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Fidaxomicin Solid Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EYERH: 2019/08/15

1. eZRREUSHITER

LMD ER . Fidaxomicin Solid Formulation

HieEosHaH. EMAUVERES

HEAEDRTATT : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HER AR U ERLOHR

AT D EEA

FEAEDOHIR .

2. BRABEHOEN

{EEHD GHS 788
SMEM (E0) . RH4

GHS 5 N ILEHR
BRIXIED VR

RIS %
BIRAE . H02 AR L HE.
REE RENE

P264 ERfk WRIIREBE K <HED C &,
P20 COHGRZFERAT HEEIT. REXFEREZ LGN
&O

R E:
P301 + P312 + P330 kA AATIEE - SONELE ZLEE
IERTHE, OFT T L,
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Fidaxomicin Solid Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
8.0 2025/04/14 4757501-00013 PE{ERA: 2019/08/15
BE3E:

PS501 AEY)  BHRERDINNEERICERT S5 &,

GHS S HRIZEZY L B LMt fElR A Et

EEGHBEREVEESNDIE

BEREOHE

MLADRIZCAD L., BEMNBRIBNRELZEAHD,
MLALDERIZKY., REOYEBMGREEIIELZENASE
HEREMEL BB,

MI. N RY T3 LLIEZEDEIDMNIEBDMIZ, EHRHED
MLAZEEERT H2ETALHY FT,

3. MR URSTER

EEHME - EEMORI BEEY

5%

=22 CAS &5 E2HE (b w/w) EHRATERE
B85

Fidaxomicin 873857-62-6 >=50-<60

t)a0—X 9004-34-6 >=20-<30

ZREBT M)V L 532-32-1 >=1-<10 3-1293, 3-1272

T U 17-92-9 >»=1-<10 2-1318

JonELygya—i 57-55-6 >=0.1-<1 2-234

4. HRHEE

— BRI 7 F/NA4 R

W®ALGE

REBIZE LI5S

RICA-E=BE

RAAATZIGE

ERDHZEPL. [NV T CNGNEERELICEEDSEE
%“J’éo

FERAREICIGE. FEIRMAHLHHRIT. EMDIERE
%“J’éo

RWVAATZIGE . FIBEEIDBERA~BET 5.

RV BN S ESICIXEREETEREEZIT 5,
KEBITATHERELTESL,

RV BN DS S ICIXEREETEREZIT 5,
BIZA-S=H\EICF. KTELTT

RFAH Y G 2HEEICTEREETERERZT 5,
BRARAATEGER., EREREEORTAGVRY BE(CHMAE
A AN

ERLEZEZZITS,

KTtOz&ELTT

BEIAGWNES, OroigdT@MbEZRN &,
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&S WETH
8.0 2025/04/14

BERE:
4757501-00013

BiIEIZRETH: 2024/09/28
#EYERH: 2019/08/15

RAMERRVCEREERDOR

HERGHIRER

BEEEET S2EDRE

EEI Y S RAEREE ¢

MLALDEMICEY ., REOMEMLGRIBEIIEZENE
EHMREMENH D
BLANIRIZAD &, BBHLRIENEEDZEAHD,
RARAL ERE,

HAMAEEFBLDREITEREZLL, HESATLSR
EREZFERATH L, BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z23H) .
XEFREB I URMEREZERTSH &,

5 KKFrDHEE

) 73 K

50 TIX7E B ALV KH
HEORBIRAEN
HERGEIED

BHDHERGE

HRZTSEDRE

JKIE$E

fit 7 )L a—JLiasH A
“EbkZz (C02)

3 2R E K

HMELZL,
RREERD~DBREIRRICEZRETEELNHD.

N 4|y
ERERIEY
BHRIEEY

RIGORR & BRIREICIE C CEVGENFRZALS,
KAHDBERZAENT H-OICKZEET 5,
ZETHNIETKRIEBE IV THZ XKBEENSBET
RN oRESED &,

KKBFICIE, BIRXFREBZERT 5
REEZERT .

6. WHFFDEE

AKIZHT HEEFEE. RE

BERUVEAREE

REBEICHT HFTEEE

HLRAODRTHMEDAERD

2

REEZERT .
ZEGRMYFZLDT (R (HB T 238) . BAARE
BEn#REHEICEN (HE8EZSH) .

RIE~NOBHER TS &,

REEHRELTHL, bNPIEFENELED D,
BRINZEFKEREL. DT D,

RHEAZE L {ERTERZVGHIE, A BRKIZEET 5,

CENLOE, FHELDMERETROERY ., BULRSR
[CBL. BEI D,
BLADEIPADRBEERIT D (TLahE, BLADEEL
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&S WETB: BBES:
8.0 2025/04/14 4757501-00013

BiIEIZRETH: 2024/09/28
#EYERH: 2019/08/15

EREDEEZERIZEDER)
BLANERPICHALGRETHRESIN D L BRIEDES
ERRTHDT, REICHLAZERSETIIRE LA,
AEMZERE. BETDIRICE. SMAFBRBRESIUVEDOR
ISt >THRET H &, EOHREIZERSAIHEIZON
THLRAKETHD. EORUNERSINLINZEHZET SREDN
H%

ASDSDIEB 13ELV152ENT, ABBRELIUVED
ERFDEEDY .

1. BEVWRURELOTE

&L
AT B 3R

BFr#R, RS
ZEREIEFER

Ffim ] 8
B R

HEINEEL., BEBEFRXMIGIMLIERZSIESRIT L
NHbd,

BERMGER, B, FRETEESESG EDOBEYL T
HEZHET 5,

B HBRREBDT CTOHMERT %,
MLAZRALLEIN &,

BRAAFERLY,

REDiEfLZE TS,
BE~NODRPOE-IIREEMERT S,
BIEWRIEIEEZ L CES Z &,
BISBERAEOKRICE DS, EXEHORBESLUREHD
EITHREICHVERYIES 2 &
MLADERLERZIEBAORITS,
FRALEWMESIZIXERRZHAOTHE L,
BORMENSESITD,
HESBEICHLTFHLEFERZLE D &,
CHOHERZEFERATLHEEIC, MEXITEFEZLGWNI &,
BNUOCEEYEHILEL. RE~NOBEZR/NMRICT S 5F
B9 5,

E&1E &

BEBEOERAPICEEZME~DIEIL EDUREENHDHE L.
TEBROELIZTA ISV VI VATLAELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZZILT B,
FERINF-KRRIEBERT HENEET S &

27U TADPERMEARL—avIClF, To2=7a
vho—)L, BULGEAERE. BULKRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ea—%8T0ELNHYET,

BHLESRILODNEEREIZANLTE L,
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€3 MSD /) e

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EERLB: 2019/08/15
FZEOHEIH > TRET 5
BEMZELEYE ROWBEFEV S LLITRELEGL
sRERE
REGRBAEMH BSIEOHE: FIRGL,

8. F<RMILERUVREIEE

ERRBICHE T IRAHNRBRE/HFRRE

5%) CAS &S IR (RER | EERE/RER | H#
&) B/ FRRE
Fidaxomicin 873857-62-6 | TWA 200 pg/m3 (OEB A ER
2)
t)a—X 9004-34-6 TWA 10 mg/m’ ACGIH
ZRE®T LI L 532-32-1 WA (AR | 2.5 mg/m’ ACGIH
%)

REA
PR R R R

T4NE—84T
FORER
#E

RRORESR

RERUVEADRER

BAYMAOEHER/MET BICFETAIEEA MY O
—ILEFERLET,
R, REEPSLVREZRET SO, £2T00=F) >
TEBIIRMRETICLYERESN, PP ESICHVERSL
SBENHYET,

B BAPFKEENFATELR MG, FEIEX < EFE
TR R4 D OHEENDE BN RENHZEE, F
RRERBEEZFEALEL &S,

WHFRASA T

it 28GR 1 F 4%

Y4 Fo—IL P ERERED LLXT—T I EFRAT 5,
FEREL LIIEERICROSVMRE, S X+, T70Y
W ENKET BHEIE, BRI —JILEERT 5,
MLA. SR, LLLEI7OVILIZCENRERESLEND
AEEEAHDIBERIE. T —XP—IL KL LLIEFDIEFELD
INT7z—RBEOTOTFHo avEBERALELLS,

A= T74—LHLLKIIEBREAa—rEBERALEL LS,

9. MEKHRMERMNEE

PIRIKRE
&
R

FRRL
BN LKRER

F—aHL
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&S WETB: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EERLB: 2019/08/15
RoLEEDE T—REL
AR BRE R T—EGL
BRI E R RV HEEE T—5%L

AIAE (BfR. =KD

ATEATE G&IR)

MI. N FYUTHLLBZDENDNEDREIC, BFEM
DR LAZEHRRT 2EETNLHYFT,

F—aHL

BRERTRARVERELRAR AIARR

BAEFEHEO LR/ ATALR -

B

BEGEDOTR/ ATHTR

[

BARFEIRE

R
BRE (EhHatER)

R
Kt

n-A49 43/ —IL/KSEIZRE
(log &)

X

ARE

BERV/ RIFHEMBE
LE

- Fi

HE
R T REBE
IRFAEE

F—aHL

BEEGL
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wES  ®ETA: BEES: AIEETE: 2024/09/28
8.0 2025/04/14 4757501-00013 #EERLB: 2019/08/15

BAL S ARSFBIENE E LTEHES AL,

578 F—8%L

ML

S F—8%L

10. REMRURGH

Rt RIGHBRE LTRABEALL,

fLspm Rt EEORETIIEE.

BIRAERG AR MI. Ay FULT 6L FEQENOLBOMIC, @R

BT HNE&M

DR LAZEEHRRT 2EETNLHYFT,
BUOBLEHIERIET S ENH D,

B oK KIE

MLADREZETS,
ARy E [
BREEL D BERY BIREELG D BRERMITE SN TV,

11. FFHEER

AEEME D H S REBZEOER @ |A

RIS

£

RICA--5B&
Folid-5d
MHRALERE,
B

AEE O

H5:

Fidaxomicin:
aMEE @&n)

AMEE (ZOfthoRRE)

aMEMHETEE  875. 04 mg/ke
FiE tEICLBAE

LD50 (T v k): > 1,000 mg/kg
LD50 (X): > 120 mg/kg

LD50 (5« k): 200 mg/ke
RERZE: B2k

7123
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RES HETH: BEES BIEIRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 PE{ERA: 2019/08/15
|
+)0—X:
AMsEE @ &n) : LD50 (5 k): > 5,000 mg/kg
AaMsEE (RA) : LG50 (S v k):> 5.8 mg/l
MREEEERT: 4 h
HERIRE:. LA/ X b
AnET BR) : LD50 (o4 ): > 2,000 mg/kg
REBEBT LD L
anEt (&0) © D50 (5w k) > 2,000 mg/ke
TEAAD M COMEBFEHIXESYIAMOREOSHTE
LY,
2= B : LD50 ("7 ): > 2,000 mg/kg

®E: BUT IMEM T ONI-T—HIZEDL

HI U
SMEM (#&N) : LD50 (%2 R): 5,400 mg/ke
2z BER) : LD50 (T F):> 2,000 mg/kg

Hi%: OECD SHERA A K54 > 402
FEAAV M COYMEBFELILEAYIEMD EESELE

L\o

JoEuvydya—:

atEM (B0) : D50 (5w k): 22,000 mg/kg

S2MsE (RA) : LG50 (5w k): > 44.9 mg/|
MR 4 h
HEBRRE MLCA/S Xk

2MEzEE R : LD50 (*25): > 2,000 mg/kg
TERAV M COMEFLILREEYIZEDEESHILE
LYo

BEEEH.Fl#E

FIFRTTREIERICE DR Y DETELL,

D%

REEBT FUDLA:

|l R S
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RES METH: BEERS BIEIZRETA: 2024/09/28
8.0 2025/04/14 4757501-00013 #EERLA: 2019/08/15
"ﬁﬁ OECD ERXERH A RS54 > 404
R BIERIEA L
H IO
2 PR
ik OECD SE&RH A K54 > 404
R BIERIEA L

JoEvydya—i:
5]

Hik
R

A
OECD FHERAA K54 > 404
RERIEE L

RIZx 9 5 ERTIRGHE RRIBE
FAREGERICEDCRYDETELL,

B4

REEBRT F) DA
5
R
FHik

HI U
i
HHR
Ak

JoEuvydya—:
5]

R

Hik

WO 2R REAF 1 I B R IR A 1
BB

A ES
BR~DFE. 21 BURNIZEE
OECD FRERAA K54 > 405

A ES
BR~DFE. 21 BUAIZEE
OECD FRERAA K54 > 405

JYX
RADRIBG L
OECD FHERH A K541 > 405

FATRELAERICEDCRYDFETELL,

R 3R A 1

FATRELAERICEDCRYDFETELL,
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&S HETA: BERE: BIEIRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 PE{ERA: 2019/08/15
5% 0
RREBT L) A:
HEga 4T © BFTY) U/ NEEESRER (LLNA)
REODIRE o RS EfL
& DY 9R
R e ]
-5 T AMmELISELONET—RIZE DL

JoEvydya—:

B ) D REFIUNAtE— 3 VEER

REODIRE D RS EfR

i D EILEYER

R Do

SiEMREREAY

FIFATRERIERRICE DR Y DETELHL,

D%

Fidaxomicin:

in vitro TOEEE%E OREBRAA T MAEMERWSEREALT EHER (AMES)
R 2%

SREZRA A 71 in vitro AR TR
TRAMRTL: FrA4 Z—ANLRS—INEHM
R 5t

in vivo TOEEEM D RERA 4 T EELESRmMBR/NMERER (in vivo fIRREMR
ER)
By
B E5E: SIRA
R AN

HEE2 A4 T a Ay FKER
B oy bk
R fEH

+)O0—X:
in vitro TOEEENE D HEBAA T MAEMERWSEIREALT EHER (AMES)
R 2

HEEA A T in vitro BEBYMMREGFERSAR
R 2
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Fidaxomicin Solid Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EYERH: 2019/08/15

in vivo TOEEEH D HERA 4 T EEAEYARMBK/MLERER (in vivo MifaE MR
E%)
. v9X
BEER: SR AATEBE
R 2t

REREBFT LD L
invitro TOEEEME D REBRAA T MAEMERVWSEREALT EER (AMES)
R 2t

REZRA A 71 in vitro ZBAERERER
R B

in vivo TOEESHE D ORERA AT EEREM (in vivo HELEBHIE T
BR. 2BHAKSH)
B ovhk
BERE: RAPAATEEE
R e

HI U
in vitro TOEEEN D HERAA T MEYERWSEIREALT EHER (AMES)
R fEH

SRE&AR A 71 in vitro /MEERER
R 5t

HEBRA A T MEYMERV S EREALTEHER (AMES)
BER

in vivo CTOEEEHE D ORERA AT EEEM (in vivo HELEBRHIE TR
ER. FBADH)
Bovbk
BERE: RAAALEEE
R e

JoEuvydya—:
invitro TOBEEEMH D HERA A T MEYE AL SEIREAZLT ERER (AMES)
R AN

HEXA A T in vitro ZBAEERER
7% OECD HERHA K54 > 473

SR It
in vivo TOEIEEM L HERS A T BALBMARMERMERER (in vivo MRREMR
)
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REE RETH: BEEE BiEIZRETA: 2024/09/28
8.0 2025/04/14 4757501-00013 PE{ERA: 2019/08/15

. T9X
IR BEREEREST
R fEH

FH A

FIRAATRELIERICE DR Y DFETEALY,

7% 0

) 0—X:

i vk

BEZHK RAAATIGE

A% 55 ] 72 &

R (=X

REEBT L)Y A:

i Zvk

BEZH®K RAAATIEE

i 25 R R 24 B

#HR (=23

JoEvydya—i:

i vk

BEERK RAAATIGE

g 25 A ] 25

#HR (=23

EhEEH

FIFARE R IERICE DK R Y DETELLY,

B4

Fidaxomicin:

BEYRIS S D RE

HERA2 4 T ZFEEe S / MEHRERLE
Bgov bk

BB R BiREST

H5EH: NOAEL: 6. 3 mg/kg AE

HER2 A T ZRME I UVBRHEE

B oy

RS RER: B8RSt

S & NOAEL: 12. 6 mg/kg AE

& BELCAEEERERE S ENM o1

HEBR2 AT BB L VRERE
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Fidaxomicin Solid Formulation

&S RETH: BEEE BiI[EkETA: 2024/09/28
8.0 2025/04/14 4757501-00013 PE{ERA: 2019/08/15
B oy x%
B B2 58RE5
FE S NOAEL: 7 mg/kg (AE
wE: EELEEERIIRE SN G-
) 0—X:
FIRICX T S5 E D R4 T —tHRAEEEMEAR
oy bk
BRERE SRAHIAALTFEEES
R fEH
BIROFEE~DEE C HERA A T ZHERES / MEIERAE
B oy bk
BRERE RAHIAALTFEEE
R fEH
REEBRT L)Y A:
RIS 2 D HRERA 4 T MR AETES M RER
B oy bk
BERE SRA&AATEE
R fEH
BE AT AEIEON-T—FIZE DL
BIROFEE~DEE D HERAA T ZENSLUBRERE
Byt
BRERE RAHAATEEE
R fEH
VIR
BIROFEE~DFE D REBRA 4T —tHARAEEEMEAER
B oy
BRERE SRAHRAATEEE
R fEH
JoEvydya—i:
HIRICK T H5E D REBRAA T HARAEEEMEAER
B TR
BRERE SRAHRAATEEE
R pE
BIROEE~DEE D HERAA T ZENSLURREE
B TR
RERR RAHAALTEGE
R 2
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Fidaxomicin Solid Formulation

&S WETB:
8.0 2025/04/14

BERE:
4757501-00013

€3 MSD /) e

BiIEIZRETH: 2024/09/28
#EYERH: 2019/08/15

RERMEFEE (HEER)

FIATTREBERICE DK RYDETERL,

B4

DIV
l72zx 2>+

FERNESRENE (RETCE)

FFRIBFZADRIBDEZ N,

FAREGERICEDCRYDETELL,

RERSEMT

B4

Fidaxomicin:

i

NOAEL
bR
Bk 5% v )
]

i

NOAEL
bR
PR 25 s ]

1
NOAEL
bR
R 25 e el
FEIR
]

1

NOAEL
REH2E
R 25 e el
T

1

NOAEL

R 52
R 25 e el
e

Zvk

90 mg/kg

&0

28 D
HELGAEEEREIHRESI NG, -1

vk
62.5 mg/kg
FRARA

14 D

X

9, 600 mg/kg

#0

3M

& it

BECAESERIRE I GM o=

HIL

90 mg/kg

#0

28D
BETASEREIREIAGNO =

Fovk

200 mg/kg

#0

28 D
BEGAEEREIBRSE S GL o1
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€3 MSD /) e

RES ETH: BEES BIEIRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 PE{ERA: 2019/08/15

+)0—X:

i Zv bk

NOAEL >=9,000 mg/kg

BEZH®K RAAATEEE

BR FE FRE 90 Days

REREBFT LD L

i AR

NOAEL 1,000 mg/kg

BEZHK RAAATEEE

A% 55 ] 24 Months

HI U

i Zv bk

NOAEL 4,000 mg/kg

LOAEL 8,000 mg/kg

BEZ®K RAAATEIEE

BR FE A 10 Days

JoEvydya—i:
5

NOAEL

BEE%

i 52 R 1

RAAREN

v bk %R
>= 1,700 mg/kg
KA RAATIGE
2 F

FAMRELERICEDCRYDETELL,

AEIZHY HRBEER
H5:

Fidaxomicin:
RAHIAATEIGE

fEIR: BEfE, HHESR, MERE, {ERR

Fidaxomicin:

BEKEEYICHTHEMN

EC50 (Anabaena flos-aquae (L 7/ /\UT1)7F) ).> 18.4

mg/ |
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EYERH: 2019/08/15

BEN (BEST)

-
=~
=

v
129 5% (IBHHMH)

WEMIHT HEM

+)O0—X:
BEN

ZREERT UYL
BEn

TOVIFOKEBEEHDY

[T HF M

B KEEYICHT HEMN

JAFDKEETHBY

BREEEFME: 72 h
7% OECD EAERA A K54 201
r% BRERFEICSTLEMHEL

RANEZEEE (Anabaena flos-aquae (7 ./ /89 T1)
7) ):5.8 mg/l

BN 72 h

7i%: OECD SRE& A K51 > 201

&% ARERAECETL5HEL

RAREZERE (Pimephales promelas (7 7wy Ay K3/
2)):8.91 mg/|

MRERRER: 32 d

7% OECD REEAHA KS4 > 210

% SEERREIZST52EMHEL

RANEZEEE (Daphnia magna (XA 22 2>0)):19.6 mg/l
MREERFE: 21 d
A% OECD FHERHA K54 > 211

EC50: > 50 mg/|

BREERFR: 3 h

HERS A T RN

7% OECD FHERH A K54 > 209

RAEFZERE 5 9 mg/l
IREERFME: 3 h

HER A A T IEIRHNH]

A% OECD RERAHA K54 > 209

LC50 (Oryzias latipes (1A & H)):> 100 mg/|
MEEERFME: 48 h
BE BT smEIrFEonf-T—2I2&EDL

LC50 (Pimephales promelas (77w kAw KX/ 1)) 484
mg/ |
BREERFRE: 96 h

EC50 (Daphnia magna (##4 =< >2)):> 100 mg/|
BREERFRE: 96 h

EC50 (Pseudokirchneriella subcapitata (#%:%)): > 100 mg/|
BRERE: 72 h
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EYERH: 2019/08/15

75i%: OECD EHERAA K54 > 201

BRESEERE (Pseudokirchneriel la subcapitata (#)):
32 mg/|

MREREERT: 72 h

7% OECD HERA A K54 > 201

IV
aEn : LC50 (Pimephales promelas (Z 7w kAw KX/ 7)) > 100

mg/ |
RREREERT: 96 h

SOVIEDKEESHSY © EC50 (Daphnia magna (7432 >2)): 1,535 mg/l
129 &M RREERRE: 24 h

JRELYSYa—L.
aEn ;LG50 (Oncorhynchus mykiss (=< R)): 40,613 mg/|
BREERFRE: 96 h

SOVIHEDKEESHSY © EC50 (Ceriodaphnia dubia (X< 3)): 18,340 mg/|
IZxtd &M RREERRE: 48 h

B KEEWICHT BEM © ErC50 (Skeletonema costatum GE¥IEEE) ): 19,300 mg/|
MEERRER: 72 h
7Ai%: OECD RERAHA K54 > 201

E’//:%(Dmiﬂéffﬁiﬂ% . BRKESZEEE (Ceriodaphnia dubia (2 2>1)): 13,020

129 &M% (I8HHM) mg/ |
BREERFR: 7 d
MEMIT T 5B M D BRAKEEEEE (Pseudomonas putida (Ya—KEFR - TF

4)):> 20,000 mg/|
IEEERFME: 18 h

REE - Sk
5%

+)O0—X:
SR D KR Sk,

RRERT MUV L:

E DR D RR Bk,
EfE 75 %
BREERFME: 28 d
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&S &ETH: BIERE: HIEZETH: 2024/09/28
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|
TR
EoRE D R B,

EofE: 97 %
MREERFME: 28 d
7% OECD HERAH A K>+ > 301B

JoEvySya—i:
R DR BOMRM,
457 98.3 %
REEERER: 28 d
7i%: OECD RERHA K54 > 301F

Fidaxomicin:

-4 4%/ —IL/ KHERZRE :© log Pow: 4.4
(log f)

RRERT UYL

-4 4%/ —JL/ KHERZRE :© log Pow: 1.88
(log 1)

H IO

-4 %/ —IJL/ KHEZRE : log Pow: -1.72
(log 1)

JnEvrdya—i:

n-4%42%/—IJL/ K5E%RE : log Pow: -1.07
(log &) Ak HELIRA (EC) No. 440/2008, /2=, A.8

TP OBEME
1%,

Fidaxomicin:
"Eﬁ¢®ﬁﬁ . log Koc: 0.80

* VU BADHE
e
oHERE
F—5%L
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13. BELOEE

BEEAE
HRRBEZEY D A EBEOREIZHENLDT D,
BEEMETKABH L TREESEL,
BREBRRVOBE D EORBE. VYA VIVFERFREEOHIZ, BRIZRITT=

REEWMILEREICRTET S,
FICHEARMES., RERRELTRET D,

14, WELDOIERE

(] PR 35R l

B _E &ixX (UNRTDG)

EEEHS Y
EE#% 42 (Proper shipping : JEE%Y
name)

E&E5 48 (Class) o ey
BIRfER&ME (Subsidiary risk) :  JEEZHY
BEE 4 (Packing group) © ey
Z AL (Labels) D JEERY
REAEMH . JEERM

finZ2 i (IATA-DGR)
UN/ID &S (UN/ID number) : 3JEEZY
EE#i%E4 (Proper shipping :  JEEZY

name)

E&E 4548 (Class) © OJERZE
Bl fEl&tE (Subsidiary risk) @ JEEZH
B2E R (Packing group) . EERH
S X)L (Labels) S

WafEr (EYH) (Pack- @ JFE&=
ing instruction (cargo air-

craft))

WHaEr (kREWH) (Pack- @ FFEH
ing instruction (passenger

aircraft))

78 L #i5% (IMDG—-Code)

EE%S S
EE#1% 4 (Proper shipping : JEZY
name)

E:E 5 %8 (Class) o JEERY
BlRfE kR % |
BRFR D OJEERY
7RI L Y
EmS o—F S
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BEGEME &S - FEY) ¢ FFEE

MARPOL 73/78 Kt/ & Il B IBC O — FIZ & B XL EAME SO D RIAME (
s S REBORMICITIEZS,

P35 il

EnHEDEEF L. HE 15 238 T 5,

B DRERE

JEERY

By - JERR)

15. ERZES

B ER

HRBAE

fEfRY. EERBRYMICERL LB,
L&E&

BETmEFNE

| b4 =

I7o/.0—1, 2—S3—0 106

HEREMEE

BESHKEILShIEEY

e

BEDHAIZRITHREREY

e

REEEER LRt ARME

e

ZRFEORBO Sh-LFYE (BIFLEEMEH)
e

ERFRHEORBOSh-EFME (FREBEHIEEME)
e

ARFLENTRERRVEVEEY

[

AMFERTIRERRVRVAEY

JEER Y

REEEELFVE FBREMERAIE 594 F0 2)
[
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BAREME (FBRE/MERAESTTED2)
e

RELCEMEES TR

4]

S B FRIERAI

JEEL

m7ILE)LethEF R R

JEEL

ARBEHIPEFRRA

JEELY

FEBMRLMEEZETS - ARE— (EERWY
JEELY

BV R VRIS

JEELY

e E BB B B %

JEELY

BEHRARERE

JEELY

VE L0

JEELY

iR 2%

fEEmE LTRElSh T LD

ek

fEEmE L TREIShTLAEL
BEERERVELXKEOHLICEYT 5i%E
(5 BAHEME D AERAPEBEICIFELS LGN
& s D OBEBEMBEICERE LA
FREER VR f2E IRk

FREMAMERE (G - @A)

ElEA

BERERBMERE (B - AT
R

REVOLBRGERICEAT 5%k
EXREY
COEBOFEDIZDOVWTEEAS URY M) —~DEREHFER :
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AICS N
DSL E
IECSC N
16. ZFDHhDtEH
5| B 3Rk . BHEMIT—42. BEME DS IZH I F—4 . O0ECD eChem
R—2ILE L VERMEEYMER http://echa. europa. eu/D1&
RIEE

LEIN—=D 3 UM ERSNHBRAXE T 2 KR TRART SN TVET,

Bit7+r—<wv k . #/B/H
ZFDHDOBEEEDE X

ACGIH © ¥E, ACGIHFRREIE (TLV)
ACGIH / TWA : 8 HFME. BRENETH

AlIC - =R+ U TDIEILFERSA AU R NIT - TS5 D ILEREEME, ASTM - K
E#MHEERBS bw - KE; OR - A, ZERE. LESEELHDHESNDHYE DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
LNBHRE: Elx - FED XWORGERIFTEEZAONDIERESE, IS - REKOR T2
—JL; ENCS - LT EDEAFLEEME )R b ErCx - FED XWDOREERIZFTEEZEZ ONDK
RE; ERG - BRXMIEOF5|E; GHS - HRAFM AT L GLP - HERERMRE: [ARC - ER
NAMZE. [ATA - EEMZEEERS, IBC - BRIEFROESBEZD-HDOMMDIEE
RURKICEAY 2ERRHREI: 1050 - S0%FEEIRE; 1CA0 - EFRRMREIMZEMES; [ECSC - HER
FlLEYELER: MG - ERELEKRMAE, IN0 - ERRESEHE, ISH - SBREEEE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLFEYMERE: LC0 - 50%BILRE: LDS0 -
50%EtE (FHEILE)  MARPOL - ffIC & B FRDMILEDI=HDEFREHI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EZMLZEIRE, NOWEL -
BEEMRZELAIL, NOER - BEEEUFZEAFES NN - A5 a2XRA NTP - KEER
REMETOTFL; NZloC - Za—D—F > FMEEWERR, O0ECD - #EFiHHFFKEE, OPPTS
- LEMEREN - AEHLLE; PBT - #ofFMEN - £HEEN - HEEE WE) ; PICCS - 7
1 VEVEEMEA AV )= (OSARR - (EEH) BEEMAEE, REACH - LEYMEDE
B, Ffi. 2B WHEKIUEHE REACH) IZBHY S%RAI (EC) No 1907/2006: SADT - HEINESfE
mE;, DS - RE&ET—42P— b, TECl - 2 A ICBEREDOIEEMED A o2 K1) TCSI - BE(E
EWMEA R MY —; TDG - fEREE; TSCA - BEMEMRGE CKE) ; UN - E&E; UNRTDG
- BFRESEIRYEEES. WPB - EEICHSBRUVIERICESERN, WS - EXSEKRE
EMMERRRT L

CORET—HI—FQUT TSDS) &LVD) TR T HEHR(UT TRIEHRI &0V 5)(F, REE
BERIZEVWT, BHOREDOHH. BFH. RMESDLETEETHSLHHLIEZIDOTT,

2223



Re27—8o—t EIMSD /A

Fidaxomicin Solid Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4757501-00013 #EYERH: 2019/08/15

AERIT. HEOTLGHEED., FH, LB, KRE. @X. BEERVRRICETSIHIF VR E
LTOHMERSNTEY . WHELRERIRERBELT LOTRESHY FEA, KF®IL.
SDS DERFICTR SN TVIRESNEHGICETSLDOTHY ., HEAEL/MMORREBAE
HET, RFTOCLRAHTHEASNSEE, AXHITERLSGEVRY . BRI S GRS
AHYFET, ARGOFERBSMICEVTIE, AERRVHREEHEEZERT 5812, FRES
MOEBREGICE T L2AEBOEYLAMESHT. ERAESMOERY 52HETORENIKR
[CETHARHADEFEL. FA, BE, RUREICDONT, #EREVET,

JP/JA
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