I oNRO-—TOA)VRBED
ZILID=—ILEBERMOTILRICEH
RN FIBESHITI !

FIFEFEM

REZ 1T DAHNFIRHEBA]

Sl

H RABIGEL®
BLD TPV ERBOBLIEICH TR RZE!

N eruEnsta
= http://www.kenei-pharm.com/

16.05.50K



AVIIWIVYIAIIA, /ODAIIARRIEEF. DHETEFRITI DRBREDERD 1A ILA®.
MRSA. 75 LM FREFORMEEREC K DBRZR LT Dfcsd. BREFIHHEIFEDDTEE
THOH. BREOFEHESAILE LU CHEEERLZET DAHFXAFIEESAIDERTNTLET,

UH'L. EEZHT DAHFHNFIESBEIDERD THDITY /—IL(F. —ZD/ I oRO—TFIA)LR |
[CXF U CTHRDESNICKVCEDRESNTVET . CNSDIAILARICKDBRDFRHGIEDEL
IECEIFT. KDMREFIREEZRET L. HEEFEEHSAIDROSNTETNLET,
SEVavh--SEYVIIVE BRSPS ELTIY /—I)L7Z76.9~81.4vol%ZAUL. HMMPELT
UVBZEEEI DI ET, /I NO—TIA )V RAZSCLEESMEY ICHRZE UIciReEZEd D

ABRFIHEBHITT. SEY 3w MIBER. SEY TIUHERIES LROBRILOBEITY F
T5-n )+ uvm

BRSO TS /—IVIC. R EULTY V=B S UTCS5ER L DiREZE T DIAH T
FiEHESHITHD., IR (/T oRO—TIAI)VA - ToRXO—TIA )L ) -
—hiZHlE - EEE. LESEELHMEYICH U CTRLEEIERDERFCETT V.

2 MERIELTIVERUIIDTFTS Y MY, SURFUVEAYVTOEILZSHLU.
FRNBLLEICEEBLTWVERT 1,

B SEYIIVISBEEREED DI A TEDT, BRORBCTFEEN G E

Hho
FHRETEIR
B | SEvIIL
B I%/—)U (CeHs0) 76.9~81.4vol%

UVEE, JUtUY. PSRV ZUR UVEE., JUtUY. PSRV ZUR
FUBAYTOEIIL., JULU VAR IX FUBYTOEIIL., JULYU VBB IX
o 1 FIb. INSFFILZEERIFIL. N-TZ0H FTIL. ISAFVREERTTIL. N-TH
”“ RERREZ 72 )L-L-7)LF =T F)U - DL-E | BEBFHE72I)IL-L-7ZILF=-2IF)L- DL-E&

OURZAILIRVERR OU RYAIILRVERE. & O+ T7OE)L
Z/LO—X
M R | EEeEHEDORTI, EEBHOKMEDR T .

RhEEXIR. FERE

@ SNEEXNR ® FHERE
FIRORE - 4= BEZFE(CED. BRITDFTEELTIZST,



REZE Y DIAKRFIHEE | F3BERR

RABIGEL®

HEZ Y DIAHFRFIHEE |53 BRERR

Stvavh

RABISHOT®

FISRREDRITIREHL V5 —

1 F728 U CHRLIFBEMEDNRITUCVER T, BHCDDS., CNSORBRRUELERD 1)L A(ICH T DREEWHRZIT D EIEIE

BCEETT.
R EEOAILR 1B 2A 38 48 58 68 78 88 98 108 118 128
/O9A )V ARG
(L) | D2 >
Ry
OS5I NRBRIE | [ o)

(D1 VR EBIENR)
AV TIWIVY | AV TWIVFIAILR -
RS A JVRBHAE | RS LA P
IREEASRER (T—LB) | 75/ 91 ILR

TATHEREIES | PT/OAILR

FEOR DY vF—9AILR
NUIRVF—F | OB vF—DAILR

2 | B RREN SR PTRREIE R 5 —
REMAEIRHIER (B | IASR / BEUEREBEREER | IDWRBREDE. BE10FHEDERI ST B

CDAL VT —F. BEICEHEBSNICBRIYEDRITEHAZRLUICBHDTI,
THTEFRAIE. FICKODTKELEDD I EDHHDDT. RIDIBERICTERLTIEE L,

IA IV AREEZIR ownesszs

SEYVavh--SEIIIVDin vitro [CHITDITAIVANEEHRICOWVNC. HEHEERTY /—IL7ZXMIRE U TFHIEULSR
Ufce TDFER. SEZVav bk - SEI IV FNTFNOHEAEDAIILAITHUTHI5BLINTANEE L. FIC/>ToA"O—
TOA)LRICSHUTlE. BRHEERIY / —ILICHERTEDERRETAEETED LRI NELIE D,

oA JLZATSE(LBSRS *
A LR — —— :
SEVIwvhk ST HEHEESRISY /—)U

XTAUYDAIZ (VOIAILAREIAILR)| =158/ < 157R >1 9
TOZ/O9A A (VO IVAREIAILRA)| <1578 < 157RS =< 157FS
JUTuRO—T |OFDAIVA AR < 157RS < 157RS =< 157RS
SAIZ [ RUFSA)LR 2 B < 157RS < 157RS 1 SRS
5P wFE—4)LAAT0E < 157RS < 157RS 307RS
TR 2 Bl < 157R < 157RS < 157RS
] ABIA >V TILT VTS A LA (HINTD) pdm09 | < 15709 < 157RS < 157R
152557 ABIA > TJLT DA )L (H3N2) < 157F < 157F =< 157
B DA JUR ] B =157 < 157/ < 1570

* 199.9 %LU EDAE(EICE UICH™
@ ERHFMAAI HWER | SEV3vh - SEY 1)) SiEERiE



IREIZNER (ASTM E2315-03 ( Time - Kill $#52) ) GooieBiE)

SEvay k- SEYIIL D in vitro [CBIIBREHRICONTHBRUICHER. WITNOHEEICH L TH 15BN
TRECTED T EHBRENF LD,

H iE FRERATR *
SEVavhb SEIJ )b
Enterococcus faecalis ATCC 29212 = 15%E = 15
Entorococous fascalis ATCC 51299 = 1578 =iy
Staphylococcus aureus NBRC 12732 = 15¥E = 15¥E
;E% TSA;?L?;EZJSCSLS;ZTEUS ATCC 33591 = 150H = 1528
Staphylococcus epidermidis ATCC 12228 =158 =15¥E
Streptococcus pyogenes ATCC 12351 = 15FRS = 157
Mycobacterium terrae ATCC 15755 = 15FRS = 15#RF
Mycobacterium avium RIMD 1312004 = 15#E =15#E
Acinetobacter baumannii ATCC 19606 = 15#R3 =15#E
Burkholderia cepacia NBRC 15124 = 15%E =15E
Escherichia coli NBRC 3806 =15%E =15#E
Klebsiella pneumoniae ATCC 10031 = 15E =158
IS L Proteus mirabilis NBRC 3849 =15%E =15#E
2R Proteus vulgaris NBRC 3988 =158 =157
Pseudomonas aeruginosa NBRC 13275 = 15%R3 = 15#RF
g::::?;;i;:i:‘:t:guginosa GTC 02017 = 15226 = 1598
Serratia marcescens NBRC 12648 =15 = 15#E
B F Candida albicans NBRC 1594 = 15%R = 15#&

* 199.999 % A EDIEANCE UTeBsR

@ EREEMAR HWNER | SEY3vh - SEY 1)L SiEalRiE

FISEHETIER (MRS EN 1500 :2013) GouBED

SEYVavhk-SEYIIVDin vivo ICSIFTDFEBEEMRICDOULT. Esherichia coli NBRC 3301 7Z#HiEE U .
B0vol% Y O/ —)UNRUOBHBHESHEIY / —)LZNiRE UCEHTLE Uic, TR, SEYav h-SEY IV
DFIBHEBEROMWEHAMEIF 60 vol% YV 70O/ —)UNUHBHEERAIY / —ILEBEREFROSNEBATUI
(—TTEBDEOHTA p>0.05) Vs,

(-log(cfuimL))

4.0
35— 1

3.0 — | + T

¥ 2.5 1
I 2.0 —
B 1.5 — —
1.0 —
0.5 — —
0

SEI I
(1 mL x 1 @)

SEYI)L 60vol%
(@2mL X 1[@E) A4V 708/ =)b
(3mL X 2 @)

mean £ S.D. (n=20)
@ ERUBEKH R HHNER  SEVavh - SEY )L SEBRE

SEYavk
(3mL x 1 @)

JEBETIY/—L
(3mL X 1[E])

—EFFI0XD—TICKDEEIREOHR—

RBICHTSEE

SEvawvbh-SEYTIL ZRIEAAIES (EZE 3.5emDMAIR) (C 1 E0.6mL BT 1 H6 [E. 14EBE&ERER
UTEIEE DR EIREICDWNT., \ERIBMNENRBE U CFHELE Uit ZDRER. SEYav bk - SEY )L EHREE
NIlE 14 B EGERZ D BEERSUEFEAEEZREBOSNEBATULRE V.
T —
SEYavh--SEYIILD4HEEREDOKBEIR
(EFA~YA 00— 1001%)

Stvawhk SEvTL TRAEDI

@ ERBREMART HAER  SEYVavh - SEY )L SEARRE



Y= £
EXE=
SEYawv bk

EIMEFER fEEESEERS R
. SEVavhA
- I } IJ 500ml.. 1000mL

B0mL X10 (RTLU—REFH).
300mL . 500mL. 1000mL

FALANIIY—Fy b

60mL X10. 250mL . 500mL

SEYVIILA

500mL
-

EEEEMNR [SEVavhAl
L [SEYIIVA] DTHEHSHDET. )

BFEYATDT « AR Y— (FIFE) ZROHA TVNEITDT. WRICIHUESEY a3y - SEI IV DREDEIRETI,

FHLIALT

FROEEN

TSAFvIR: FEH
2560mL. 300mL .

500mL.. 1000mL A2 (LL)1000mL A

R—ILBER

(8)2560mL . (L)500mL .

TSAFvoR: TSRFvIR: FER
300mL. 500mL (SEY 1)U 250mL. 300mL. (8)250mL. (L)500mL FA
[FBR<). 1000 mL A 500mL.. 1000mL A

£ 30

TSRFvIH: TSRAFvIR: TSRAFvIR: TSRF v IR

300mL. 500mL (SEY 1)U 250mL. 300mL . 250mL A 300mL. 500mL.

(FBR<). 1000mL A 500mL. 1000mL A3 1000mL A
ALY LT EREBILT

EEEEN

TSRAFvIR:
300mL. 500mL (SEY )L 300mL. 500mL (SEY )L

[FBR<). 1000mL A

R—ILBE BEE

TSRTFvIR:

(FBR<). 1000mL A

R—ILEEN

TSRAFvIR:
300mL.. 500mL .
1000mL A 1000 mL A8

TSAFvoR:
300mL. 500mL .



SEYaw h®- SEYIL?D DRUG INFORMATION

m % SEvaw R SEvT)L®
(S
b= RABISHOT® RABIGEL®
& & B T Tt fRRBEEMNRTT
HAGEBRDEES 872615
2 ) b £ REZMEY DIAHFRFIEHEEH
X %
& £ ES = 22600 APX 00001 22600 APX00002
& i F A 20144 1 8 201441 8B
R 5 B B & B 20144 1 B 20144 1 8
AMKS | T4 ./—)U (CeHsO) 76.9 ~81.4vol% AW | T ./—)U (CeHsO) 76.9 ~81.4vol%
UV, JUBUY. PSUN Y. SURFY UV, JUtUY. PSYRY, SURFY
‘ ) BV 7O, U VBT T/, /¢ BV 7O, JUEU VIS T AT, /¢
#H R AMY | SHFIVREEMTFIL. N-VmBEHE 7 V)L AMY | SHFVREEMTFIL. N-vHBEE T VU
-L-ZILFZIF)U - DL-EOURVAHILRY -L-ZILFZUIF)U - DL-EOURVAHILRY
[iz3e) B®ig. £ ROF>7OE/)LE/lO0—X
[ R | |EEBEDKCTT,. [ K| BEEBHEOMEDRCTY .

FIRORE - HE

FIEORE - HE

BEZFEICED., RIDFTERLTLIZE N,

(FIEAECEEEY DER)

(WEEAEZERSFL TS0,

@NRICERATERIBAICE. REEDEEEEBDDE(CERSE
TLEE L,

B BICASEVRDITERLTLIEEW,. I—. BICASBEIC
[F. TICKIIEHDFSTHEOTLIEEW B, FERNEL
BEClE. BREDSZEZZIFT TR0,

(DHHMAICDIHMERLTLZE0,

(6) MR PBEMEDTE U CLDBE(ICE. AlFA TR EEE.
FEARALTLIZEL,

O)FEARFFETDCERITTLIZENV. (BB TIDFEFN
KUCFEEDIFDESINTDEZNHDDET, )

BFIEHEEE

OFDUOBICHHICRATILU—UFT,

@FBEAICTDADKIOIMEAL. BRI DFET., K<TDHAHFF
ER

HEZFEICED., ZRIDFTERLTLIIZE N,

(FEREICRET R0

W REREZESTLTLIEE W,

@NEICERASEDHEICF. RESDEEEEDDEICERTE
T<LrEEL,

@BICASIEVLDICEFRELTLEEW,. F—. BICASBAIC
& TLICKRIFHDFHTHOTLEEL, . AERDEN
BalclEF. REEOZEZZITTIEE0,

DHNABICDIHERLTLZEW,

O MBPEPENITE L CVDHEICF. AITATKIIERE.
fERLUTLEE 0,

O)EARIFFZETDICEFITTLEEV, (ZERTDDEREIN
RUCFEEDFTDEFINTDBENNEHDET, )

BFEHBEE

OBEEZFDUSICIDET,

OFE2AICTDIADKSMIL. BEIDET., L<ITDIAHF
ER

7 A £ 0 &

ol

[ LTiRVWEFELWT & |
(FEBVEIREDERNBIE LTz D, BWERNERI DRI <IEDHET)
ROEBALIC[FEA LFENTL 2E L

(MIBIBDB DS

(@B0EE. iz,

1. RO A IHEFRICERM. FEHIESEESRIRFEECER LTI ZEn

DERDARBEEZITVD A,

@FEIEECED T UIF—ERERT UIc 2 DD D Ao

2. {FERA%RDIERN S SHNISEFRIERDIEEMH B DD T.
BS5ICERZERIEL. TORBER > CENM. EHIMIF SRR
FHEICHRLTL T

[ LTiRLIFIELT & |
(SFEHVNEREDERDBE LD, BUERDEC DT <D ET)
ROEBRLICIFER LFENTL 2L

(MIEIBDD D3

(@ BOERE. s,

1RO IGEFRIICE. FEHIETS SRR E AR L T 2En

(D ERDBBEEZITND A,
@FFEL(CRO T UILFE—ERERT Ul T ENBD A

2 (BB RDERDSG SHNIBEFEWERDIEE D B 2D T,
BESICERAERIEL. CORBER > CEAM. FEHIE (&SRR
FHEICHERLTL T

BERERIL iE R BERERAL fE AR
4 3\ FIZ - FIR. Db 4 i3 FIE - FIR. D\ROFH
GEe R [IEEE - AREZEITTERRRT G B [IEDE - AREZRITTCERRE

EAFARR) &aFICRR

MEHFEHAXDHZSTEVRUVAICREL T EE 0,

@/NEDFDBAFVATICHREL T ZEW,

@) EDBEBICANBER LV TLEE W, (BRADRRAICIE > fcD @
BHZEDDHTENDBDET . )

ERMR) BEsFICERR

MEHEADHZSELVRULAICREL T EE WL,

@NEDFDBHFVFTICREL T ZEL,

@ HDEEEICANBERENTLEEW,. (FRADRRAICE SO m
BHZEDDHIENHDFET, )

e e o
RERUEIRL EDER ) NTITESFIENTLEE W, WHKRKITEDFIENTL RS,
G ERREBE CRRIFER LTV T ZE 0, G) EAMRABECRRIFEALENTLEE0,
(6)BEFIES. BBEDOBEXRIFEEEDS. ROAEVRIHWVKSICT, @) EFIDRPREZ(CAE LIFENLSICLTL RSV, (ZBEXF
F vy IEREIFTL T, ZEDHEFNNHDET,)
(300mL. 500mL. 1000mL [C52#;)
(DEFIDFRPREZICAHBE LFVESICLTL RS, (BB (F
ZEDHBZENDEHDET.)
= = 60mL x10 (R F L —x# & A) . 300mL. 500mL.. 1000mL. B0mL X 10, 250mL . 500mL

DEREERNRE  HARER

SEYV3vh - SEY )L SIEEBRAE

| ERER - BELEDESE

RN PTIERES

T541-0044 KERHHRXAEII2T B5885

[FFflIREEREZ CSRTEE0N. ]

EB5EES 06 (6231) 6626 FAXZES 06 (6204) 0750




