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

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

LMD B : Mometasone / Posaconazole / Gentamicin / Polymyxin B
Formulation
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RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: REES. AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23
ERAEERER : H360D BR~NDEEZEDH TN,

H373 REAICH -5, XIEREF<LE (BO) ITL5EHFOE
EoEETN (B RE).
HA10 REAMRGHIFEIZ & > TKEEYICERIZER VS,

RENE:

P201 EFARETICEIRERBAZEZAFTH T &,

P202 £ THREFEFHRAHERTIETMYHEHENI &,
P260 S X b ZEREMALGZWNI &,

P23 IREBE~ADBREZE(TH &,

P280 REF R REK RERE REmMEFHAT L&,
ICEREE:

P308 + P13 XK BRIXIEK BN ZEESHHS5E : EEIDZE
SRYETERITDHIL,

P31 RHMZERINT 5 &,

RE:

P405 fEfE L TRET ST &,

BE:

P501 A, BRERBIN-UNEERICEET DL,

GHS IR L WMDEREEY
R L,

3. MRRURSER

LEME - BEYMDORXI . BEY
[0%)
=22 CAS B = 8= % w/w BEMARER
EH5

Gentamicin 1403-66-3 >=1-<2.5 -
Posaconazole 171228-49-2 >=0.25-<1
EARYUITSUNIIRUEET R |83919-23-7 >=0.25-<0.3
T
-A AT r-1,2-TanR T4 — |96-27-5 >=0.1-<0.25 9-805
L

4, [HRWE
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES HWETH: REES. BIEIZET A: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERHE: 2016/06/23
—RREIT KNS R L BHOBEY. SSNT KBV EERELICEENDE R
2T,
ERMNREICIHEE. FHEARBIHLERIE. EMDIERE
215,
WA LT-5HE DRVDRAARESE. FIEEIDGERANBEYT 5.
ERLEZEZTS,
KREIftE LI5S D EMLESS. BESICKREERTALSEDKTENTRT,

BERLERREZUVHZER S,
ERLEZRITS,
BEROHIIZKRRZERLS .
HEBERY HRICERICHEK D

RICA- =156 D PHEEE LT, KTRERET 5,
RN DY MG T 2BEICITEREETEIREZITS,
RAAATZGE D BRBFRAALEGE, BEICHMAEGZN,
ERLEZRITS,
*TD§$<?¢¢Q
AMERRVERMEEROE @ BE~ADEZEOEZI.
LERLGHIRER ﬁﬁbf%éhﬁﬁ%thtUﬁﬁﬁhﬁ%ﬁsW%EE%
DHEIBEENLH S,
BREEZY 2EDRE : M THARZRFTELDREITERELL., HEIATULASER

EREZFERATH L. BROTFRENHSHBEE. HESD
ﬁ@&@kﬁ%ﬁéﬁmw & (JEB 8 5] .
EEIC T ARAGIEEE ¢ XHREBLUMEREEZERZITH &,

5. KKBDIEE

WY 7358 A H o JKIESE
it 7 )L a—JLiasE kel
ZEgkixz*R (C02)

IR H KA
5> TIXR B 7ELVH KA AR L,
FEDORIREEN D RBEERYNOBREIRRICEERETEENH D,
HEREEIEY D REBREY
BHEDHKAE D RGO EFDREICE C CEYHEKFRZRAN S,

KEAHDBRERENT H=DICKEEET 5.
RETHNERBEI VT HERKBEN BT,
RigMhoRESEHDH &,

HRETSEDORE DORKFICIE, BRRTRSBEEERT 5
REEZERT 5.
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€ MSD [} e

Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

6. WHFFDIEE

AMEIZHT HEEER. RiE

BERUVREREE

REICHT HEEEE

HLRADRTHEDAERDY

2]

REEZERT .
REGWMYKZLNDT FNARX BB T E3R) . BEARE
BnfREEICEYN (BB 8E3H) .

RE~OHREZEITH L,

REFHEALTHL, INPIEFENELEDHD,
GEFHEICIEEAIDEC FEHLCRADEREFANN)TRHRE
I2&3),

FEINF-REKEREL, 09T 5,
TRHEMNELCEIRTELZWGE X, A BREKISERT 5,

FEMERIRMS TRIREE 5,

ZEICZENBE. WREZELEDBEUGEH CADOFE
ZEULT, GALGHEWESIZT SR E, BHRRICERLEE
MERDTTRVWEFRZENTZEIBEICIE, BEUL-
BEEULERBRANICRET S,
REYMEZEYLERINFITRET 52 &,

ABSEHRE., BEITDHEICIFK. SMFEEAARELIUVEDR
BlIcfiE>THET L L, TORBICERSIAIHMEIZON
THLRABTHD, FOBRUNERAINEINEHEET IHLEN
Hbd,

ASDSNEEH 13EHEXIVI5ICHENT, ABAKRESLIUVED
ERFIOEEHY .

1. BEVWRUVRELDIE

v E A
530 0bo S
BFrgR, £HBK

ZEMPIEER

FLEHLERVRERBEDEDRFENRESHE,
THEBENTELRWNEEE. BIREEZFALTLE
LY,

BEOKRMRIZA ALY,

SRMERREFERALGEWND &,

BRARAFELZLY,

AR& DiEfEEIT 5,

MFEWEIEIREZELCHES &,
BISRERAEDHKRICE DS, EXEHOFESLUREHD
EITHREICHEVLERYEKRS Z &

BREFHALTHECIE,

CHOHURFEFERTHEEFIC, REXITEEEZLGEWNI &,
FNOREMEZHLEL. REAOBEE&HNMRIZCTSIELI:F
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES HWETH: REES. BIEIZET A: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERHE: 2016/06/23
9%,
FEfih ] 8 D ERIEH
BAEXE D BEOERAFICEENE~DIELKEOFREENHHIHE(E.

EEBFRDELICTA TSIV IVRTLAEEIURE D Y
J—%HREBLTLIEELY,
FRAPISRERUVEEZZILT 5,
BRINERKRITBERT HENEET S &,

27NV TADMBEMNBEARL—avIClE, ToP=Fa
vha—)L, BUGEANERE. BULGKRLESKVE
EBREFIE. EXFLEER. EXERLLEEANOEROL
Ea—%28ORENHY FT,

®’RE

RETRESEH D BEYIRESRILODNERBIZANTE S,
L TRET S &,
BELOMYEDS,
BEDOHREICH->THRET S,

BRI mE D ROBFEBEEVNSL LITRERELAGL
RER{LH

RETBR/AEME D EEIRBUOHME: MRAL,

8. F<EMILRURBIEE

ERRBICHETIRIBRERR/FFERE

D% CAS & BiE (RER | EEHEE/RER | HA
FE) 2| HFREE
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
FEHBIEHR: 0T0
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)
EARI TS VAR 83919-23-7 TWA 1 pg/m3 (OEB 4) NER
IRXTI

MR KRS

| HEmYHIE | 10 ug/100 cm* | &R

R {3 DR REXEBLUVRRERES SO, 2T 00TV
TEBIRBREICI YRS A, P BRICHVERES L
DWENHYET,
[REl. BABCRETIEERY HHENTLES0Y,
P/ B—XTAaE XX T L GHEMREFERLET,
ERETHMYHKSIHEIF. T7AVILET HAREEEZDIL
TWA®H, BHIZELNAMFE—TT1FrvERY b,
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Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES:
10.1 2024/09/28 112750-00023

AIEIET B: 2024/07/06
#MEERCE: 2016/06/23

BRT— FELVZREFELOMFT/NA REBEYIFERALE
¥, CORREMENGWNGEE, SA LML LLBEAYFH
v TETRYEWNET .,

RER
IRk FRRER WYL BFAHEKEENFIATEREMES. FIRIEEFTE
THREAA FSA4 VOHEANDIX BN TEIN-HEE, FFE
REREEZFEALEL LS,
T4NE—247T MAFREEHRSADEEZI1 T
FDREER
mE it R F R
-5 FREAZBETERTAIEERFLELL S,
IRDRER YA Ro—)L B ERERKEL LTV ILEFRT 5,
FEREL LIFEEFICROZIVRE, S X, ZT70Y
W ERRET BHIGEF. BRIV ILEFRT 5,
MLA. TR, L LLIEFI7OYVILICELREES LSS
AREENHBIHEEIE. 7T —XP—IL KL LLIEZFDIFELD
L7 z—RBEOTIOTFU 3 vEFRALELES,
RERVEADRER A=ZT74A—LH LLEERERAI—FEEALFELL S,

MREMNBHLBWVESIC, EEENDIEZRVIEDE, &
EBESH— AU bEEMLTERALELES Bl RU—=T
Lyy, 2700, RFR, FOMETR—YRE) .

FBRINEAREDHSIKRIRER CERIXBEY L HETIT

TLEEL,
9. MEHRMELEMNEE
MERIKEE 37
& L T—4%L
R L T—ARIL
R0 LEWVEDE L T—8AL
w7 R E R L T—RIL

BRAXIVBRRVHESEE @ T—274L
AIATE (BlR. SUA) o JFERE
AIRE GRIK) LT8R L
BRETRARVEFELRF AIRRR
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€ MSD [} e

Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

RES ETA: BEES BIEIRETA: 2024/07/06
10.1 2024/09/28 772750-00023 #E4ERLA: 2016/06/23
IRFEFEDO LR/ aAIRER @ T—4274L
{[E]
BRAESTEDO TR/ A[BRTE : T—427%4L
[l
5l K= T—R%EL
NRRE T—421L
pH T—27%L
FEREE T—21L
BARFEIMEE T—R7%L
FHE
EFE (BhRAMEER) T—R2%EL
BRE
KB M T—R%EL
n-A49 % J— )L/ KHERIRK JEZY
(log 1)
ERE T—R%L
BERV/XIZHENZE
tb=E T—R2%L
mE T—HR1IL
B A RFBE T—R2%EL
IR IBEMETL
[P ek ABGIIERIEEYME L L TIERFEINAL,
NFE T—R%EL
A4S
FFHA4 R JEZY

10. REER VRGN
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RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/07/06
10.1 2024/09/28 772750-00023 #EERLBE: 2016/06/23
grvyis D RIGHEER E LTIEDEINGL,
{EZEHIRE M D EEOIRETIEIRE,
fEl& B E &It AT REMSE D BUOBRERIERETHIENH D,
BITHRNEEN COHRAG L,
BfERYE D EREH
BREE LN EERY D RBRESLSBERMIEIEM SN TULVEL,
11. EEMHER
AREMED HHREREOER @ |RA
RS A
£ HY
RICA-T=-5B&
SMst
FIATTRETIERICE DR Y RFETERELY,
o
2EETE 8BR) D RMEMHEEE > 2,000 mg/kg
ik StEICKBAE
%
Gentamicin:
AEEE #&0) : LD50 (v k): 8,000 - 10,000 mg/kg
LD50 (=¥~ X): 10,000 mg/kg
2HEE (RA) : LG50 (T k):> 0.2 mg/l
REERE: 4 h
HERREMLA/Z R+
BE CORAETEECIIRE I TV,
22BN (ZOMORER) : LD50 (T k): 67 - 96 mg/kg

REZ: FRIRM

LD50 (5« k): 371 - 384 mg/kg
BEZIK AN

LDLo (HJL): 30 mg/kg
BRERER: 53RN

Posaconazole:
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RET—HRI—F

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

€ MSD [} e

ES HETA: BEES: BTESET A: 2024/07/06
10.1 2024/09/28 772750-00023 MEERE: 2016/06/23
Atk (@0) © LD50 (5w k):> 5,000 mg/ke

LD50 (X R): > 3,000 mg/ke
SEsEt BR) : LD50 (T k):> 2,000 mg/kg
EABIUISVANLRIUBIRXTI
amEn @O © D50 (5 k):> 2,000 mg/ke
LD50 (X R): > 2,000 mg/kg
2EsE (RA) : LG50 (T k):> 3.3 mg/l

R4 h
HEBRRE MLA/SX b+

#E: CORETRECTIEHERINTLVEL,

LC50 (@2 R): > 3.2 mg/l
RRERE: 4 h
HEBRRE MLA/S X+

SHEE (Z0MHhORERE) : LD50 (Z v k): 300 mg/kg
BEER KT
REK: PEOR BRI

A LAT-1,2-TanoySFH—):

SEst #En) D50 (Z v b): 648 mg/kg
SHsEt 8BR) . LD50 (UH¥): 673 mg/ke
REREE. /Rl

FIATTRESIERICE DR Y RFETERELY,

%

Gentamicin:

2 YR =

wR D BEORERE

Posaconazole:

2 R
ER D EERIEAL

FARYI VIS UAILKRIBIATIV:
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RET—AL—F
€I MSD [ rune
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation
&S ETH: BEERS BiEIZRETB: 2024/07/06
10.1 2024/09/28 772750-00023 MEVERB: 2016/06/23

2 DY X
R D EIERIEAL

A NLAT-1,2-TanySF—):
i R =
R D REFIEHE

BRIz S ERTRGNE RBRHE
FATREGERICEDCRYDETELL,

5%

Gentamicin:

£ S

HR D BEORRE

Posaconazole:

g DY x
R . BEORR

EARIVUISUANKRUBIXTIV:
(] R
R . EE~ORIEAL

A NLAT -1, 2-TanoSF—):

g DY x

R . BBAORE. 21 BUAIZEE
FEOR 28 BAEE IR B R 1E

RE RS

FIFARTREAIEMICE DR Y DETEAL,

FFOR 25 B E 1

FIARTBEIFRICE DK R Y DETEAHLY,

B

Gentamicin:

-3 . T—A1L
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RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

Posaconazole:

e A T . Magnusson-K|igman-Test
REDOERE D RIEYEA

(i . EILEVYE

R DR

FARYIVISUAILRIBIRATIL:

HEEa A T D IFIUIAE— 3 VR

REOIRK . BE

i  EILEY

TERAAD R D EEFEBBUEESERRL,

R =

5% : guinea pigs #AWHERIZK Y., KPBEITH LR BN
METHDHZENTESN D,

AIAT M, 2-TANRYCA—IL:

HEgA2 A T © BETY o/ EEhEEER (LLNA)
REOTRR D RIS
2 XA
ik : OECD :E&H A K54 > 429
HR D
TFERAA N D ANEIOREBIZEENSDIEEEOBBELSRIRT S AIEEMEE -
(LEEA D B,
AhEHRERRYE
FIATTRERIERICE DR Y DETERELL,
B4
Gentamicin:
in vitro TOEEEME © HRERA A T in vitro WELE MRS FEESE
R =
SRERA A 71 in vitro 2 EIAERFERER
R TR
in vivo TOEIGEMN D RERA 4 T HELEYARMmMEK/ N LERER (in vivo HifaE R
E%)
E:T9R
R BB FRAREST
R =
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RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

Posaconazole:
in vitro TOEEEMH D R T MEMERAVDEREALTESER (AMES)
R 2k

HEBR2 4 T LB RESE
R fE

in vivo TOEEEM D HERA A T NEEER
B.v9R
AR Ba
BEZE: B#IRA
R fEt

FARYI VIS UAILKRIBIRATIL:
in vitro TOEEESY D R T MEMERAVWDEREALTESER (AMES)
R fatt

HERA A T RBHRESR
FAMRTL: FroA4 Z—ANLRE—[HifAlE
iR fat

HErA A T RBHRES
FAMRTL: FroA4 =——XNLRY—ElEE
R B

RERA AT <R VN
HR B

in vivo TOEEGEEM D HRERA A T INMKERER
= Ayl d
BERK 0
R e

HERA A T RBHRESE
B oy hk

ARRE: B8

R petE

HER A 1 7 FEH DNA & R ER
E: Sy bk

HRRZY: RTHARE

R fE

AEMRERRKE - TR A 0 RESECEEHREALRRE LTHET S LETER

vk LY,

12/30



RET—HRI—F

€ MSD [} e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

S-ANAT-1,2-FaiRoPF—):
in vitro TOEGHEM HERE A T MEYERAWL S EIREREEHER (AVES)

7% OECD HERA A K54 > 411
BRI
w5 BT MENTONT—RITE DL

HERA A T in vitro BELBYMIAEEFERAR
7% OECD EBRA A K51 > 476

R e

wE: BT HYEI /LT —FITE DL

HERZ A T in vitro RBEKEEHER

7% OECD HERA A K54 > 473

BER e

w5 BT MEM/ONT—RIZE DL

EHNAH

FIATTRESIERICE DR Y RFETERELY,

%

Gentamicin:

HEHPAUE-TERAAD F—27%L
Posaconazole:

g AR

BE5Z2% #0O (gH)
r3Alied | 25

#HR 1k

-5 EF#EOTE— FIX AN & EB 1%,
L] IR

BE5Z2% #0

YA 25

#HR 1k

e EF#E ST — FIX AN & ERB1%,
EAGITVISVANRUBIZTIV

i D Iy bk

BRERR Rk A

IR E= A% 2 F

k5= 0.067 mg/kg {AE
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RET—F—F I MSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/07/06
10.1 2024/09/28 772750-00023 #EERLBE: 2016/06/23

& D EH

& WA

BE5#2% o RA

e 22 B R 1948

B’E=E . 0.160mg/kg AE

4 D e

st

BIER~ANDEEZZEDE TN,

Ry

Gentamicin:

ERIC N9 S22 D HEA 4 T CHRAEES SR

E: Sy bk

H5E 3 NOAEL: 20 mg/kg AE
R BEELEHEEEREIBE I EN o1

BRORBE~DEE D BB T ZRNELUVBRERE
FE: oYX
FH4 =1 NOAEL: 3.6 mg/kg AE

L:
R E - RS,

HERA2 A T ZREMNB L UVUBRERE
B oy bk

B BIER

FAE =M LOAEL: 75 mg/kg AE
R E - RRSMH,

HEA 4 T ZRBNE L UBRREKE

B voR

BE2EK: BIEA

FAFEM: LOAEL: 10 mg/kg AE

R BRRET, , FRIEIBOHAGEM T,

R4 T ZBNE L UBRREKE

B Sy bk

BEZ2EK: BIER

FAEEM: LOAEL: 50 mg/kg AE

R BRERET, , FREIBOAEMT=,

AEHEE-TERADE D ABDOEZHREBEICEDIEENDEBEZEDHHGIERIENH

-7,
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

Posaconazole:

RICX 9 S E . HERA 4T 2REEeh / VERERLE
oy kTR
— %S #: NOAEL: 180 mg/kg AE
JEIK: TR~ DZEIL L
MR 2

REEA 4 T 2HEEe S / VIR E
Sy bk, AR

—f2E M 8 NOAEL: 45 mg/keg {AE
FEAR: TR~ DEEIL RN

R 2
IRRORBE~DEE D R T ZBEMELUKBRERES
oy bk AR

BE£K &0
FeEEM: LOAEL: 29 mg/kg {AE
R BREMN. . FELAREHLNI,

HEBAA4 T ZRWELUVBERT
FE:OHYX AR
e E M LOAEL: 40 mg/kg AE

HR: RS,

EESME-TERAA VU D BYMRRICEDERBICERENHSEN—EIAASAT
Wo,

EBEARIVIFGUANLKRUBIXTIL:
FIRICKT S & D HEBRAA T EES
E: Sy bk
BRI’ KET
45l 3: NOAEL: 0. 015 mg/kg {AE
fEIK: SHEMNEERER, BALLEBROAKE,
R ZREICEEEL, , LEEANDEE,

BRRORBE~DEE D BB T ZRNELUVBERE
E: 79X
BRI RT

IE - fa!R&E 1%, : LOAEL: 0. 06 mg/kg AE
HR EEt0E,  EFUIELREST

HERA A T ZREMNB L UVUBERE
B oy bk
BERZER BE
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

Bt - BRIREM, : LOAEL: 0.3 mg/kg {AE
R L - RIREM,

HEEA 4 T ZRBNE L UBREE

& oYy x

BRERK BK

BF - BRIR&E, : LOAEL: 0. 15 mg/kg AE
R IE-RREN.  FELRBOHLNT,

HEA 4 T ZRBNB L UBRREE

B Sy bk

BERE KT

BT - BB'REME, : LOAEL: 0. 15 mg/kg AE
R FER~NDEE,

HER4A4 T ZRWELUVUBRERE

& oYX

BEK: &0

Bt - IR EME,  LOAEL: 0. 7 mg/kg {AE
BRI - REREN. , FELIRBOHLONT,

EESME-TERAA VU D BPMRRICEDERFAOEZENAHEICH DS, . DYER
[Tk % EMMBES FUKBA~NDEZENH S EN—1B
SMEESN TS,

SSAIAT M, 2-Fany ot —):
FIRICH T HRE D REBA4A T ZHREBESERER
oy b
BRI SRADAATESE
7% OECD RE&RH A K54 > 416
R e
& BT smEIEONT—FIZE DL

RROEE~DEE . HEBAA T RIS LUVRERE
B oy b
BERE SRARAATEISE
7i%: OECD REEH A K54 > 414
R e
EE BT IMEIEONT—FIZEDL

FERMRSBSTE (BEEIECE)
FIATRELERICEDSCRY DETER,

16 /30



RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

TS HETH: BBRE: HTEZRET B 2024/07/06
10.1 2024/09/28 772750-00023 #EMERLA: 2016/06/23
5%
EARIVISUANKRUBIXTIV:
HE DAFARELGT—RICE DL ENBEEEIEHBI-SNGLY,

HEENEREE (REFICE)
RHilch=-%,. XIIREIECE EN) ITLIEBZOEZTDOESETN (Bl NE).,
D%

Gentamicin:
EH gz . B, WNE
TEAAU R D REICh-5. XIIREFLKBIZKIEBHRDOESE,

Posaconazole:

REDIER D BRAFRAALGE
RS D B BEE B MR LiES AR
TERAU R D RIS, REREFSEICKDEHFOESE.

EARTVISUALRUBEIRATIV:

REEOERK D A LA/ZI R ME)
EZErfE 2 D RER, FE TR OKE
TEAAD R  RECh-5. XIREFCBIZLK2BROEEZEDS Fh,
REELESEM

D%l

Gentamicin:

2 N

LOAEL : 3 mg/kg

BE52% © BN

R 22 B R 12 # A

EZErfE 2 D Bhg

SR 1 s R

g |

LOAEL . 50 mg/kg

BE52% . KT

R 55 B R . 38

Er s . B, WNE

2 YL

LOAEL : 6 mg/kg
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RET—HRI—F

€ MSD [} e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES ETH: BEERS BiEIZRETB: 2024/07/06
10.1 2024/09/28 772750-00023 #EER A 2016/06/23

BE5ZK AN

iR & B 3@

EHIE AR m% Ehg NE, B

i Zwv bk

NOAEL 5 mg/ke

LOAEL 10 mg/kg

BE5ZK AN

A 52 &

ErfEaR Bhg Mm%

i Zwv bk

NOAEL 12.5 mg/kg

LOAEL 50 mg/kg

B 5 #ER AN

A% 55 o 13 &

ErfEzR Ehg

Posaconazole:

2 Sy bk AR

LOAEL 5 mg/kg

B 5 #E #0

YA 6 4+ A

ERIfEER BB, fh, D6, AFEEE R BhRE R

2 X

LOAEL 3 mg/kg

B 5 ER% #0

iR & B 392 Days

ERIE AR fir, BFRE, A6, /DEm BIE, BEE ) /88

(i HIL

LOAEL 15 mg/kg

52K #0

IR EEEERE 1 7R

ErfiEzR B, BT, /N1, Mm%

i PN

LOAEL 3 mg/kg

B E5R #0

A% 55 o 56 &

ErfiEzR BE B BRE aER ERE WR 24,

# S
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES ETH: BEERS BiEIZRETB: 2024/07/06
10.1 2024/09/28 772750-00023 #E1ER R 2016/06/23

LOAEL : 180 mg/kg

B 5 #ERg . 0

IREZE R 12 »R

EHIE AR . Mm%k, CHIEE, B

L] |2

LOAEL . 8 mg/ke

BE5ZK D BRI

A 1 45H

ErfEaR CDEOER, M BT MK

FARYIVISUAILRIBIRATIL:

L] v b

NOAEL :0.005 mg/kg

LOAEL . 0.3 mg/kg

B 5 REg . 80

YA : 30d

EriE RS SN, B BIR, KIE, AR
1 DN

LOAEL : 0.5 mg/kg

B 5 #E . #0

YA : 30d

ERIfEER C Jongn, g 8T KRE, KR
2 D vk

NOAEL > 0.00013 mg/|

B 5 ER% D BRAMBLCA/ZTRNIE)

A% 55 B 90 d

ERIE AR C BIE, Bh, U oNED BREE, BEE B FFE IR
(i N

NOAEL :0.0005 mg/|

52K D RAFLCA/S R NIE

A% 55 o 90 d

ErfiEzR C BIE, Bh, U oNED, BREE S8 B, AR AT

SAIAT M, 2-TANRYCH—IL:

L] v b

LOAEL : > 100 mg/kg

B 5 #Eg D BRAHIRAATEEE

A% 55 B . 55 Days

ik : OECD HEB&HA K42 422

&% . LT AYEILSEONET—RIZE DL
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/07/06
10.1 2024/09/28 772750-00023 #EERLBE: 2016/06/23

MRAAEEM

FIATTRERIERICE DR Y DETERLL,

%

EARIVISUALRIBIRATIV

Y

AEIZHT B REBRER

By

Gentamicin:

RAAATEIGE D EREES B

Bl RE
FEIR: HFELY, HFEL, HEE HISY, RIEMEHEE

Posaconazole:

RARAATGE DOREIR: 1%, BRJR, MER, B, REE FEA~OFEE, %P
®BE, TH SNE FHERBRSE BRESHE

EARTVISUALRUBIATIV

mA DOER T LUAX—HRK, HEE WExX, ERERLEE, R
ek, OEAU A E, ERDREH HBEHRE REZRAD
& HIEFRR

RS & COfEIR: BB, BE
5% 0

EARTVISVAILRUBEBIZATIV:

w& D RERARATHE
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REF—5L— b

€ MSD [} e

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES ETA: BEBEE BIEIRETA: 2024/07/06
10.1 2024/09/28 772750-00023 #E4ERLA: 2016/06/23
12. RIECEWR
ArEEt
5%y
Gentamicin:
SOVAEOKEEEFHEY © EC50 (Daphnia magna (F#A 3> 1)): 86 mg/l
IZxtd 5&MH RREERER: 48 h

B KEEYICHT HENE

N-270%— (KERERE
%t EH (2% )
N-T70%— (KERERS
Tt RE (181%) )
WMEMIZHT HEMN

Posaconazole:
y: k-

7% OECD EBRA A K51 > 202

LC50 (Americamysis (7 *1') A= X)):30 mg/l
BREERFMAE: 96 h
Bk T IRAMEEHER

EC50 (Pseudokirchneriella subcapitata (#k%)): 10 ug/l
RBEERFE: 72 h
7#i%: OECD HE&EH A K54 > 201

RAESZERE (Pseudokirchneriella subcapitata (%%:%)):
1.5 ug/l

BEERFME: 72 h

A% OECD :RERH A K54 > 201

EC50 (Anabaena flos-aquae (7 / /89 F)7F) )47 ug/l
RBEERFE: 72 h
7#i%: OECD HE&EH A K54 > 201

RANESERE (Anabaena flos-aquae (L 7/ /N9 F1)
T7)):1.6 ug/l

BREERE: 72 h

7%k OECD iRE&H 4 K54 > 201

100

1

EC50: 288. 7 mg/|
RREERFME: 3 h

HERZ A T PO
7% OECD HERA A K54 > 209

LC50 (Oncorhynchus mykiss (=< X)):> 0.95 mg/|
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RET—H—+h EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

BREERFME: 96 h
7% OECD HERA A F5 4 > 203
75 BRERFEICSTHEMEL

SOUOHKEOKEESHEY © EC50 (Daphnia magna (#4322 3)):0.276 mg/|
IZxtd 5&EMH RREERSRE: 48 h
% OECD BRE&H A K54 > 202

BEKEEMICHT HEMS ¢ EC50 (Pseudokirchneriella subcapitata (#%3)): > 0.509
mg/ |
BREERM: 72 h
7% OECD ERE&H A K54 > 201

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

RREERFMR 72 h

ik OECD HER A K54 > 201

N-279 48— (OKEREEE :© 1

% EE (%) )

BEM (BESH) . RAEBZZRE (Pimephales promelas (77w Ay KX/
r2)): 0.206 mg/|
PR 33 d
Hi%: OECD :REEH A K54 > 210

SOVIFEQKEESHEY . RKEEZZRE (Daphnia magna (74 =2>20)):0.244 mg/|
[Zxt9 &M (BMESMH) REERRERT: 21 d

Ak OECD BE&R A A K54 > 211

HE AHEERREICESTIEMEL

M-279 42— (OKEREEE 1

H RHE (18H) )

MEMICNT HEHE : EC50 (RAMEY): > 1,000 mg/|
RREEEER: 3 h
HERS A T FEOR N
7% OECD RE&EH A K54 > 209

TEARIVIS VAR UBIRXTIV

ask . LC50 (Menidia beryllina (S )L/N—H A F) ):0.11 mg/|
EREEEFE: 96 h
&% BRERREICETHEMEL

LC50 (Cyprinodon variegatus (—FAAY KX/ —)):> 5
mg/ |
RREEEER: 7 d
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

7% BEERFEICSTLEMEL

SOVOEOKEESHEY © EC50 (Daphnia magna (A4 3 >3)):> 5 mg/l
[Txtg &M BREREFE: 48 h

% OECD ERB&AH A K54 > 202

5% BREERREICHTL2EMHEL

EC50 (Americamysis (7 A A I R)):> 5 mg/l
REEERSME: 96 h

HiEk 7 IHEAMEHER

EE BRERREICSITHEMHEL

B KEEMIZT BE M ¢ EC50 (Pseudokirchneriel la subcapitata (#&%)):> 3.2 mg/|
BRERFME: 72 h
7% OECD BRE&H A K54 > 201
BE AREERREICHIT52E5HEL

AEM (BHEEMN) D BRKESEEE Pimephales promelas (7 7wy kAw K3/
r2)): 0.00014 mg/|
RREERFR: 32 d
7% OECD E&H A K54 > 210

SOVIOFEQOKEREHEY . RKEEZERE (Daphnia magna (432> 0)):0.34 mg/l
[Zxtd &M (BHESH) RRERM: 21 d

7% OECD RE&H A K54 > 211

FE: AEERRBEICRTI5MEL

270 4%2—(KEREEE @ 100
% RE (%) )
MEMIIRT HEMH : EC50: > 1,000 mg/|
BREERR: 3 h
HERS A T FEIRANA
ik OECD HER A K54 > 209
BE AREERRBICETL5HEL

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

HER S A T IR

#i%: OECD HE&RH A K54 > 209
BE AEERREICHIT25HEL

-ANAT 1, 2-TAaNRTH—IL:

y: k- . LC50 (Oncorhynchus mykiss (=Z<<X)):> 10 - 100 mg/|
REEERSME: 96 h
7#i%: OECD RE&EH A K54 > 203
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

#E: BT SMEILR/ONT—RITE DL

SOUOEOKEESHSY © EC50 (Daphnia magna (743> 3)):> 10 - 100 mg/|
[Txtg &M BREREFE: 48 h

% OECD ERB&AH A K54 > 202

&% BT mEIBON-T—FITE DL

S KEEMIIT HEM © ErC50 (Raphidocelis subcapitata CR/KMEREE) ):> 10 -
100 mg/|
BREERER 72 h
7% OECD ER A A K54 > 201
&% BT smEhoBohfzT—42I2&E DL

EC10 (Raphidocelis subcapitata CGR/KME#KE) ):> 1 mg/l
REERFME: 72 h

A& OECD HE&R A K54 > 201

HE: BT 2MEIL/ONFT—FIZEDL

MEMICHT S5 © EC10 GEM4SEIR): > 1 mg/|
RREERFRT: 3 h
A% OECD RE&RH A K54 > 209
HE: BT 2MELSB/ONT—FIZE DL

REMH - SR

B

Gentamicin:

SR D RR RSES R EE

£ 100 %
RREEASME: 28 d
#i%: OECD :RERAH A K51 > 314

Posaconazole:
EoEH D KR SoMmETIEGL,
EfE: 50 %
RREERER: 28 h
Hi%: OECD HEEAHA FS 1 > 314

KPTOREMN D ERFIEHE (DT50): > 30 d
7% OECD BRERAA K54 > 111

FARYI VIS UAILKRIBIATIV:
HE RS DR SoRETIERRL,
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®2T7—8o—F EIMSD A o
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

£ 50 %
BREERFAE: 28 d
7% OECD EBRA A K51 > 314

K TOREN D kSR 50 (12 d)
75i%: OECD EABRA A RS54 > 111

A NAT-1,2-T7anrSFH—):

EofEM R Sk,
BE AT AYEIBON-T—FICE DL

EHEEYE
B
Gentamicin:
n~A9 %/ —IL/KHEFRE . log Pow: < -2

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

EWiRMEREF (BCF) : 20
7% OECD HERA A K54 > 305

n~-A49 4%/ —)L/ KHEZRE : log Pow: 4.15

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

EWiRMEREF (BCF) :107.1
7% OECD EB&A A K51 > 305

-4 4%/ —JL/ KHEZRE : log Pow: 4.68
(log 1)

A AT, 2-TanoTFH—I;

n-449%/—I)L/ KnEFEE : log Pow: -0.84

(log &) 7% OECD HE&EH A K514 > 117
TP OB
B
Posaconazole:
REGRDOL . log Koc: 5.52
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RET—HRI—F

€ MSD [} e

Mometasone / Posaconazole / Gentamicin /

Polymyxin B Formulation

&S
10.1

ETA:
2024/09/28

REES.
112750-00023

AIEIET B: 2024/07/06
#MEERCE: 2016/06/23

FARYI VIS UAILKRIBIRATIL:

BREDDOL T log Koc: 4.02
TV VE~DEEH
| ]
thoEERE
T—21L
13. BELFDIE
BEEHE
BRRREEY A BARKOREIIZENLST S,
BREYETKABE L TIEES AL,
FERBRUOEE ENBRBEIEZ. YAV IILEEIEEZEDEHIC, BaE2 2+
REYNEEEICRTET 5.
BHICHEENEWMGES., XEARE LTHEET S,
14 @ELDOIEE
E3] 53k
[E_E ¥k (UNRTDG)

E:E&S (UN number)
E:&E#i% 4 (Proper shipping
name)

EE 548 (Class)
BEE M (Packing group)
Z X)L (Labels)
RIEAEH

finZ2i#fizx (IATA-DGR)

UN/ID #% (UN/ID number)
E:&E#i£ 4 (Proper shipping
name)

EE 5 %5 (Class)

A2 F 4k (Packing group)
Z ~JL (Labels)

HatET (EYH) (Pack-
ing instruction (cargo air-
craft))

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(Gentamicin, Mometasone)
9

I11

9

B

UN 3082

Environmental |y hazardous substance, liquid, n.o.s.

(Gentamicin, Mometasone)
9

I11

Miscellaneous

964
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R&T-—%—t CIMSD /A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES HETA: BEHEES: ATEIZRET H: 2024/07/06
10.1 2024/09/28 772750-00023 #E4ERK R 2016/06/23

WEaET (REH) (Pack- : 964

ing instruction (passenger

aircraft))

REAEH .

& _E#i3% (IMDG-Code)

EE &S (UN number) : UN 3082

[EE#i1%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

name) (Gentamicin, Mometasone)

EE 548 (Class) © 9

A 285k (Packing group) o111

Z ~JL (Labels) 9

EmS 31— K (EmS Code) . F-A/S-F

BESEME &S - EZD) 0BG

(Marine pollutant)

MARPOL 73/78 MiRE 11 R IBC 3 — FIZ & A X oMAME S HRAEME (ZH - EZY)
B S NICREO W I3RS,

Il P il
E0REDERF L, HE 15 23HT 5,
A DR ERE

CCICRHEN TV DEESEIL. FROBMEZTDRHT, ARET—42 L — O THRS
NEESICHRBSNEMHOBEDAITEDNTUVEY, BESHIET, XEFR., v yr—I4%
A XEWBOMBDHRAUOEREICEY, EEESNLAREELAHY FT,

RERLREEREHES CIM

15, BRAZS

BEEER

HREE

fElRY. EERBRYICERS LG,

L&&

HELCFME. BERICEYE. BAFMEEMEICKAE LG,
HEReMEE

BEENEULEShIEEY

JEER Y

WEDHRAIZZITHEIREREY

JEE%H
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R&T-—%—t CIMSD /A
Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RE= WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

BEEEHLEHARDY

JEEZY

ZERHEDEOH ohi-t$EPE (BELELFEDE)
JEEZY

ZEREOBEO SLT-LEME (FHRBREIEEYE)
| ]

AMELZENIREBRVRUVEED

E| 4]

BMEEZRTIREZBEVRUVESY

JEZY

REFEELEYDE TESHOAEEFOERABREYE (FBRESBFERAUE 594 &0 2)
JEZY

RARMEYE (FEBRLSEERAELTTED2)
|4

WELFEMEREETFRRAI

JEZY

fnhE FRHRAI

JEZY

m7IILE)IeathEFRFEA

JEEZY

BRI hEFRHRA

| ]

FEREHEEIEITS - NRE— (EBEWY)

| ]

=R UBIYMEFE

E| ]

M EHIREE R EE

JEZY

BEHARRE

JEZY

KEIFEHRE

|
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RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES HWETH: REES. BIEIZET A: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERHE: 2016/06/23
MR EiE
BRI 2, 3 XERMETIRE 1° AEUYE
2E ik

FEATRRAIE 194 FEBRYERIRE 11 TOMOEED
BESEERVBLKEDORLICEY 5k

(£ 5 FEHEE ; FRAME L )
ERRECBeS D BEELYME
FREE R Ul ¥ P SE
FRE MR (EE - MAKR)
e Y
WHEMBERMEMERE EE - A
JEEZY
BEEZEVONEBE VERICET ik
EEREY
COHBOFEAICDODVWTEEAS AV M) —~ADRBEIRR :
AICS N
DSL N N
IECSC N
16. ZDHD1EHR
5| FscHk T BHEMHT—4. EME SIS IZEDILF—% ., O0ECD eChem
R—R2ILEIUVEMIEEYER http://echa. europa. eu/ D&
Bft7+—<vy k . %/R/AH
FDDREEEND £

AlIC - A—X FSUTDIELFERASA AV RY; NTT - TS5 D)ILEREZME, ASTM - K
EMHHRGS, bw - KE: R - EH M. TERME, £EEUEAHLESNHYE: DIN -
FAURBIHEERE DSL - ERMEY X+ (BF %) ECx - FED XhORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE: EnS - BERHOR T Do
—JL; ENCS - {LBEDBFLEME )R b ErCx - FED XWOREZEZRIZFTEEZONDRL
R&R ERG - REMIEDOFEIE; GHS - #RFMI AT L GLP - HAERERE RS, IARC - EFR
NATRREEE, IATA - EEMEEERGS, IBC - BRIEFRDESEEEZD-ODOMMOEE

29/30



RET—H—F EIMSD A

Mometasone / Posaconazole / Gentamicin /
Polymyxin B Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
10.1 2024/09/28 772750-00023 #MEERCE: 2016/06/23

RURKICET 2ERRHRAI; 1650 - 50%fEEFIRE: ICA0 - EFREMMZEMES: IECSC - HEIR
HiLEYMELE: INDG - BB LEKRYMRIE. IN0 - BREEHEE, ISHL - FBRe/E&E
(BA); 1S0 - EFR#EEHME. KECI - BEBRFCLFEMESRE: LC0 - 50%B3LRE, LDS0 -
50%EtE (FHEIEE)  MARPOL - MfIC & 5 DMIED-HDERRER, no.s. - I
BMBNATRSIN TS L DZERRC: Neh - FURR NOWEC - BEZMHFZERE: NOWEL -
BEZMFZE LA, NOELR - EASMHLZEARTEIS, NOM - A F2a2HHA NTP - XEE
REM IO L NZIoC - Za—2—F v MMEEME AR, O0ECD - #ZF 1 NOBAFMEE, OPPTS
- LEYMER SN - AFWILER PBT - HOMRMEN - ARERE - HEMEWE) © PICCS - 7
1 VEEEMEA oAV Y —; (QSAR - (EEM) HBEFMHEE, REACH - LEMEDE
$%. M. 3 WA L UEEE (REACH) IZB89 %#REI (EC) No 1907/2006; SADT - B hniEH£Z
mE; SIS - RE&T—R2 31—k TECI - 2 A ICBAFDILEMED A R M1 TCSI - BE{L
EMEA R MY —; TDG - fEiEEE. TSCA - BEMEMRGE CKE) ; UN - E3E; UNRTDG
- ERESERYEEES. vPB - FEICHIBRUVFEICHEEME: WIS - EXRSRBIRE
EUEMERRI AT L

CDRET—HI— MU TSDS) £V D) TRET HIEHRLUT TREHR) &0 3) . KEH®
BERICENT., BHOKREOME. FHh. RPEIDLETERTHLEHHLEZEDTY,
AIEHRT. REOXREGHREL., FA. LE, RE, #@X. BERVRRICETIIAN TR E
LTOAMERESNTEY. WHVELSRIERERERBEZLTLOTESDY FEA. AFERIL.
SDS DEEFICTRENTVIRHESN-HAICETLIHLOTHY . ARAULNMOHRRZLEHE
HET. XETOERPTHERASNDEGEE. AXPITERNGVRY . ARICIETE oG VAETEESE
BAHYFT . ARGOERAEFSMICEVTIE, FERERVHREEZERT 5812, FRES
MDRBRERBICETEAHAOBYLGFHMEEH T, FRAESLOERT 5HETOREDNIKR
CHETHERHRBDEK, FH, LB, ROREICDOWVT, HERBLET,

JP/ JA

30/30



