R&T—%—t CIMSD /A
Fidaxomicin Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLA: 2017/06/05

1. E2RRUSHER

{EZERDETR . Fidaxomicin Formulation

HieEOSt LT, ERRUBESES

BB DR AT . WD
FEfR . BER AT N 810 NSD HRaH EBTH
BHEES : 048-588-8411

BFA—LTFLR : EHSDATASTEWARD@msd. com

RREREREES . +1-908-423-6000

HRFR R CHER OB

RS . EES

L DO HIR L S

2. ERAEEEOEH

£ Mo GHS 5348
SHEM #EO) . B4

GHS SRIILEE
BREXITO VR

I EMEEEE 2%

fElR B S IER . H302 gr#At EBE,
==

/jzl§\ = % iéﬂ%

P264 EiRLMEISRIEEZ K CES 2 &,
P210 COELRZFEARAT AL EIT, REXIFEEZ LGN
Eo

HaEE:
P301 + P312 + P330 XA RAATHEE : KON ELVE E(XEED
[SEFTHE, OFTIT L,
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Fidaxomicin Formulation

RS WETH:
6.0 2024/09/28

BBEERE:
1731990-00014

AiIERET B: 2024/04/06
#EERLA: 2017/06/05

BEE:
P501 NEY., BERERBIN-NEBHERICEET LS &,

GHS IR LMt BB EtE

HMEGZL,

3. MERURSIEHR

LEYME - EESYORXR EEY

5%,

=22 CAS &S EHE (% w/w) BN REE
'S

Fidaxomicin 873857-62-6 >=40-<=60 -

+)La—X 9004-34-6 >=15-<=30

AE—F 9005-25-8 >=5-<=15 8-98

4. HRBEE

— BB T KN4 R

®kAL-BE
REIZHELIGE
RICA-+-BE

RAAATEGE

AMERRVCERMEERDOK

LERLGHIRER
BREEZY 2EDRE

EER ST 2 RAGEESE ¢

EMDHE®. [SNT CNBNWEERELICEEDNDZEE
215,

FERAREICIBE. FRERMAHIERIT. EMMDIERE
2T,

RWAATZIGE ., HIBEEIDBERABET 5.
EERDBEN DS ICEERME TEEERZT 5,
FHHEEE LT, KEBBRTHES,
FERABENDISEICEERMETEREZIT 5,
FHEESE LT, KTREZ®RFT 5,

FFHH Y RGT HBEICIIEREETERERITS,
RARAATEIGE. ERESEDRTAG VR Y EE(CHME
A AN

ERLEZRTS,.

KTeOzxE<TT
BENGWES, AOd LRI EZGNT &,
BRIHAL EFE,

HAMBERBFBEODREITEEZILL, HESN TSR
EREZFERATH L. BREOTFRENH DSBS, HESD
B EANREEZSRBOCE (HBE8 3R .
XEHBREBSURMEREZERZITAH &,

5. KKBDHEE
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Fidaxomicin Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLA: 2017/06/05
Y73 5H K F IKIEFE

22 TIXR 5 ELVH KA
FREORIRFEN
BERERIEY

it 7 L3 —)LiasE K Hl

“H{emER (C02)

BRI A H

MREZL,
REERYI~NDBRBEIREICEEZRETEENH D,

N4y

REBICHT HEEEE

HLRAODRTHEDAERDY

2

BEDHEXAE WZORR & FDREICIE C TEYGHENFRZANS,
KAHDOBRERAT H=DIZKEEET 5,
RETHNIEREEI VT FEZANKBEEIOSBT,
RghoRESED &,

HRZETSBEDRE KKBFIZIE, BIXMTRHBEERT S
RERZERT .

6. WHEFDIEE
AMEIZHT HEEFR. RE @ RERZERT .
BRURIHEE ZEGRYFZLDT kAR (HBE T Z23HR) . BAKRE

BnfRERICEYN (RE8E23H) .

RE~OHEZRITEHI L,
ZEEHIELTHL., NPT ENFLDH D,
FBEINZREKEREL, 9T 5,
REMNELCEIRTEHVGEES(E, HABRKISERT 5,

CENELOE, FEEHSMERETRUVERY ., BULERHF
L. BEY S

AEREHRE. BETHRICIE, EMABEAREITCEDR
At TEBEY S &, TDOHRBICERSAEYEIZON
THLRKTH D, EORUNBEREINLENZHET 2LEDN
Hdo

AKSDSDIEB 13H LU 15 ITHT, HABBKRE L UVED
ERHOREEDY .

1. BEFVWRUVRELDIE

Rk
R ATEI R
BFTHER, S

(L BHILERVCREHREDHED R B KESR,
B EMIEED T TOAMERT 5,
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Fidaxomicin Formulation

TS HETH: BIBRE: BTEIZRETH: 2024/04/06
6.0 2024/09/28 1731990-00014 #EER A 2017/06/05
TEIITEEIE DOBRFHFRAFERLY,
iR&DEfEET S,

RE~ODRBOE-IREEMER TS,
WMZWNEIEIREZXCHES &,
BISRERAEDHKRICEDE, EXEHORFESLUREHD
EITHREICHEVVERYIES &

COHBEFERATHEEIZ, MERITREZ LN &,
FNOREMEHLEL. BREAOBEEZ&H/NRIZCTSI LI

9%,
FEfih [B] 5 D ERIEH
HAEXER D BEOEAPRIIEEVE~ADE S BEOTREMENHHEE(L.

EEBFRDELICTA TSIV VI VRTLELIURE D Y
D—%FJ/ELTLIEELY,
FEAFIEIRERUREEZZIET S,
FEREINEKRKRIIBERT SRIICEET S &,

RE

TEHREEH D BEYAESRILODVEBRBIZANMTE L,
ZEDEEIZHK--TRET S,

B IEmE D OROBGIEBEE VNS L LITREE LA
BER LA

RENRBAEMH D OBIBUOME: FRAEL,

8. F<EMLRUVREEE

ERBREICE T IR BNRBERR/HFERE

%) CAS S B2 (RER |EEREE/EER | H#H
£E) EE | HBREE
Fidaxomicin 873857-62-6 | TWA 200 pg/m3 (OEB RER
2)
)La—X 9004-34-6 TWA 10 mg/m® ACGIH
RA—F 9005-25-8 TWA 10 mg/m® ACGIH
BAESE DS, BT LBBREOERADBE,
EBICEIT2BEREZRERICINZSZ L,
RER
MR FRRER D BYILEFHEKREENFRATELRNMES., FHIEEFEE
THREAA FSA4 UV 0HEBENDIELENTEIN-BEX, IF
IREREFFERALEL LS,
TJA4NE—"A4T D WHRITFRARAT
FNRER
ME D HEREFR
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Fidaxomicin Formulation

RS WETH: BEBES:
6.0 2024/09/28 1731990-00014

AiIERET B: 2024/04/06
#EERLA: 2017/06/05

w% D BERMEORECEICLY., ERGICEHILFEYEETF
REFESE, COHMMNFREBBT 2RREIEHTN 2T
WL, FRZEERICMYEBEZD. BREXICERTSL
EDFROMEFVEEZFROMETICHAVEDOESC &
EHET DS, KRERTORERICEFZEES,

RROREER D ROBEAREREEERT S :
REEIRER
RERUVEAEDRES EMME. REZ®RSY D

9. PEMARTLENER

MK AR EL%
& RIA oA THRTA b+
AR T—R%L
RO LEVEDE T—ARIGL
Al R E R 175 - 185 ° C
FEMERS
HRXTE AR VR e

At (EfR. K)
AIRE GRIK)

SIRDfERMEE LTHESA TGN

T8l

BRETRARVERLRRE AIARR

BREEOLE/AMLR : To8uL

1t

REBEOTR/ARTR : T—2HL

1t
51K A Fik
SRR F—A7L
ph I
R F—87%L
AR KR F—87%L
M

BRI (BASHEE) F—87L
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Fidaxomicin Formulation

RES HETA: BEES BIEIRETH: 2024/04/06
6.0 2024/09/28 1731990-00014 #EYERLR: 2017/06/05
BERE
KB T—R%EL
n-449 %/ —IL/ KD EZE log Pow: 4.4
(log &) ALY
®SE T—AL
FERV/XIIHEAZE
BE T—REL
B HRAFBE T—R2%L
IR IBRMELL
FRiEss s ABSILEEEEME L LTIEREI AL,
NF=E JEZY
FF4FE
PFHA4 R T—R%EL
10. REMRURGHE
R RiGHRERE LTIEDEI NG,

EFHMREN
fEREE R RN

BEOIRETIRE,
BUOBLRIERIET 5 ENH D,

BT HNEEH HMRZL,
EMERYE ERAEH
ERAE R RERY ERAZGIBRERMITH SN TV,
1. HEHRER
AIREED H DS RERIROFER © KEHEM
£330

auE
HRAHAL EHE,
S

2MET &0

RBICA-E=HE&

AaMEMHTEE : 833.33 mg/ke
Ak EHEICLBAEE
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&S METH: BEES: RIEIZRET A: 2024/04/06
6.0 2024/09/28 1731990-00014 #IEERLA: 2017/06/05
0%
Fidaxomicin:

AMEE (&0

LD50 (5« k): > 1,000 mg/ke

LD50 (X): > 120 mg/ke

AMEE (ZOthoREE)
REZR: 53RN

)0—X:
SMsEE @O)

2HEE RA)
BREEREMAE 4 h

LD50 (5 v k): 200 mg/kg

LD50 (5« k): > 5,000 mg/kg

LC50 (5= k):> 5.8 mg/|

MERIRR: LA/ b

2MHET BR)

R —F:
AnsEE #&o)

2HET BR)

RERRYE/REE

FIRATRE L ERICESCRY DETER,
RIZxd S ERTRGNE BRHE
FIARRELERICESCRY DTSR,

%2

R —F:
&
HE R

A e
RADRFG L

PEOR 3R R AEME X (3 B I R4 1

RERESE

FIARTRELERICEDCRY DTSR,
PR AR A1

FIARTRELERICEDCRY DTSR,

LD50 (94 ): > 2,000 mg/kg

LD50 (5« k): > 5,000 mg/ke

LD50 (94 ): > 2,000 mg/kg
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RES ;ETA: BEES: RIEIZRET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLB: 2017/06/05

D%

AR —F:

RERS A T D REXIURAE—Ta VAR

EAoES 3 D RIS

2 . EILEY R

HER DB

HTEHRR ZE 2R

FIRAREIBRICE DR Y DETEALLY,

5%

Fidaxomicin:

in vitro TOEEE%E D HREBAA T MEMER VWS EREALTESER (AMES)

ER: 2

HEE A A T in vitro LBEHEERAE
FRAMRTFL: FoA4 Z—XNLRS —FIEHA
R Bt

in vivo TOEEEM D HERA 4 T EELSWARMmMBR/MLERER (in vivo MlaEER
ER)
B oy hk
B ERIR: EARA
R fatt

HEEA A 7oty FKER
B Sy bk
R fE

)O0—X:
in vitro TOEEEME D BB T MEMERA NS EIREREEHER (AMES)
R =

HERE A T in vitro HELBYHRECTFERER
R

in vivo TOEEEM D HERA A T HELBARMBR/MLERER (in vivo MIRaEMER
E&)
E:T9R
BERE RAAALEBE
IR fat

RARB—F:
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&=

6.0

;ETA:
2024/09/28

BBEERE:
1731990-00014

€ MSD [} e

AiIERET B: 2024/04/06
#EERLA: 2017/06/05

“in vitro TOEESH

ENAM

R e

FIATRELERICEDCRY DETERL,

B

)0—X:
&
BE5ZK

A% 55 B
HER

SEE

Zv bk
MAHAATEHE
72 &

(=45

FIRATRELRERICESCRY DETER,

%

Fidaxomicin:
HIRICHK 9 HE

£)O0—2X:

HER4 4 T 2HEeh / MHERE
E: Sy bk

B 52 BT S

4 FEH: NOAEL: 6. 3 mg/kg AE

HERAA T ZRWELUBRERE
B Sy bk

B 528 SRS

FAEEM: NOAEL: 12. 6 mg/kg AE

#5: BEGHEEERERES WG o=

HEA 4 T ZRBNE L UBRREKE
& oY x

BE2K: BT

FAEM: NOAEL: Tmg/kg AE

HERY A T WAENMERA NS ERBAZEHER (AES)

#5E: HECHEEEREIBES NGNS

HERA 4 T — R EBES AR
B oy b

BERE SRADAATEIEE

R e

HER4 4 T 2HEeD / VHERE
Sy bk
BERG SRAAALEBE
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RS WETH:
6.0 2024/09/28

BBEERE:
1731990-00014

€ MSD [} e

AiIERET B: 2024/04/06
#EERLA: 2017/06/05

FERMBSRSE (BEEIECR)

BER e

FIARTRELERICEOCRY DETER,

FERMBHSTE (REFICR)
FIRATTRELERICESCRY 2

RERESEMN
5

Fidaxomicin:

12

NOAEL

R 5N
RgR 25 o ]
ke

2

NOAEL

R E R
PR 25 s ]

2
NOAEL
52K
iR & B
JiE K
%

2

NOAEL
52K
iR 5 B
%

12

NOAEL
REEH
AR 25 BF Pl
ke

)0—X:
L
NOAEL

TERL,

7wk

90 mg/kg

#n

28 D
BHELGEEEREIRESAGEN-T

vk
62.5 mg/kg
EEARA
14D

PN

9, 600 mg/kg

#0O

3M

& it
BEGASEREREINGN

HIL

90 mg/kg

#0O

28 D
BEGASEREREINGM

F7vk

200 mg/kg

#0o

28 D
BEGHEERIEIBRESNGEL ST

o T

00 mg/kg
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€ MSD [} e

&S ;ETA: BEES: BiIEIZRETA: 2024/04/06
6.0 2024/09/28 1731990-00014 #EYERLR: 2017/06/05

B8 MAHAATEHE

B 25 B 90 Days

RE—F:

2 Zwv bk

NOAEL >= 2,000 mg/kg

BEZK RS $E i

A% 55 B 28 Days

Hik OECD :RE&HA FS 14> 410

RAABEM

FATRELIERICEDOCRY SETERLY,

AT T 5 RBAHER

B4

Fidaxomicin:

"ﬁﬁﬁhﬁ%é

fER: BER, MER, IERM, {EiE

Fidaxomicin:

REM (BHESH)

R KEEMICHT HENE

EC50 (Anabaena flos-aquae (L 7/ /N2 T 7F) ).> 18.4

mg/ |
RREERFME: 72 h

7k OECD EERAH 1 K51 > 201
5 AMERFEICS THIEMHEL

RANESZEEE (Anabaena flos-aquae (L 7/ /N9 T 1)

7) ):5.8 mg/l
RREERER 72 h

7% OECD EEBRH A K51 > 201
75 BRERFEICHSTHEMEL

RKESZEEE (Pimephales promelas (77w kAY KI/

2)): 8.91 mg/|
BREERFR: 32 d

7% OECD HERAA K54 > 210
75 AMERFEICS TIEMHEL
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Fidaxomicin Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLA: 2017/06/05

SUOVIFOKEEEHDY | ZAEFLERE Daphnia magna (A4 32223)):19.6 mg/|
IZx9 55MH (IBHESMH) BRERMAE: 21 d
7% OECD ERB&RA A K54 > 211

MEMIIK T HEMN : EC50: > 50 mg/|
BREEREMA: 3 h
HERS A T FEOR N
7#i%: OECD RE&EH A K54 > 209

RAREZERE 59 mg/l
R 3 h

HER R A T FEOR N

Hi%: OECD HEEH A K54 > 209

£)O0—X:

AaEl : LG50 (Oryzias latipes (R0 A& A)):> 100 mg/|
REEERFME: 48 h
fmE AT 2MEI/ON-T—FICE DL

BB - SR
H5:

£)O0—X:
"iﬁ:‘ﬁ@'l‘i D RBR SofEk,

Fidaxomicin:

"n X932/ —IL/KSEEZRE ¢ log Pow: 4.4
(log 1)

TiEDDOBEM
%

Fidaxomicin:
"Eﬁ¢®ﬁﬁ : log Koc: 0. 80

FIVE~NDEEY
FEFZH
thoEEEE
T—27L
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Fidaxomicin Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLA: 2017/06/05

13. EELDEE

BEEAE
BREEY DT BBRADBRFIICEVLST S,
BREMETKABHE LT GE 5L,
BRBEHRRVAE D EDOBRBRE. UHAVLFEEFREDOIZ, BAERIT-

REVVEREICRRT S,
FICHREAEIMES., RERAGRELTREREYT D,

14 BELDOEE

& R

R _E #6i3X (UNRTDG)

EEE S e
EE#%4% (Proper shipping : JEE%Y
name)

E&E 4548 (Class) . JEER Y
BIXRfERRM (Subsidiary risk)  :  JEEZH
A 285 %k (Packing group) =
Z ~NJL (Labels) o JEE%RY
RIEAEH D OJEERH
finZeddsx (IATA-DGR)

UN/ID &S (UN/ID number) : 3JEEZHY
EE#%4% (Proper shipping : JEE%Y
name)

E&E 45 48 (Class) D JEER Y
BIX B (Subsidiary risk)  : JEEZHY
A 285k (Packing group) =
Z ~JL (Labels) o JEEgY
WEER (EWH) (Pack- : JEEZH
ing instruction (cargo air-

craft))

WEET (REH) (Pack- : JEZY

ing instruction (passenger

aircraft))

& L #g3% (IMDG—-Code)

EEES =
E&E#% 4 (Proper shipping : JEEZY
name)

E&E 448 (Class) © o 3EERY
Bl R © JEERH
BERER D EBY
T NI © O JEERH
EnS a—F DR
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R&T—%—t CIMSD /A
Fidaxomicin Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
6.0

2024/09/28 1731990-00014 #EERLA: 2017/06/05

BEBEYE RS - FEY) ¢ EFEH

MARPOL 73/78 MiRE I1 XU IBC A— FICK A X SHMAMEShHBAEME B - E&ZY)
s S REBOHMIZITIEZS,

AR

EOREDERG L. HE 15 E25RT 5,

R DR EXE
JEERY

15.

BRER

BEER

HREE

fElRY. EERBYICERS LG,

L&&

BELFHE. BERILEYE. BAFMEEMEICKI LG,
FHERE/EE

REENRLEShDIEED

JEE& S

BEDHFAIZZITEREREY

JEEZH

RSN LEH ARME

JEEZH

ZRREDOBH oh =L FYE (BFLFHE)
JEERY

ZRFREORBH oh =L FYE (FHREBEHEFHE)
JEERH

BREZBENTREBRVREVEEY

JEERH

BREERTIREBRVRVEEY

JEE%H

REFEELFEVE FEEHOREREOTRAREVE GFBHRESMERRE M4 F02)
JEEZY

NARMYME (FEREMERAIE ST ED2)
JEER Y
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Fidaxomicin Formulation

RES WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLA: 2017/06/05

RELCFDEREFRHRA
JEERH

sehEFRERA

A

7 ILF IS EFRRA
JEELY

ARBFIPEFHRA

JEELL
FERLWBEEETS - NRE— (EEY)
JEELL

SR UVRIMEHEE

JEELL

LM EEHINEERRER
I

BEEHRARRE

I

VE 108 35S

JEELY

iR %
fEEmE L THRElShTULVRD
122 %
fEEmE L THRElShTULVRD
BEERERVELKEOMILEICET 5k

(X5 EAHEE : ERAMEIZILZY LW
ERREE RS D OBEREMEICIEZY LA
FR3E R Ul 5 AR SR I

FREMBAERA (G - 8AZA)

Y

BEMERBHERE Gl - @A)

JEZY

BEEVMONEBR VERICET 5

EXREY
COHBOFESIZODVWTEEAS ARV M) —~DEREHIHER :
AICS . AE
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RET—H—F EIMSD A

Fidaxomicin Formulation

&S HETH: BIBRE: HTEET H: 2024/04/06
6.0 2024/09/28 1731990-00014 #EYERLR: 2017/06/05
DSL R N
IECSC N
16. ZDHhD1EHR
5| R scHk D B#E#IT—4. EHMESDS [CEDILF—4. O0ECD eChem
R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

LEIN—Ca U o EESNEEBRFRAXETH 2 AR THRARTINTVET,

Bf#72+r—<v bk . #/A/H
ZDHDREEEND £

ACGIH : KE, ACGIH[EFRAME (TLV)
ACGIH / TWA © 8 EfE. BEREMMETL

AlIC - A—RFSYTOIEIELERA AR, WNT - IS O)LEREHE#E, ASTM - XK
EMFRERGS, bw - AE; O - HFH2HE. ZERME. £ESUELHLI LN DIME . DIN -
A URKRIBEEE, DSL - ERME IR L (hF4): ECx - FED XWDORIGERIZT EEZ
LbNBEE: ELx - FED XYDORIEERIFTEEZONDIATEE, EnS - BEFORT P2
—JL; ENCS - I\t EBEDEFILEME YR b ErCx - 2D XvOREBZEZRIZT EEZZODNDR
K&, ERG - BEXIGDF5|E; GHS - HRFF L X7 L GLP - HERENERE, IARC - EF
MATFZEHEES; TATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDOMMDIEE
RUHKIEICET 2EMAEE; 1650 - 50%EERE,; ICA0 - ERERMIMZEMES; [ECSC - hEIE
FHilb2HmE L%, INDG - BB LEKRYMETE, IN0 - EREEMEE. ISHL - FBReE4E %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBIFILEYME A%, LC50 - 50%EIERE,; LD50
50%E5tE (FEEBIEE) . MARPOL - MMAIC K BB DHIED=HDEKRER: n.o.s. - I
MANETREINTNSEDEKRL; Neh - FURA] NOAEC - |MESHEZEERE, NOWEL -
BMEEMRELAN); NOELR - EFEMZEAMENE, NOM - AF P aLRAI; NTP - XEEH
REM IO S L NZloC - Z2—S—F 2 FIEEWEAER, O0ECD - #&FFip AR, OPPTS
- tEMELREM - AEMILE, PBT - #oM@Ht - £HRERENE - A5 WE)  PICCS - 7
1 VE IEEYMEA RV ) —; Q)SAR - (E2H) #E:&FMEAER . REACH - EEPEDE
$%. FTME. 22 B L UEER (REACH) IZBE9 53#RAI (EC) No 1907/2006; SADT - B 2 hNEH7 fi#
BE; SDS - RET—RS— b TECl - A IZBEFOIEEMEDA R MY, TCSI - &1k
EEA R M) —; TDG - fEEYEE; TSCA - ASWERHE CKE); UN - E5&E; UNRTDG
- EREEEEYEEES, B - ERICHSERUERICEEREM, WHNIS - EXGRERE
EUMERBRRAT L

CORET—EI—F AT TSDS) &0V5) TRIMT HEM(LUT TREH £V D)X, KxEHR
BERICENT., BEOKREOME. FHh. RPEIDLETERTHL EHHLEZEDTY,
AERZ. REOXREGHREWV., £A, LE, RE, #@X. BERVRRICEIIAI TR E
LTOHMERSNTEY . WG RAREIHRERKRZEZLTLDOTEHY TEA. RIFHIL.
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RET—H—F EIMSD A

Fidaxomicin Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
6.0 2024/09/28 1731990-00014 #EERLA: 2017/06/05

SDS DEREIZRENTVAIRESNHBICEHTILOTHY . ABRAELA/MORA EBAT
HET, XETOERPTHERASADEGEE. AXPITERNGVRY . ARICIEILE G VETEES
AHYFET. ARBOFABFEMICENTIE, AERRVHREEEZERT 55812, FRES
MDRBEGBIIHE T EIARADBEYLGHMESHT. FRAEBFMLOERT 52HETORENIRNR
[THITHARHRBOEEL., A, LE, RUOREIZOWT, EEBVEY,

JP/JA

1717117



