2016 4= 6 HkRT (58 3 hiY) H AFEAE RS h /0 A 5 872615

EXRMA V3 Ea—TJ4+—L4

H AR B A2 o0 IF fod 2E6E 2013 (2 HERL L THERR

EEET U AR RFIRHER £ 3IFEEER
o 0o ®
J ° 3 ‘y
RABISHOT®
Al | AAHEEA GHEA)

oA o MO Xy | ARHAERS B 3EERN) THhOHEORYS L
4 B| =% /—) (C2HeO) 76.9~81.4vol%

fng =% —n (JAN)
4 : Ethanol (JAN)

MER AR FE A B | SERGEARFEHA R 201441 H 17 H
oMM O I | RMEENEFEA R M Lewn
» 5% 4 A B[ % 4% A H 201441 H30H

P - WiEikoe (EA)

N |

2 KR S FH 24 5 D R A

o MR RR AL SRR SR

TEL (06)6231—5626 FAX (06)6204—0750
MWW s bt RO

R BIRE 1 R Ao

http://www.kenei-pharm.com/

A IF 1% 2015 4 12 H &GET O F RN ORE#I IS S 1ER LT,
BT OURA SCEREHIL, B E PR S AR R — A —

http://www.info.pmda.go.jp/ (2T ZHERL 7ZE N,
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IF M DOF5| & OBEE
— H AR SRAR = —

EELA VA Ea—T7+—LIEROER

PRI S O SEARR 2 B & U CERIR A ERINA SCE (CUF, IR SCE LK) b5, EF
B CIERT - SERIANSE O BEIRNEFE D B H ER LB 2 R 3R 5 O E6E G R 215 AT 28121E, IRf
SCEICFER S NG @A AT 2 BICHEME RS LERIGEN S 5,

PESEEG Cld, MakEI AT OV THREE R E DO EIRGE SR S FHITHEROBINGFE RSB R L L CE#RE
L TR L TETWVD, ZOBRICHLERIERZMBENCATTHOOFERI AL LT U2 E
22— 7 A — LN LTz,

BN 63 4FIZ H APBEsEAIRT = (LLF, BHFEEEIET) FE 2 /hNEESN TERMLA VX Ba—TF
— 2] (LLF, IF EW53) Ofr@EFHFIEONC IF fedlidkl a2 RE Lz, ok, EREFE T IO
BEANTEFEGER=— A0 EZ T T, AL 10 4F 9 AIC RIREEEIE 3 /NEBSICBW T IF &2
WEHDOLET TN,

HIZ 10 R L, EFERMEROAD FTh HMERE, HWFTH D ERBIGOIEHFE, WL
S CHE - EREFEIIRE AL & 22T T, Ak 20 4F 9 I AW EEREREZESICBNT
IF God2E6E 2008 NI T S 7=,

IF FUdkZ6E 2008 TlE, IF ZAREHUROM- & U TS 2 51E0 6 PDF B OB T —4 & LTk
22 & (elIF) BNRAIE 2 o7, ZOEEIZHEDE T, IRMCEICBWT [59hEE - ghR oy, M
e 2 BERARNEREOUGET R EOWETNH - A, WETORILT — & 21800 U 7= B Bhi
D eIF Bgfltshs & b7e o7,

RO eIF X, (M)EEHERESREEBBOEERLIGEREULE R — L X -2
(http//'www.info.pmda.go.jp/) 7>5—FGEL CATFAIHEL 72> TV 5, HAFRPEEAFEIS Tld, e IF %
PB# 9 D R E IR IR — A=A A FTHD Z L ITEE L M ERRENGR I HbE T
e-IF OIEMA KT 2k 2 3% E LT, 4 0 IF BNIRMN CEL e 2 EEAFERE L CEmNE
m BT LT,

2008 L VAR 4 DA X B a—7 4 — LSRG A B Lo TR L C & 7o FHEAZ FREm L, R
BEICL-TYH, [EA - HAREICE > TH, 2RORVERIRE T2 2B 2T, 22 TH IF
FLHEERH O — I SGT 2170 IF GLiEAE 2013 & L CTART HHENE o7,

IF &1F
IF (3 TRASCEEOHREMT L. RSO ERICFE I L > TRRERBICLE R, EELOMWEE
HOIZDDOIEH, ASTEFTO T2 OFHR, FAAIOTZ O DOIF M, EHE S OB A D72 D OfFH, 5178
BHET T DI DIEHENER SR ER RO R fEHE & LT, AN TIREEZ R E L,
SEFNANE O 72 8D |2 ML AR O A B ORI 2 (R L TV D A& RE ) L AZENT T B,
rZIZ L, L - BURR SR RIS D b O, BERMEROWAS ) 2 B4 5 b O R USAINTA 5
PAREAf - R - SREET NS FHEL IF ORREFHL TR 620, S0 5 L BB HRAL S
W7o IF i, FHIRNE & 25554 - FIlr - BRREIG T 2 & &b, RERMTEE T b0 LV ) BiFaFr
DT LEAEE LTV D,
[IF D=1
OHMIT AR, BEEEE L, FAIE LTORA » MU EOFE (RFKITFRS) TiidL., —@ahlby &
T, L. IRMISCE TR - ReEzeAWcs a3, EFEETIEINIE b L2,



OIF Fld EEIC S ER L, FHEBAAIT T v 7R TRi#d 5,

QFMOFHITH— L, FHITET THFIEERO [IF FHO TS OME | 02X E2d#lT5H0
L, 2HIZELED D,

[IF OERk]

OIF (3sH] & UCRAIo& G EERN (NAAL EFAL SVRAD 1Bl S5,

OIF ([ZFe#i 7 2 H & QBT B3R E L7 IF Sl sal a3 2,

O LEONEEZMTET D LD IF DEFITH > TRERBERNTHEN S,

@ORBEDZEOE T 5 b O, REEMEORANE /12 BT 5 b O K OHEAIRN A 13 U D ERIEF
FH ODFHM - I - SRR _REFHICOW TR R S e,

® TEHEGA ¥ B a—7 +—AFEHEE 2013) (LAF, [TF FodZEE 2013) L087) 2K VRS
NIz IF 1%, BFEATORM A AL U, SHEIS U TERFIM A E FHAE (PDF) 2 SHIRI L T
AT %, BETORRIIMHETIEN,

[IF O #17]

O TIF Fe#EZEME 2013 1E. Pk 25 4F 10 A DIRRICAGR S L= 38 D & 72 5,

Q@GSN DERE LI OV TIE, [TF S 2013) (2 X A1ERR « $REHIERE S5 b O TR0,

O EOIEREOUGET, AR R UTFHMnAE SR ERRFRFHm) 23 A3 S U7z ke 50l QN 5@ JEE Ok
REN2SH, BT RENEDRELS LD ZGAIIIF BWET S5,

. IFORAIZHF=-T

[TF 5C#ZEE 2013 128\ Tld, PDF 7 7 A MC K 2 EF A TORME A HA L LTV 5, HHRAF
M9 23EAIRML, EEAEL SR L CRHET 5 Z ERRAITH D,

BEARD TF 120V TiE, 3R AR SRS O 5 38 5 R SR B AR R — A R_X— VI B #li
FTASERE STV 5D,

RSEAET TEIEIA VX B a— T 3 — AMERO TR & | 106> TERR - 29223, IF OJ % B
F 2., EEBEGICAE L TODIEHRS IF ERRIC G LW EHREIC DWW TSRO MR H~0
A B 2— 2LV IERFIEE SOXNE L2 RFESE, IF OFAMEEZEHOLILENDH D, F1-. ML
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B, WEM S EEOMERO SN LRREHIN TV D TR S [E24METORTERD 1B
THHEAEIAGRFHICEADL Z EBH V. ZOBRWIIIH0EETRETH D,

. FIAICEELTOBRER
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I. BIEICHT 51EE

1. FAROEE

T 5 — N % bR < JRELPH R E IR EEI 2 A L TR Y . 2D 76.9~81.4vol %K
IRITEFEA =2 7 — L EREEN, EERERESROWHEFICAEH S TWD, BENICE
WT,MRSA., 7' 7 ARMERE 413 U &3 2 S REGLE R IC K 2B Bk 7= 912,
ERAEFEHEOMEERTHREFIZT OO CEETHY , BEOFHEHEEA L U CSFEERMETY
RHXFRMEADEA SR TNWD, L L—F T, Zh bty 0 AR TRl #EA O &
JERIEME (F5RN) B E 2o T D ONRBURTH 5,

TEVay MIAEYRSE L OB =V ERIEO= X ) —/L (76.9~81.4v0l%) %
GA L, I & LT o = WK K O e di Rk Fndn 5 2 Bl & L 72 B9 BaME O Rz 3 1 3A
HAFHEER T, /oo R_"a—F A VARG LM R AT L= 8E T h
%o AERIIHUE R OB IE A RRE, IS A M L, Rk 26 45 1 HIc—BAESEML & L
THARBEHFT, FFEAICREICE T,

2. BROAREN - WHAFHRHME

(1) ARy ) =, i e LTV Ulgle & 2Rl G L7 5sfetE Ot 0 iAAL K F
HEAITHD, VANA (Jrme_Xa—F U )L 2 _a—TT A )L R) « —fRHHE -
EES%, RHEFA MO U GRERERNEIFCE 2, (10~12 HZH)

(2) WEAIE LTIV RTFUEA Y e e/ ) VEEGA L, FdhibichE L T,

(3) BRI OTRNAS YL a = M EZEH L TR0,

(4) HHZMEDT VABXFHHEAIR DT, WAL F/VDLEEDTRN,

(5) 300mL, 500mL KT 1000mL @ Z ~VIEREIZIZBIE AL W 2 O B ENRRATE 5,

(6) 60mL [F A7 L—XTHHH L LT, £/ 300mL, 500mL } O 1000mL X T4 L2 7
LR TR T 4 AR —|ZEEE FHE T, £72 600mL 137 A —UC T
AEETH Y, RIS LT B a v OEHANAEETH D,

(7) BERE LT, BB - B8R, DhORERRESHTND,



I. 2WICEET HIEHE

1. BR5E4
(1) M&B: Jvay ko

(2) ¥4 : RABISHOT®

(3) BFDEE: FOOHIZE Y, Y ZATHAT A —F v 7 E—L 0

2. —4
(1) M4 (@BFE) : =%/ —/ JAN)

(2) ¥4 (@4%) : Ethanol (JAN, EP)
Alcohol (USP)

3) RTFL: 7T/Na—VEEORT = /) —/)VEE : -olV

3. SR Lmist
HEsat  HsC” N OH

4 HFRERUHTFE
25 FR : C2HgO
S8 46.07

5. {4 (WMAE)
Ethanol (IUPAC)
Ethyl alcohol

6. IEAA, Al4a KBS, EEES

B4 = F T Ia—)L, TLa—)L

1. CAS Bx&ES
64-17-5



M. 3589 5IHHE

(KMOFEDES THH AR/ Z ) — M HOWTCERIRT 5,)

1. HEEHEE
(1) MR - R
AT EEAEHOHETH D,
KT ZRLT L RATD L&, MEADOREZH T TR D,
AREITHIENETH D,

(2) BfEH
ARinl3K &R 5,

(3) BiEtE
DR L

4) R (DR, Bx, HER
W o K9 78°C

(5) BEEREMN
MR L

(6) HEHFH
AR L

(1) E0DELREME
l#E (15°C,15°C) : 0.80872~0.81601

2. AYRSDEEERTICETIREN

B L7eRm AR ME U7 2) TEIRIC 3FRMRA LICRR, 13E A SRR b
VY 2,

3. BRRS OHBRARE
HE Tm& /7 —n) i2k5,

4. ARRS DEEZE
AR T=% /7 —n) 1285,



V. 8KIIzE89 1B

1. #if
(1) #wEER
Aol

(2) HORA, SMERTHER
AR ORI - ATHEA GH7EA)
SMBL OEIR « A ZIEETEH O TH 5,

(3) EHEIDOMHE
Brliz7e L

4) #Ha—F
LR

(5) pH, BEELL, #E, HE, TEL pHEFE
pH : 3.0~4.0
tkE (15°C,15°C) : 0.862~0.876

(6) HEOHE
AR

2. SHEIDMERK
(1) B%Eks (EERES) OEE
x % ) —)L (C2HeO) 76.9~81.4vol% & H,

(2) Fm
YURE, ZURYL, TIY Ry, SURAFUERA TN, 7)) ST X
vy NI FXTRBERT TV, NV UMENERT V- LT v =rxF L - DLrer )
R LR Bt

) FIBREBEOHEBRRUVAEE
BEARRANA



10.

1.

12.

FRARE L TRAT SRADRRE
LR

BaH, FADOSHEICHT HTE
A L7g0

HAOBEERHTICHITHREME®

RIFSRM: - B RIFFRE R
. 40°C. 75%RH, 6 » H R
N N
i (FRCEE 3 EmY) | (G wyxFL) | BIEEL
S L7 e R
fm. | o 2N
P (R | DARIECERA =il 1 (o Y g | ZIERL
7;3;3;9 S B i 1) 7 e
ﬁ‘/:E‘ V= =4 . N AT VAN
25n}%bﬂ,§\§% L =i, 14 GFE - ) = L 2) 27z L
IRHE CIRAE

HIEHE « MR, #ERdaER (g |

ARROREE
A% L7

ftuFl & DEAEIL (MEILFHIZEIL)
Y LR

B
YL

EYERIRRE
A% LR

SFh DB R RS DREEFRERE

pH. & (15C,15C).

e, HEZE O

(1) 7ha—ic k0 ERESnz=78 7T e K&, BXT 0 AR X 5 HeRRER,
(2) B~ AT AW % ., BlR—RERiE (WA 7u~ 7o 70— 2Lt 5,

HHPOEMED DEEE
HE—REriE (Ao~ 7o 7 40— 12L5,

palli]
BEA=RRANA




13.

14.

15.

BAT SO HHKHEY
Briz7a L

FRNDELGER - NENRHRTERICET HER
OB ANEZL LN &, GRIDOERIZR T2 B ENEDDL Z b %,)

FlHE

TEYay ROt MNEEIIxT DAY

T Y ay NOREIIRT D REBE TG 5720, BIBEEMEIC 1% 0.6mL % 1 A 6 [Al,

14 HHEFERAMA LG EOARKSEOWNER T A~ A 7 n A a—7 25 KEREO

Blega M L, REARSFET R & FLRE L7z, ZORIER, ABAKSEONEICIBNT,

WP O BF] R R ABNXIT & A ERRD LT, R EAIRNICA B AR e o 1o
(T IERLESY BT, p>0.05) (K1), EF A~ A7 nxa—7 2 &5 KEREOBERIC

BWTIE, & TOMEREAIRAEBALO VLR I A2 3 RLL ETH Y | EidAIfk A B2 T

RO BN o T, o, BEAAL L S A BEETRD b i -7z (Kruskal-Wallis #7E

p>0.05) (M2, FH),

UEDZ b, TE8¥ay FORFIIRT 28T, RERNRBEMTRG L FAEFETHD Z

LD HER S LT,

1) AEKSEDORIE (REEH = Z 7 % A : Skin Surface Conductance)

m4fH 8HH O14HH |

ANavxr a2 (pS) *t
S

JEvay b VASEVIZ ET1 ET2 ET/ 1 ETH 2

K1 G HERE R OPEIE — BATRTOREE) O FHIE  mean®S.D. (n=8)
E1: ABKSEOEL

i ABRBAMART. HERBAMAR 4 BE, SHHEH., 4 HEIZBWT, 6B/ BHOBMEZETHKTLTHDL 1
BEZICHBEEBEOL T AT 2%, 156 DEZ#HEZ 5 - TH b L g FE mIEEE s
(SKICON-200, IBS th:#) (2 L0 EBEE (uS) #WUE L, REREOWME (2> %7 %)
TR Uiz, BRBIER, EEREHNO 5 S CTRIEEITV., T ORKME & i/ IMEZ R 3 ROEE)
ExEAEARSEE UCHME LT, 7od, ERMBAETMIZOWTHRERICEBEEL, 2 br—n
L7,




2) BT A~A 7 aAa—7\ L5 EEIREOE £

MERAT T JEvavyh VAEY 2 ET1 ET2 ETHn1 ETHn2

mean+S.D. (n=8)

2 : REREOEL

HERATEL A e
ER: EmZEMm 14 BEOREER (x100)

ik RBRBAAAT: 8 H A KN 14 H B OMABEAS BOMEK TR, WA ORGDIRIESY ©F 4~ A
smazxa—>7 (PV-10, AU oS82 T 3R (2K Vs L, b BB TRl L7z, 5 Eef
DOFI AL, REFRNRL @ 55, BIMOFEI 4 A, BEDORK - 34, TEEDOTEN 2 /5,
BEOI 1A E L, SRR A R L CREf L7,

16. Dt
Bz L
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FHRORE - M7

2. RERUHE
A FEICLD, T E TEET S,

(HEREICEET 5EE)

(1) HEMEZ T LTSN,

(2) /NRIHER S 25A101E, REFOREEEO S LR SETI I,

(3) HIZALZRWE S IZEE L TLLEEWY, T—, BICA-725EITE, 3 <ITKXTnsd
FHLTHESTLIEIN, B, IERVEWVWGAIZIE, RBHEOZFEZZIT T EEN,

(4) AARICOBFER LT EI0,

(5) MIECTEMHEDMTE L TV DEAICIE, ATATESEERE, AL TSN,

(6) HEHRIZFZ FoicicEsE Ty, (RSO EEARKUCFEZITST D L
KTDHBENRHY E£7,)

B FENEE
OFOUOBIC+RIcAFL—LET, QFELEICT VAT L YT L, W
HET, I<TVALET,

3. ERFRRLIE

(1) BERT—2/1\y 45—
R4 L

(2) ERERZNER
AR L

(3) ERPRIFEEREAER
MM ER L



(4) BRIRBR
MR L

(5) HRRERIBLER
1) MfEA1LL1TARRGHER
MR L

2) HCBEER
LBk L

3) REMHR
BREERRL

1) BE - HEANHR
AR L

(6) APEAY{EF
1) FEARERE - FEMEAMERE (FHRE) - HERFTERERHAER (TRERERKSR)
MU EER L

2) RBEHE L TREFEONER XL -RROBE
TR L



VI. EEEICEHT HIEE

1. EEZPHICEEHSILEPRITELEDEH
WEPET 0 IALR TSR . X ra=y Al - =& ) —)L
JaNNF S a gt e ok ) —L

Ta— K = x ) — L TR —)

2. REER
(1) YEFARELL - fEREEF
TR ARTETEE B OLNE, WE, FUPEIE. HERERLE »

(2) EhERM1THHABRBIR
1) ZEvay FeOUANARNEIE (in vitroillR) 9
TE Y a v MO mvitrolZB1T 5 VA NVARERRIZONWT, BRHEHA= 7 —/1
XIS LTI L7z, ZO/R, FE v a y MW ThOMER T A L RITKH L TH
15 BLINTATE(E L, FFriC /) o _ue—7 7 A L 2R L CiE, BRHER=% /) —
JAZ AT XD B TRE(LTE 5 2 & D3RS S 7,

1. FEIMNIVRIZHT HREEDR

U A WVARELRER* 2

R A R _ AREEA
VASED AN
T F ) —)v

F2aR VA NA (FIRR) (Vu oAV 2REF)| =15 BIH >1 5[]

vUZ/)ryA LA (Osaka-106 #k) (/B oA LZRE) | =15 | =15 /M

Jvzysn=7 A LA AR (Wa k) =15 M | =15 M
VANA R AT A LA 2 (Sabin2 ££) =15 1 47[H
7Yy R U A LA ALOR (BRIRIYRERR) =150 | 30 BH
7T AR 2R (Ad6 ) =15 B | =15 %M
AR T A L2 1 (HF ) =15 M | =15 BH
zyNRpg—7

Ay TNy F A0 A AHINDpdmO09 (A/Osaka/2042 #5) | =15 BRI | =15 M

A VA

AV TN F A LA AHIN2) (A/Wyoming/3/03 #%) | =15 FPFH =15 FbfH]
* 2 :99.9%LL EORIGCICE L 7= R
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2) ZEvvay FeOBEER (ASTM E2315-03) (in vitro#kli) 4
FEY 3y bOO in vitro X BT HERE DI ONT, KEM BRI S (ASTM) 2 7E
% ASTM E2315-03 (Time-Kill #Bk) (C¥#E U TRl a2 Sl L7z, ZOfE%E, v 3
Y FOITWT IO IR L TH 16 LN TEE TE 5 2 & PR S,

®2. ERMERVERICHI HHERM (TimeKil | HER)

B B °
Enterococcus faecalis ATCC 29212 (JGEKE) =15 FbfH]
Vancomycin-resistant Enterococcus faecalis ATCC 51299
. — =15 ¥
(VRE : N> a~ A ¥ Uit ERE)
Staphylococcus aureus NBRC 12732 (HE0.7 N7 EKE) =15 B[
- _... [Methicillin-resistant Staphylococcus aureus ATCC 33591
77 LGYEE =15 ]

(MRSA : A F U UiittEs a7 RO ERE)

Staphylococcus epidermidis ATCC 12228 (¥ ~7 FUEKE) | =15 M

Streptococcus pyogenes ATCC 12351 ({LjE L > 9 ERE) =15 Pl
Mycobacterium avium RIMD 1312004 =15 #H
Mycobacterium terrae ATCC 15755 =15 #MH
Acinetobacter baumannii ATCC 19606 =15 #MH
Burkholderia cepacia NBRC 15124 =15 #MH
Escherichia coli NBRC 3806 (KH5E) =15 P
Klebsiella pneumoniae ATCC 10031 (iiZS#-55) =15
o ... |Proteus mirabilis NBRC 3849 =15 ]
77 LR

Proteus vulgaris NBRC 3988 =15 #fH
Pseudomonas aeruginosa NBRC 13275 (FRiEH) =15 >R

Multidrug-resistant Pseudomonas aeruginosa GTC 02017
o =15 FfH]

(MDRP : Z Al AR )

Serratia marcescens NBRC 12648 =15 ™[]
B Candida albicans NBRC 1594 =15 FbfH]

% 3 :99.999%LL DB L7 KR
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3) JEva vy MOFRHEEDR FEKINEE EN1500) (in vivo i) 2
Ty MO in vivo BT 5 FRIHENRITOWT, Esherichia coli NBRC 3301
AHEAE L L, BONEHE(LLZES (CEN) A& 5 FHRibEDEAR (EN1500) (2%
U CakBp & £ L, 60vol% A Y 7 a8 — VR OVH Rl EH = & /) — L b et L7,
ZOFER, FEva vy b (BmLX1 [\) OFEHEBESRIL. 60vol% A Y T r /) —)L
(BmLX2 [B]) KOHFHEHFEH=% /—/L BmLX1[E) LFA%ETHY ., AEETR
biviginole (—mBlESHTE. p>0.05) (K3),

A0 [T
3
£ 30
3
Q
%0
S
= 2.0
=
= 1.0
&
&
0.0
A ZE IS N VAR eV VA EYY 60vol% H R{HEH
(3mLx1[m) (1mLx1[mE) @mLx1[E) A Y FanR)— X )=
(3mLx2[A]) (BmLx1[=])
mean*S.D. (n=20)

E3. FEHASHMR (EN1500)

(3) {ESTER - FBER
AR L
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VI. EMEEICEET 5B

1. MAPREOHD - AEE
(1) ‘aRLENGMmAFRE
Y LR

I v = BE F) 33 e

2) &5
FHE L7

=
%

) BRRFRTHE Sh-OPRE
Y LA

4) s
LR

) BF - HHAXORE
A% L0

(6) B (REaL—>ay) BiTIcK YHBAL-EDARNEIREEHER
AR

2. EMEERM/INS A—4S
(1) BHAE
AR

(2) RALERETEH
Y LR

@) "AFFRASEYT 4
A% L0

(4) HREEEH
A% L0

®) PIVTFSIUR
B4R
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(6) HWmEW
L2

(1) hEEEKGE
LR

3. RIx
ROMNCER SN ) — VI S D, I EICBW TR 1/4, 7% 0 OKED
AN

/4

S NETIThbN S,

4. 2
(1) M &—fekBa &t
A% L0

(2) 1nB—hefeEEa &t
A% L0

() Eit~nBTHE
Y LR

4) BE~OBITHE
YL

(6) ZOftiDEB~DBITE
Y LR

5. M
(1) {REHARGL R UMR iR RE
A% L0

(2) KEICEE5 T HEE%E (CYPAS0 F) D4 FiE
BEARRANA

Q) FELEBHRODEERUVZDES
BEARRANA
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4) REHEMOFEOFERRULLE
L2

(5) FERHMOEERE/F A —4
LR

6. Bt

1.

(1) BEERGT R R
A% L7

(2) Heitae
A% L0

(3) Hitt®EE
A% L0

SV RAR—E—IZEY B1EHR
Y LA

BNEICKDREE
YL
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I ¥=2it (ERLOEES ST HEE

1.

1.

Tigé

EABR L EDER
L7

N
m

EZNRLE0EH (RAESZEET)

[LTEWTFENI E]

(FHRWEBUEDIERPEAL L7720 . BERANE Z 03 <7220 £9)
ROBEICEEALGNTSES LWV

(1) B0 55,

(2) HOFEM, MRS,

(fi#L)

% 4 0 TV a— L EREESCANEENL (BIER) ICHWD EMIRNEL D, £ REEEIE
AL~V D & MEEE N E U CHIED “B N TX52 20355, LN T,
RS AINEERNE~D T )L — )L DJE IS TH 5 0,

PREX TR RICEEYT SERLOEE L EOER
Y LR

AZERUREICEET 2ERLOEE L TDER
V. {BRICETHHEE] 223552 L,

RERSABT L ETOEH
Y LR

BEELERMIEL TOEARVRES
AR

HEEA
(1) tAREEZTOEH
BEARRANA

(2) tEZFE L ZFDOEH
BEARRANA
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8

10

1

12.

. EIEA

(1) EHERDOBE
G RBYANA

(2) ERLEER & ABEHK
MR L

(3) ZnHoEIER

(HH#TH=&]
ER&. ROERDH oL -HETEMERORAIEEELNHLDT. ELIERZEHRILEL.
COHEGER > TEM, ERHXFEFRFEICHHEL T EZL
BEFRERAL iE K
LS B - R, DPpH

(4) HEEWERSTUAE R UBRREERYE—%
LR L

(5) BWEE, AfHE BEEERUFHOAREERIONERETAE
MR L

(6) M7 LILX—IT0T 5B RUVREE
A E TR B L 27 LV —ER (BIIEFES - R, A, heShiE) zild
ZLIEZEDBHLENE I TRICHBZZIT> TR 5,

BRE~ODRE
KrliZ7a L

iiim, Etw, BREIERE~AOERS
Kriz/p L

INREFADERE
Bz L

EBRERRICRIFIIEE
Hriz7e L
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13.

14

15.

16.

BERE
LR

BREDIE

CEE R |
RO ANIIERRICER., ERIFEEBZHRFTEFICHHL T ESW
(1) EEIOIREE T TOD A,

(2) EARALICIV T VAXT—EREZREZ L2 ENHDH A,

ZDMDEE
Frlz7p L

Z Dt
Rrlz7p L
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X. JFERAREAERRICEIT 2R E

1. EEHER
(1) EHEEHAR (TVI. ZEUREZBICETSEE] 3H)

(2) BIRORERR
MR L

(3) RLMEEER
MR L

4) FDHhnIEERHER
MU ER L

. BSMHEER
(1) HExE5SMRAER
x4 /—) : LDso, LCs0, MLD, LCLo, TDLo, TCLo™ (mg/kg) ?

BE | 5K | LDso LCso MLD LCLo TDLo TCLo
39g/m3
/4 B
B 117g/m3
/2 HERE
2.5g/m3
140 45
528
~ 17 A fiE e 4000
0.3
1973
S
3000
. 3450
&
1.5
8285
Ay
5000
2.5g/m3
. N
AVAES 140 455
Higfe 963
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BYE | BE5RK LDso LCso MLD LCLo TDLo TCLo

2374

800

AUAES g 6300

i’y 20000

g 20000

5.9g/m3
16 B

N
1.11g/m3

/4 W[5

3.6

e
1.25

1440

A S
500

ETIJIIR 11

7000

& 7000

400

Ay 7900

K 0.106

i e 3000

IS 1600

A4 X 5500

(s
2000

-y 6000

7£) LDso : 50% 5t &, LCso: 50%ESEIE A, MLD : KBt aE, LCLo : &KL,
TDLo : fx{&kTm=E, TCLo : KT HEE

b MROBSEE (KA) : 6~10mL/kg (100%i%) 9
BN OB : 3.6mL/kg (100%i#%)

100% =% / —/L & LT Rt &% 30 53 ANIZIRA T2 & ek
[ KA 250mL, Zy/hE 6~30mL J

(2) REBSHEHER
MR L
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(3)

(4)

RS
VAR L

ZOMORHEE
VAR L
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X. EEMNFERICET 2RE

1.

4,

RHIR 5
B9 —HESRE S OF 3 HEIRKM) THHHiE Law
ARGy - —ESR S (5 3 HESS) THH0iE Law

BRI L 6E R AR
IR « 3 4% (ZEMERUBRAERICHES <)

ik - REEH
HPE « R AAs « KR 2T TEIRRAF

RRMZE O LEDZER
(1) ERTORMYHRWNLEOFERIZOLT
1) EH AXEDOETZH 20 LWETICRE LT ZZEN,
2) KKUTIEDTFRNTLZE N,
3) AMITIEBLE Lo GEIE, 7 a—/VHE, KEME, fEREHRI) 1T LET,

(2) RFZMABFORZWNICOVNT (BEFICEEITASLEASTES)

1) EHBXDOYTZ ORI LWFTIZRE LT 7EE 0,

2) NEOFOJENRVFNIRE LT IEE W,

3) MOBEFIANEZZ2NTLEIN, GAHORKIC/R 720 EREDD ZLR3bH Y F
7))

4) KKUTIEDTFRNTLTZE 0,

5) IR 20 /- RIFEEH L 22Tl 2 &0y,

6) BAERE, B FHXITEREZ S B, BN EOTEIRNE DT, vy v 7TEHITTIESN,
(300mL, 500mL, 1000mL (ZF#7)

7) FHIDESLFHEAF LRI LT ZEn, BEIEEOBZARH Y £77)

(3) AKBFOPFERIZONT
Bric/p L

5. RBEHF

Brlo7p L
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6. &

7 Bt
60mL X 10 RN = F Lo AMELGE (A6, BEAN)
300mL RN = F U o ARELGE (RS  F6)
500mL RN = F U o ARRLGE (S  F6)
1000mL RN = F U o ARERLGE (S  F6)
600mL N = F Lo ARG ()
1. BROME
g P NN Xy AT V=R T
PR = 3 il P
60mL R)z=F L N R =l P V=T L
RUAFTAFL
AT VA
N R =l P
300mL AYyzFLyv
500mL RY)x2F Ly (BE) | A ey R FFTAF L
1000mL AT LA
(WAH)
i) e Bl P
600mL Ry x=F L AN R = il P RY)xzFL v~
AT LA

8. F—HRi% - M3

%o SCREEYE S
FEHOT 2L P, TEV L (fREHEE),
HREMEEHTY 2 —1 %
Fl—pod : ARk ) —, AR ) —L %
9. EREESEAR
A

10. RERFTRBFABRUVEKRES
BERFEAFIAEHA H 201441 H 17 B
HKERFES + 22600APX00001000
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1.

12.

13.

14.

15.

16.

17.

EMELENHFAR
LR

HEEX IR EMN, RAERUVAERZEEENFEOEABRUENORE

A L7g0

BEERE BERERLAREABRUVZORE

BEARRNA

BEEYM
BARSANA

REVRFIRERRICET 51FH

AFNT, BHWIRIZBET 2HIRIZED LTl

#Ea—F
Y LA

R LDIE
YL
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X 1. >k

1.

51 Rk

ey

International Nonproprietary Names Programme:The use of stems in the selection of
International Nonproprietary Names (INN) for pharmaceutical substances 2013,

World Health Organization, 2013.

(2) fRsefIEpkatt N . =% ) — L ORIFLZEMEIZ DN T,

(3) fsefudipkNatt #HINERL . T B 3 v FeORIFREMHIZ OV T.

(4) fRRBEEHRAS HNEER : T8 a v be - T BV 2 Lo BRI

(G) HH HEZ  BENEGLEIC T HIHEE, A TIZESE 29 (11) @ 2251—2257, 1987.
6) BFE HIF: v T ax—3 3 0L LTHREORERDS - vy, p30-38, Uix 9, 2014.
(7) REGISTRY of TOXIC EFFECTS of CHEMICAL SUBSTANCES, STN (2016.5 Hif£).
®) & fHE fh M SEPEE®RT 7 AL B 48R, p249, B)IIEIE, 2008.
ZDDBE X

FHCUAE AR R RS E, BEIEL, 2016.
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XI. 388H

1. ELSETORETRR
A ERR L

2. HWAMH I BERER KRN
MR L
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XII. {§&E

Z Dt DREEH
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