

NOAEL :0.005 mg/kg

LOAEL ;0.3 mg/kg

B 5 #E © &0

A : 30d

gl e D )N, BFEE BIE, KIE, MER

BE5Z% C 0O
A% 55 o : 30d
IZ RO AR D Y UoNEn, BRE BIT KRB, IR

I . Iw bk

NOAEL :0.00013 mg/|

52K D RAFLCA/S R NIE

YA 90 d

IZ RO AR C BIE, Bh, U oNET BREE, BEE B, BFE AR

& N

NOAEL :0.0005 mg/|

BERZE® . RAM@LCA/IRNIE

YA :90d

2SR C BIE, B, OV oNE, BREE B B BR R

/i N
LOAEL . 0.5 mg/kg

RAAEEKE
FIATRELERICEDCRY DFETELL,
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

REE }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27

5%

EARYYVISUANLRUBIATIL

|| JEEZH

AEIZH T B REERER

5%

Gentamicin:

RAAATEIGE D ENEES B

TR RE
FEIK: HFEL, HFEL, HEE HISY, RIEMHEE

Posaconazole:

RAAATZGE DR 1%, BESE, MER, B, R FE~OEE, %P2
®BE, TH SMNE, FPEREDE ERETHE

EARIVUISUANKRUBIXTIV:

SPN DOER T UK —MEK, BB, WEEX, ERERLE S
ek, AEDUCHE BEP0ES HEERE KEZRAD
2L GHIEFRR

B TE HEfi DOER: RS, B
AR R

D%

EARTVISVAILRUBIZATIV:

|l&= L R EIRIN AT AL

12. RELEER

SRS

5

BEdkH (Al

y:2c : LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
BREERFR: 96 h
75i%: OECD FRERAA K54 > 203
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®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

SOVOEOKEESHEY © ECS0 (Daphnia magna (AA4 3> >3)):> 100 mg/|
[Txtg &M BREREFE: 48 h
Fi%: OECD ERB&AH A K54 > 202

R KEEMICHTEIENE | mKREFZEREE (Pseudokirchneriella subcapitata (#%3)):
100 mg/|
BEERFME: 72 h
ik OECD HE&R A K54 > 201

aEE (BHEEN) D OERAREEEREE (Oncorhynchus mykiss (=< X)): 1,000
mg/ |

BREERFAE: 28 d

SOVIOFEQOKERSHEY . RKEEZERE (Daphnia magna (A= 2> 0)): 1,000 mg/l
IZx9 5F M (IBMESH) BREERFR: 21 d

Gentamigin:

SOVOEOKEESEHEY © ECS0 (Daphnia magna (A4 32> 1)): 86 mg/l

IZxd 55MH BREERTRE: 48 h

7% OECD FRERAA K54 > 202

LC50 (Americamysis (F A1) H I R)): 30 mg/l
REEERSME: 96 h
Ak 7 IEAMSHHR

R KEEWICHT HEM  ECS0 (Pseudokirchneriella subcapitata (#5%)): 10 ug/|
BREEEERE: 72 h
7#i%: OECD :RERH A K54 > 201

RANESZEEE (Pseudokirchneriella subcapitata (#%:%)):
1.5 ug/l

RREERFR: 72 h

ik OECD HER A K54 > 201

EC50 (Anabaena flos-aquae (7 / /80 F1)7F) )47 ug/l
RREERFR: 72 h
7% OECD HER A1 K54 > 201

RRNESZEEE (Anabaena flos-aquae (L 7/ /N9 T 1)
7)) 1.6 ug/l

RREERFR: 72 h

7% OECD EB&AH A K54 > 201

M-2754—(CKEREEE : 100
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RET—HRI—F

€ MSD [} e

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S

ETA:
2024/09/28

REES.
1244507-00021

AIEIZRETH: 2023/11/20
#MEERH: 2017/01/27

tt &8 (R )

-2 70 %— (KERERS
tt R (8% )
MEMIHNT H5EM

Posaconazole:
y: k=

[Zxd HEMN

M-279 45— (KEREEE
tt EH (R )
fBEK (BEST)

[Ix9 HEE (BHESE)

M-270458— (KERREEE
tE REI (1815 )
MEMIHT =M

TUOVIAFOKEEEHEY

R KEEMICHT HEN

SOVAFOKEESTHDY ¢

1

EC50: 288. 7 mg/|

BRI 3 h

HER S 4 T RIRANA

7i%: OECD HE&EH A K54 > 209

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

ik OECD RE&R A A K54 > 203

BEE: ARERAEICHTS5HEL

EC50 (Daphnia magna (74 =< >2)):0.276 mg/|
PEEERFME: 48 h
7i%: OECD HER A A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#k%)): > 0.509
mg/ |

BRERE: 72 h

7% OECD ERE&RH A K54 > 201

RANESZEEE (Pseudokirchneriella subcapitata (%%:%)):
0.041 mg/|

RREERFMR 72 h

ik OECD HER A K54 > 201

1

RREZERE (Pimephales promelas (T 7y kAy KX/
r2)): 0.206 mg/|

REEERFME: 33 d

7% OECD RE&H A K54 > 210

RAREZEREE (Daphnia magna (A4 3 2>20)):0.244 mg/|
BREERFR: 21 d

7% OECD ERE&AH A K54 > 211

&% AMERFBICETLIHEHEL

1

EC50 (RAMEM): > 1,000 mg/|
RREEEER: 3 h
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®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

HERZ A T IR
7% OECD EBRH A K51 > 209

EARIVISUALRIBIXTIV

AEl : LC50 (Menidia beryllina (JL/8—H4 K) ):0.11 mg/|
RREEEER: 96 h
e REEBRREICBIT25HEL

LC50 (Cyprinodon variegatus (Y —TFAAY KX/ —)):> 5
mg/ |

PEEREME: 7 d

% BRERREICSIT5EMHEL

SOVOEOKEELSHSY - EC50 (Daphnia magna (A X2 >3)):> 5 mg/l
[Zx9 5FM BREEEFME: 48 h

7% OECD FRERAA K54 > 202

&% BREERREICSTL2EMHEL

EC50 (Americamysis (FAUHZITR)):> 5 mg/l
REEERFME: 96 h

Ak 7 IEAMSHHR

% BARERFREICSITHEMHEL

R KEEWICT HEM © EC50 (Pseudokirchneriella subcapitata (#5%)):> 3.2 mg/|
RS 72 h
7#i%: OECD :RERH A K54 > 201
% BARERFEICE T EMHEL

BB (I2%EMH) D RAEZERE Pimephales promelas (77 v kAy K3/
r7)): 0.00014 mg/|
RREERER: 32 d
A% OECD BHER A A K54 > 210

SOVIEOKEESHBY - RKEZEEE Daphnia magna (A4 32>0)):0.34 mg/l
(233 &M (BHESH) BREERERT: 21 d

#i%: OECD HE&H A K54 > 211

HE ARERREICS TI2EMEL

M-279 42— (K&EREFE : 100
% RE (11%) )
MEYICX T HEMH : EC50:> 1,000 mg/|
BREERR: 3 h
HER S A T IR
7#i%: OECD HE&RH A K54 > 209
BE AREERRBICETL5HEL
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RET—HRI—F

Gentamicin / Posaconazole / Mometasone

Suspension Formulation

€ MSD [} e

&S }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27
RAEZERE 1,000 mg/l
REERE: 3 h
ERER A A 7 REIRANE
7% OECD :RERH A K54 > 209
HE: ARERREICS T EHEEL
REMY - SR
B
B&fH (Ril)
SR HR: ZoEETIEELL,
$o% 31 %
RREERSME: 28 d
Gentamicin:
SR HR: 2 ENFETEE

Posaconazole:
EoEH

Kb THREM

o

Kb THOREME

AR 100 %
BREERFRE: 28 d
7% OECD HBRA A F5 1> 314

BER: ZoBETIEAL,

E£0fE: 50 %

REEERFME: 28 h

#i%: OECD RERH A K54 > 314

SREEER (DT50): > 30 d
#i%: OECD HE&RH A K54 > 111

EARTVISUALRUBEIRATIV:

HR: ZoREETEGL,

R 50 %

BREERFAE: 28 d

7% OECD EXBRAH A K51 > 314

Aok : 50 %(12 d)
ik OECD ERA A K54 > 111
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Gentamicin / Posaconazole / Mometasone
Suspension Formulation

&S }ETA: BEEE: BIEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 #EERLR: 2017/01/27

EREESE

B4

Gentamicin:

n~-#A%2 4%/ —IJL/ KHEZRE © log Pow: < -2

(log 1)
Posaconazole:
HAREREN : 7&: Lepomis macrochirus (FJL—FJL)

AYiRfEREF (BCF) : 20
7% OECD EXBRA A K51 > 305

n-#4%2 4%/ —JL/ KHEZRE © log Pow:4.15

(log fiE)
FBARIVIZGVALRUBIRTIL
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 {i&)

TEDRDOBEIE

By

Posaconazole:
"ﬁﬁmmﬁﬁ . log Koc: 5.52

EARTVISUALRUBIXATIV
"%ﬁ¢®ﬁﬁ : log Koc: 4.02

TIUB~DEHER
JFEZ Y
thDFEZE
T8

13. BELDIE

BET&
BREREY D AT BRRORGICHEVLST S,
BREMETKAEHE L TEGE DL,
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®2T7—8o—F EIMSD A o
Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: REES. AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27
FRBHRUVEE D EZOBRHIE. VS IOLFELBRED-HIC, BAER(T1-

REWVEREICRRT 5,
FICHREAEIVGES., RERARELTREREYT S,

14 BELDOEE

& R
ez _E iz (UNRTDG)
EEZS (UN number) : UN 3082
E\&E#E % (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Mometasone, Gentamicin)
E&E 4548 (Class) : 9
BEZEHR (Packing group) N §
Z X)L (Labels) 9
RIEAEMH C B&H
fiiZ2#hix (IATA-DGR)
UN/ID ZFS (UN/ID number) : UN 3082
E&E#% 42 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Mometasone, Gentamicin)
EE5 45 (Class) © 9
BEZE#R (Packing group) N §
Z X)L (Labels) :  Miscellaneous
WEER (EWH) (Pack- : 964
ing instruction (cargo air-
craft))

Watsr (REH) (Pack- : 964

ing instruction (passenger

aircraft))

RIEAEH D BH

7 _E#ii% (IMDG-Code)

EE&S (UN number) : UN 3082

[EE#i%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Mometasone, Gentamicin)

EE 758 (Class) 9

AR (Packing group) © 111

Z X)L (Labels) 9

EmS 31— K (EmS Code) : F-A S-F

BAEHRME L - HL) 0 HY

(Marine pollutant)

MARPOL 73/78 MiRE 11 U IBC 23— FIZ & A X oWMAMBE S HRAEME (ZH - FZY)
e S KEBORMIZITIEZSE,
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RET—H—F CIMSD A e

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RE= WETA: REES. AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27
& P52
EnREDERG L, BB 15 238 T 5,
A DREXE

CCICR#EESh TV EES T, BFROBNETOROT, XRET 32— FOHRTRHES
NBEES ICHBSNMBOREDHCEDNTVET, EEIEE. ZEFE. N\vr—oH%
A X EMFEPHADORADERIZLY, EESNLHAREMLHY FT,

RENCRHERHES :1M

15, BRZES

BEER

HME

fElRY. EERBYICERS LG,

L&&

BELCEYME. EREFHE. BRFMIEEMEISKILEL,
FHERE/EE

REENRLESIDIEED

JEE& S

BEDHFAIZZITHEREREY

JEE& S

REEEN LA ARME

JEERY

ZRREDOBH oh -t FYE (BIFLFHE)
JEERY

ZRFREORBH oh -t FYE (FHRBEHEFHE)
JEERY

BAREZENTRERRVEVEEY

EE ST ED 2 FEITHARE 9

b4 EHE (%) BE

B >=90 - <=100

BMFERTIRERBRVRVEEY

EHEOT & (HEITHE 18 %)

x4 BE
B _
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RET—AL—F
€I MSD [ rune
Gentamicin / Posaconazole / Mometasone
Suspension Formulation
&S ETH: BEEE: BiEIZRETA: 2023/11/20
9.0 2024/09/28 1244507-00021 MEERE: 2017/01/27

REFRELEVE TEEHORERFOERRBEVE GBHREFERUE 594 &0 2)

ElE

BARMDE (FERLEERAE LTI £02)
EZY

BELENEREFHHRA

EZY

sechEFFRA

S

M7 ILEIL BT RHRAI

IR

BWBERPE PR

IR

HFEELWEEBTR - NRE— (BEWY)
EHE

SR URIMEFE

JEELY

LENEHHINEERREE

JEELY

EEHRARRE

EE

KISk

IR

iR 2%

fEHRAE 2, 3 XBRYERAIRE 1 AEEYE
225k

MEATIREIE 194 £BEKRMERIRE 1 TOMOEETY
BETEERVBEREOMILICET 5iEE
(£ 5 EA % . BERAYMECE)
18 Sk L EEEEYME
FREER U mMEIENE

MREMBHERM (@ - @A)

IR

FrEMERBHERM (@ - @AFFAD
JEE%H
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RET—H—F EIMSD A

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

BEEVOLEE ERICET HER

EXREY
COHRBDEBICOVTEERAS RV M —~DEREHITH :
AICS N
DSL R N
IECSC . R E

16. ZDHD1ER

ASS [CEVNWTHBRERLEZDBHNHMRYNEDRENMERTOERIL. EXHETHIEEE
BHET

5| Ak . BHE#MT—42. EME SIS [ZEH I F—4 . O0ECD eChem
R—FILE K UEIMNIEEWER http://echa. europa. eu/ D&
RiER

UEIN—C 3 U ERSNEHRBREANE T 2 AR THRARTINATLEYS,

B Z7+—<wv b . #/B/H
ZFDHDIREEND £

ACGIH © XE, ACGIHFEREAME (TLV)
ACGIH / TWA . 8 HEME. EREMEFEH

AlIC - A—X FSUTDIEILFERASA ANV RY; NTT - TS D)ILEREEME ASTM - K
E# RGBS bw - (KE; OR - AU, ZERE. EEEENHDIE SN EME; DIN -
FaAURRKRBERELE, DSL - ERYMEYR L (AF4): Ex - FED XhORGERIFT EEZ
BNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BEHOR T Do
—JL; ENCS - {LBEDBFLEME )R b, ErCx - FED XWOREEZRIZFTEEZONDR
R&; RG - REARLOFEIE; CHS - HRF[IM X T L GLP - HEREMERE. [ARC - EFR
DATRERHE, [ATA - EEMEEEHS IBC - BRIEEKOESFEEZD-HOMMOEE
RUKICET 2ERRHRAI 1650 - 50%fEEIRE: ICA0 - EFREMMZEMES: [ECSC - hEIR
FleEHERE: ING - EffELERYATRE, IN0 - ERESHE. ISHL - s@REEEE
(BF): IS0 - EFZECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHEBIEE)  MARPOL - MfHIC K S BRDMILD-HDERRER: no.s. - I
MmAMNBARSNTVEELDZERC: Neh - FURAL NOAEC - BEEMFZERE, NOAEL -
BASMHEZEL AL NOELR - EHEEMZELARFES NOM - A28 NTP - XEE
REMTOT L NZIoC - Za—2—F v MEEME AR OECD - EFHNEAFEE. OPPTS
- LEYMER LM - AFHILER: PBT - #OMRMM - ARBHEN - HHME WE) © PICCS - 7
1 VEUMEEREAS AR ) —; (SR - (EEH) #EFEAEE, REACH - LFEHMEDE
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RET—H—F EIMSD A

Gentamicin / Posaconazole / Mometasone
Suspension Formulation

RES WETA: BEES: AIEIZRETH: 2023/11/20
9.0 2024/09/28 1244507-00021 #MEERH: 2017/01/27

B, &Fffi. B WHKIUEEHE (REACH) (ZB¥ H#RAI (EC) No 1907/2006; SADT - B hnEs 7
BE, SIS - RET—2T— I TECI - 2 A IZBREFDILENED A VR R TCSI - BiE1L
EMEA R M) —; TDG - fEEYE@E; TSCA - BEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYMEEES. vPB - FEICHIBRUIFEICSEREME WIS - EXRSRIRE
EUMERRV AT L

CORET—EI—F AT TSDS) &0V5) TRRIMT HEM (LT TREHR £V D) X, KEHE
BERICENT, BEOREOMH. FHR. RPEIDLETERTHSLHHLIZEDTY,
AERZ. HEOREGEREV., FA, LE, RE, #@E. BERVRRICETISIHI TR E
LTOAMERESNTEY. WHELIRIERERERBELTLOTESHY FEA, KE®IL.
SDS DEREIZRESNTVAIRESNHAICEHTILOTHY .. ABRAHELA/MORA EBAT
HET, XETOERPTHERASADIEGEE, AXPITERNGVRY . ARICEIE S HVETEES
AHYFET. ARBOFABFEMICENTIE, AERERVHREEEZERT 581, FRES
MDRBEGBIIHE T EIARADBEYLGHMESHT. FRAEBFMLOERT 52HETORENIRNR
[CHITHAREBOEMEL, A, LE, ROREIZOWT, #EEEWES,

JP/JA
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