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(BIS)
|29 A= V4

1. 4
(1) B4 : BV <A 2 (pirlimycin)
(BN )~ A I EEREKF ) (pirlimycin hydrochloride hydrate))

(2) & WHBOFAFEROIER

BN YA AR rav A VRTEWE TH S, EE LT, 77 LABMEREICHL
TR TH Y MEFHEFFIAEHIIEDT70S U R Y —AD50S T 2=y MIFEE LT
TFREFUARAT 2B RBETAILICL Y EREAHEHETALOLEZD
NTWB, —RR7e 3L ORIRE Cd dStaphylococcusi®, (S aureus) K (NStreptococcus
B (S agalactiae. S. uberis. S. dysgalactioe) FDT T LBHEITG L TAE THD, K
EMPE URESEIT B TSI F A B R OIGE R Ha L LG EEEAHR & L THEH
EILTND,

(3) 134 -
(25-cis)-methyl 7-chloro-6,7 8-trideoxy-6-[[(4-ethyl-2-piperidinyl)carbonyl Jamino]-1-thio-1.-
threo-a-D-galactooctopyranoside . (CAS)
methyl (25-cis)- 7-chloro-6,7.8-trideoxy-6-[[(4-ethyl-2-piperidinyl)carbonyl Jamino]-1-thio-1.-
threo-a-D-galactooctopyranoside (TUPAC)

(4) HEROWIE
CHs

N Hi [
. H-¢-Cl
Q T ek 1,0
HC—CH; ~ My O HO/—Q 2
OH

: OH
5 F & CHsCINyOsS-HCl-H,0
5 F OB 146543
BRI AR - AGEOESHERR
il A :2105~2125C

K OB fE E70gL@H45). 3g/LEH13)

(5) FWAFERUVHE _
BNV A 2 OFEFREEOE/REIC R 5, BERER ORI E LT
IR,
2B, SRDOEEEERFEIC OV, AR AERER - L CELEIRTEDAEE

o



PEEL RS LIV NI RS RS BAICIV T RIMEEERT M) /2 &
NEEZLZLDHDTHLD, '

FEICBTS,. BVl wA Lo DERFES

SERENI R ORI {EFE RS

= g
1A 1[E 1558 50 ig DRERE | ¥ FH¥ 14 H
P U BT 2EHENEARS | S u 10H
A& 208
1B 1E158BH7-0 50 g OFES . % H

24 BERIIRNG T 8 [EIELEREEAIRS
HEH 36 B
e 1B 1E1HESH-Y 50 g DEES | I TH¥F _ 48 B
#L AR C 2 BEENEARE | TR 60 R
+ A 60 571
183181 %5EHZD 50 g OFE%R EU 58

24 BFEIRRR T 8 EISLEREARS.

2. GBI AT, K8
(1) SRilaER

WEA (12 B) 1CERE VY ~ A U RILENRS (1 5FEH7-Y200 mgx 44y
B 4R 2 ED Uiz, Midstehiss 1 BB E42060sH (5 2 [EIi 4L T720E) &
T178 R CEHE E N, WEPINTIR G SN B U = A VAT RERSS DN R 51 12/ E B
PICHRE S AL, b imPIcB T FIciit SN b O LB X b, —Hidmii
FEEZN L TEEOMEEIERICAD . 2FEEOEYERESTRED bk, EEhfEhig
BRI (Tmax) 1355 1 EHREREI0~ 1205/, 55 2 AR GRDS6~ 128500, &
SEPVREE (Cmax) 1355 1 EHESEEAYE0.083 1 g/mE., 55 2 [EHFEREASTEA0.131 4 g/ml
Tiolr, 52 [EHRERHIE | BIREBOFERDYD | MISETHoTz, HRIEH

(T1/2) (o #H) 13945289 B, T12 (BHH) 1337.6FFH Th oo, MASMRE—
R TR (AUC0-120) 132.269~7.114 pg-h/mL. ThoTz,

WS4 38 ITMCEHEAY <A LURIERERE (1 SFENAV50me, 24 B
[EIFERE2 E) L, B5% 6, 10, 14, 18R T TENENSEH(14 A DF 8 FEIZ OV
THEMN 12 B, ERZ224EME CER L, P, RPRUER~DENY
BEIE SN, BEREEICHTAEREDOHRIL, HHF0350.7%, FRPH12.7%, &
H2327.6% Tdh-o7=,

(2) BB
wELd (1280 1ZMCESeN Y A LU RILERRS (1 5FEY7-1200 mgx 4 4y
B. 4ERRET2E) L, B2EE5#%4, 6. 14, 28BIZ& 3EEZ B\ 7=k,
g, FARCIBIFOREENBEGHEMEC X Y BIE SN TV 2, MGRTREI L
SNTENTHORFRRIZBW T BB TRELE . DWTENR. 1Bi5, FFROIETH -
DMERRROITIRAD LT, ,
WEA (128 (ZNCEBEA ) v LU RILERRE (1 55N Y200 mgx 44>

—6—



B, 4EEMRET2E) L, F2EHRE%4. 6. 14, 28AIK 3T AW THERS
B U, £z, ThE ORI 21285 8RR, BR 224 MR TR Uz, B
ENTARY L FADIR, At i En o RS0 R, RP T,
B oA AR ED380.6%, BV A L ATREY FA38.0%., REIEDRRNE
WVE 1 733.8%., 2 %6.7%. FDM04% Thotz, BEF TN Y <A 2 REbEN
44.6%, ENTwA 2 RANERF T RI1.5%, REEOEEIE 1 53322%, REIED
TREIHE 2 5317.8%, T DM12.6% Tloo 7z, I TIXE NV ) ~ A 3 U FREEED21.9%,
BN v A L ANEF Y RNT65% Ch o7, I TIIEN U <A U REMED
90.0%LA L% HHTU Nz,

(1) HHrowE
O Hhregolka - eAr <A v [FRCOWTEEN U w4 VU RUEDR
S CHBENY v A I ARAREL )
@ SFEOEE |

RAFT v EABEROHPLCMS (&ikZ a~< N5 7 0 —EEDH) EP. LK
U B TRV BTN 3,

FTEOEAITIE. ATREEESRIC X ARG X 0 SR T A2 B EASE D D |
BN Y ANRR Y RREAY <A B A~ E IR LSRR Z 5 Z
Lk, 37CT 24 BFHE T DIEEATV. BN U <A LU ANARF L FEEAY
A AR LR, St L,

(2) iy A5
O Ficer U= LT1IHEYEREY 50mg % 4 5B TI 24 BRRE T2
ENRE L, sikE5#% 7 AOBA, B, R BERUILECRT 50
U~A L BE (HPLO/MS IR DEIE) 2UTIORT,

YAl LT, 50 mynms 4 5BEETCCHENERS LI-ROERESTFO A U <1 R E

{ppm} '
R A - 5 =
Bisr% 0 A Rels Pl =i HE
7 <0.025(3),0.070 <0.025 0.608+0.188 0.058=+=0.010 0.148+0.114

HiEi, HHEGL. TOE-EERE TR L, EIVNIREEE =T,
EEFRS - 0.025 ppm

@ HZEAY AV ELTLIHESLY S0mg & 4554 TIC 24 BRI C 2=
HLENKRE Li-, &5 7 BiCBITA25A., 8l e, BEEOVNEDOE L
VoA BE (A ZT e AEC L DEE) 2RISR,




AN w4 L L LT, 50 mgnEy 4 5EETICHENIRS LICSORRRBRTO L ) < A LARE

{(ppm)
ﬁ%ﬁ H =1 24 NIl
s A e | fil=1i13] A 27 B
7 <0.05 <002 078041 @'0%2'87(2)’ <0.02,0.03(3)

B, HAEE, FRELFRERECTRL, EIIREEE T,
TEETRA : fHA, FHER O%E08 0.05 ppm, AR OVINES 0.02 ppm

(3) ki 57
D WHAT 1 BFESE0 ALY w4 20 50mg & 4 55BE2 T 24 BRI 2 EEH
BNEE U, BiRE8% 36 BfIORF DL v 1 S ABE (ST vl A
EOYHPLCMS &) ZLAFITRT,
EAU=A il LT, 50 mgnBEEy ANBEECCHLENRS LD FO ALY <A 3

VEE : (ppm)
PR SAFT EA U HPLC/MS 35
(R v
36 0224023 0213031

BligrY, PHEEERETRT,
ERER - 002 ppm

@ WIHFIT1HFEYED EAY <A 20 50mg & 4 45FEE T 24 REREIR T 2 [
BRRE U, BEE544 12 50 o6 RO POV <A L BE (RA AT
EAE ELTIORT,

A=A LT, S0 mgnBmy 4 5EETCICILBERES LR

RO ) <A SRR (ppm)

Fav =]
(B 51405
36 0.13£0.03

B, PEFERETT Y
FEEIRSA : 0.04 ppm

FL

FEhE SN TIRERBREGRDREROFEROVTIL, b1 258

4. FE—AERE (ADI) FHE
BERTEEAE (TRl SEEER4 85) B2 455 1EE 1 SOREIEIE,
YR 2 02 A 1 2 BT EASBRAFEEZE 01212006 52 LY. BREEEESER
EHTERERDILEN) w4 L ATRD REERZETHRIC OV, UTO LB YT
STV, '

B = A 2 DR ERHMmIC OV T, ADIE L TROEZERT S Z &5
BEEEZDND,

L= A0 0.008me/ke R/ H




5. EAENCI AR
HKE, EU, M, ¥ F+F, ma—P—F 0 FEFELLE 25, KE, EUSTIWE
HIOZLFIERPAGE T D,
7286, FAO/WHO & RIESEIENZESE (ECFA) ICBWTEHizv TR Y, ADL
& LT 0.008 mghkg RE/BASFRE STV S,

6. FREEEIEE
(1) BBOBESIRE : €U~ oW TUIE L) <A o BRUEDORSE
BCHLEAY A ANEREYR)

(2) FREIEVEE
FREEREIINRE 2 D EBY THB,
FENTOWTIL, B, NMPEOFRELE 1 &% A B —ROES
A D—HHRRI 6 1TV TEEENRE STV & 2 5TH A,

(3) ADIH

BEMIZBWTEEED LR TR RE U LEE LIZES. EREERER
BICESERE SRS, lHétDﬁﬁfé$ﬁ®E(@Aﬁkﬁﬁg(TMDID
DAD LIZHHT BT, UFOLBY THD,

TMD I/ADI (%)
EEF , 10. 6
PR (1~65%) 47.6
AR . 12.9
SlsE (6 5mbll) * 10. 4

*  EEREIC OV TCUIEKEROERET—F HR vod, ERTROEREREE L L,

k. FHOZREFHRICOWTI, B30 LEBY THD,

(4) FANOWTHE, BEEEEOMIC ROV VEREOFRFIZ 2V ARIicBE LT,
B, BIMSORRENE @534 FEAEEREINN D F1ALOW A &
AR DR DIE 112783 (B, S E UM EFRE ST D hiEM Y
HEERL TR, ] BMEAIhS,



(B#E1)
SRR BIT A YA U ~ A 3 DEEEEES

O FEN Y=L LT IGEHCY 50mg & 4 0TI 24 B T 2E
ILERBS L, RRREE 2, 7. 14, 21 U288 AOFER, felh, ATiE. Bk
CHLEICBITA L) v A LB (HPLOMS HEIC LV EIE) #LITIORT,

EAY A2l LT, 50 mg/sE 4 HRE CICIENES LSO RERT O Y <1 VAR

(ppm)
ﬁﬁ H 1= EX] =
542 F ) il RERA i 2l A
2 <0'023 %25)60'040’ <0.025 169020206 04550071 1.035=0.356
7 <0.025(3),0.070 <0.025 0.60810.188 0.058+0.010 0.148+0.114
14 <0025 <0.025 0.205=0.115 <0.025 <0.025(3),0.040
<0.025(1),0.030,

21 <0.025 <0.025 0.070,0.150 <0.025 <0025
28 <0.025 <0.025 <0.025(3),0.140 <0.025 <0.025

HfEvE, HFEUL. PHEERERETR L, EIPNIREEE T,
ERBRF ¢ 0.025 ppm

@ Fleenr V<A LTISREYEY 50mg & 4 5B T 24 MR c2E
HEREE Uiz, BE5%1, 2. 7RO BT 55A., BB, A B
BOVNBDEN Y <A U BE (KN FT v A HBC LD E ZUTORT,

YA 8 LT, 50 mynhEE 4 0RE T ILERRE LICROR T O A Y <A U RE

(ppm)
B H =
" - il 7N
(54 B #HP JiI=i0i1 Jiky)-3 2117 1
0052)005, | <0022),003, N N .
1 o "2 215+034 1.1520.50 030£0.13
2 <0.05 0026008 |  1.78£0.17 046=0.11 0.182005
7 <005 <0.02 0782041 <°'0532'87(2)= <0.02,003(3)
14 <005 <002 028+007 <005 <002

il HFTESUT. POECEERE TR, SRR T
TERA - A5, SR O%EHiE 0.05 ppm.  HERAR UVINIE 0.02 ppm

@ WAFIC 1L HELE D AU w120 S0me % 4 5FEETIZ 24 FFREIRE T 2 =5,

BErRE Ui, BRE54 12 5 06 BEOIFOEN Y <A S UBE (OSA 4T
YA ERHPLCMS 1) ZLITFICRT,

10—




BN ok LT, 50 mgEE 4 SR TIILENERS LIRS0 oLy w4 &

IR {ppm)
PR NA AT A I | HPLCMS 25
(B 51405)
12 136718 104499
24 077086 0.82:0.76
36 0224023 021031
48 0.10£0.06 0.11:20.07
60 0.05+0.02 0.070.02
7] <0.02(5),0.02(3)0.03,0.04(5)0.05,0.06 0.05-0.02
84 <0:02(2),0.02(4),0.03(7)0.04(3) <0.02(2),0.02(3),0.03(6),0.04(4),0.05
9% <0.02(6),0.02(7),0.03(2).0.04 <0.02(4),0.02(8),0.03(2),0.04(2)
BelEry, SHFHEE. EOECIERERETR L., EIPIERIEE =T,
RS ¢ 0.02 ppm

@ WAFT1IHELO AT <A 2 50mg & 4 HFEETIT 24 BRIRR< 2 [ER
BRERE Ui, BER&E5# 205 96 RO DY <A B (A FT v
AR BLUTICRT,

B =A ik LT, S0 mgsRa 4 BETICHERERS LiziRoi

HD I o T fEE (ppm)
R g
(B 5A58ER) i
12 8.02+1.89
24 0.6310.19
36 0.130.03
48 0.08+0.02
60 <0.04(3),0.04(4),0.05(7),0.06(2),0.07,0.08,0.09(2)
72 <0.04(13),0.04(2),0.05(3),0.06,0.07
84 <0.04(16),0.05(3),0.06
96  <0.04(18),0.04(2)
HiEvE, SWESUL, PO EEREETR L, EPNSRERETRT,
EEFRS : 0.04 ppm
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(5% 2)

= A

ey EVEEIRT | ERAE KIE EU il NZ*

ppm ppm ppm ppm pPpm pom

LD 0.1 0.1 0.3 0.1 0.3 0.05

£Dieh 0.1 0.1 0.1 0.05

DT 1 1 0.5 1 0.5 0.5

DB 0.4 0.4 0.4 0.1

ORI ™ 0.4

2 0.3 0.2 0.4 0.1 0.4 0.1

H  AFRCDWTIE, FRICAVLRRICEL T &R, PIMS0FREE (B34 EAEETRE 30 5)
BI1RLOE A BAWRORSBREOE 1R i, ERE S ERml S EtEmE %>
EHELT bRV BERENS,

*1: EAU=wAi Bl s ANEREREA U A o ARG FOfnE LT
*2  BAES LI, EficftEnaan S b, fil. 8. FEE OB OES E D,

—-12-




(5K 3)

vl A v HEERE B pg AVB)

. Br\g el ()
El A ST o
e EEL O EEES | em | S ans
PP TMDI TMDI
RACLlql 0o 20 09* 1.9% 20%
&gl 0.1
2=DIFE 1 0.1 0.1 0.1% 0.1
H RS 04 02 0.1 03 02
FORAES 04 02 0.02 0.1 02
#L 03 59.1 59.1 549 59.1
£ 452 602 574 452
ADI it (%) 106 476 129 104

*1 1 FENAOEEE- AR P R U ERAD e i

*2 : FHROEBIRET —# 320ied), ERTFHOEREREEICLL,
*3 : FEE IO CIEEAEE ORET — 7 A5 o), EREIONIRERSE L L,

—-13-




FrE1 64128 3 H

¥rk1 64128 9 H
TRkl 78 1 H18HB
YRkl 78 2 B 3 B
SERR1 78 2 A22H
k17 3 B 2 B
RL1 7% 3 A1 O0OH

Rl 7% 3 A28H
Y1 7E 7 A20H
WRk2 04 2 A1 2H
k2 04 2 H148

T2 04 2 H29H
TRk204 3 H278

204 5 A21H
FErk2 0F 5 R23H

ZETORE

BEZERENOEATEEESEZEERH CITREEERTEICR
YA (e e i N A T

T3 EIRMEeEE S (EREETERA)

5 22 EEMY RIEE L EPRES

BN EEEESITBIT S EMEFETESMh 3 0K

g - SRS~

B - AR e BB - B HIEE LTS
5 RMEeZESs )
ﬁ%ﬁ%ﬁ%&%&ﬁﬂbﬁéﬁ?@kﬁ%f B iR R
A IR T 5 51

K - AT ERES AL RS

REEREOER

BEFBRENSARESEELEERH UIIREEERTICR |
DR FERER TG - OV TR

8 206 [EIREEEES (EFREFEHED

35 89 HIEM A IE R HRES

% 23] e eRaEs @

BMEEERSTEEN LEEFERE H R MR AT
A AN T 5]

. AREEEES R

e AREEESESSNEESHSEE - BHERNTS

O®iE - RREEERSRMEESNESEE - SWAEELRS

[ZA]
'K H
H L A

O XB =it
Blg &
TEE  {RiE
B BE—
fexA AETF
&' IEfn

Bl FER
™ BT
ik B
=i 5
FE o
(O : H2FE)

R R o R A BT SR st
FEERZFRIER

EIERERaE TR TR
FORRFR R R ARl

FaltiE N SRR T L

EFFFER b F B

TUESIER S A T e S =R

TESTTEGE N RIS T ARSI v 7 — ETR

#h

KRR FRFEEER AT AR L AT ER
RAAEEGRHESEESARIEERT TR

AR RS AT R R R B F D B R
BRI R R R Rl

KBRS R R E R o TR R R
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