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(RIS
[w) ) R A%

1. =
(1) dB4 : BNV Y ~A 2 (pirlimycin)
(Y A AR (pirlimycin hydrochloride hydrate))

(2) R - BSOS 3LER OHR

ENT =AY raed VUORTAENE TH Y, — R EAORER T
$D Staphylococcus | (S. aureus) KU Streptococcus B (S, agalactiae, S
uberis, S. dysgalactiae) BDJ T NENENTH L THEITH S, JESCE UsEE
FIZRBWTWHHOFEROBEY B L LT, LEREARIL LTERAEN T
B

SIROBEEEREREICOVTIY, [ESCER S5 B (g DEEEEDR
ERVYAEICEE$ 2168t (PRt 1 6482 H 5 BE A5 EXERRERLEM
B ICESE, BREEEREC OV TERER RSN bDTH S,

2B BEEIZBO T, B U w4 VUSSR SO TR RS bhTH
59, BAEMICER SR TR,

(3) {64 -
Fda : AFN T-200-6,7,8 b Y FAF1-6-[ (25 AR —-4-TF N B2l 5o
2ANEFY I RI-1-F AL rd-aD-H5 5 b-F2 FET S F—
R —KF
34 :Methyl 7-chloro-6, 7, 8~trideoxy—6-[ (28, 40 —4-ethylpiperidine-2-
carboxamidol~1-thio-L-threo- @ -D-galacto—o ctopyranoside
monohydrochloride monohydrate

(4) &R U
H CHs

N l
. H-C=Cl
Q C-NH-C—H
HsC—CHy ™ Ny O HOJ—q  "HCI Hp0
OH
SCHj

OH
o F R CHCINOS-HCL-HO

2 F B 146543

FIRIZBIT AR - BaOERMESFR

2l A :210.5~212.5C

m M K  :70g/L (pH4.5). 3g/L @H 13)
| FE nonvolatile

=-923-




(5) BHAFEERVHE

VNV v A e TRkoy L HEANT, KE, bFF, EURELS2 7 1 E TR
TS (Rl 641 1 BB, BRFERVERICOVWCIE., *E. 75
FRO=a2—V—F FZBOTC, S4015ESE ALY wL 2 LT 50mg
DFIE%E 24 MR, 2 EOLENEARETH Y, RERRIIRE I 98,
AEL 36 BEEL A THTIZA 14 B, 5L 48, =a—U—F 0 RO 10
H. 560 K TH D, EUTIL IAD 1 SBELLD AV =4 2 e LT S0mg
DFEZ 24 BEER. 8 BOABMNEARE T, A4 3 A, 49, .51
Th D,

2. EEABRER
(1) S
O HFHEDIAED : A Y~A 2y ([T OWTEE N Y <A SV BEDR
I THBIENY A U RNFFL K)
@ SHTIEOEEE
A KT A RO HPLC/TSP/MS(HPLC /thermospray/mass spectrometry)¥E73, 2,
KU BOTHWLR TS,
FBOBEITIE, WBERECREI THE N Y w1 LA EFL REEIL
Vodf Bl 5 2 LB RE I N0, BTFOBEHRERIZ VT, oS
FcHeo TR, BNV A VUV ANREY FEEA ) <A L Ar B b a5 3
24 BRIE S D EER BN LT,
(BE) N VURVERY FIZENVY 2 A LU OEBERREMTHY . Bty
FREEIEN U =4 D100 50 1 CThok LIESILTINE,

(2) HEkcIsT pE
O FHA 20T 15FEYY 50mg 2 45ESTIZ 24 WFEIRINE C 2[R S L, &
REEHR, 2. 7, 14, 21 RU 28 BICBIAEHRBOCLY = ( L BES
HPLC/TSP/MS fEIC & D IE Lz, REERIRI 2. 7 RU4 BICBIT 3RS U TFICTR

To
RIS EN Y= A R E (ppb)
(B) i Bl A HERs L=
2 1690210 | 46070 | 2030 <LOQ | 1040350
7 610+190 | 60%10 <LOQ <LOQ | 150120
14 210120 <LOQ <LOQ <LOQ <LOQ

LOQ : FERFA25 ppb)

@ A 20 1 REHY S0mg & 4 HELTIZ 24 BRI T8 EIRE L, B
BE1%.21,28,35 RU2 BICRIT BEMBO A Y w4 2L E S HPLC/TSPMS

EC XV RE LT, UEEHIRG 21 RUM28 BICRITARER L TIoRT,
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TRFEHRR ENV U = A & R (ppb)
(B) iy Rl A HERS B
21 165£81 <LOQ <LOQ <LOQ <LOQ
28 165182 <LOQ <L0Q <L.OQ <LOQ

LOQ : FEERF(25ppb)

@ FBREBESEAASE R FT1DELAY 50mg 7 4554 TIZ 24 PRI
T2E. SEXIX8MEL, H25V 24 BT 2EDEERES 1ty b & LT 36
RRFEE T3y b (2X3, 36ME) REL, —EOHESEICRT 3o v
VYA VAREE S HPLC/TSPMS HRiC KW FIE Ui, BEFLTFICSR T,

PREEHAR EN U =AU BE (ppb)
() 2 AR e 5Bl E 8 [EliR 5 6 [E[H5.
1000£230

8 — P - 1880 (o=1)
10 370 (@=1) - - -

15 — - - 750 (o=1)
16 - = 50 (o=1) -

29 70290 m=7) | 7020 (n=4) 8080 (n=7) 9050 (n=6)

—  FEBRET '

@ EAICBWT, WEA 16 BIC 1 5FES7Y Somg ¥ 4 5E4TIc 24 FFHEREC
2EERETOHBAS, ElSh, HBEEE%, 1. 2. 7RO 14 Blcki) BHEFERE
DEN ) <A VARERS AT AR X VBIE L, REZLUTIOR,

ISR ENY <A ¥ AREE (ppb)
(B) ific] R P REA AN
1 2200 110 <50~70 | <20~130 300
2 1800 460 <50 <20~80 180
7 780 | <50~100 <50 <20 <20~30
14 280 <50 <50 <20 <20

(3) FBIT5EE
O WHAE 20T 1 BFEY Y S0mg & 255 24 FERIREIE 2 F s L7z, 12 6%
ISR LT, YA IV BER Y T oA I L VB L, R
L TIORT,

PERLEE (D) | eD <A UL REE(ppb)
12 472013050
24 380260
36 10050
48 50-£20

@ WIAH 0B LHFEYUEZY ELY <A 2 S0mg & 4495RETIT 24 IR
2EHS- L, 12 BESEIHEILL T, EA YA DUBER S 3T e A RO
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HPLC/TSP/MS #kz & D iz Uis,
o, BIORBRICRNTIHHA 0BT 1 HFESL ) UA Y <A 20 S0mg % 443
BET 24 NERRCSERE L, REfBXIcHEL LT, tAY o1 VRS

AT AT X VEE Ui,

SBIT, AFEROIEREZELLHFIC 1OES D EAY A 22 S0mg % 44)
BETIZ 24 MR T2E (88 XiXs8HE (85 #5L. 12 BEBEInHElL

T ENDRA B M FT oA BT LV RIE L,

INOOFEREUTICRT,

Y <A SR ppb)
HEs R R | AR
(H%ﬁ;ﬁi 2 ERE S [EHxE 2EE 8 L.
ﬂil:iéfjg;;{hdS) N AT N 43TyE{ N AT 9%,
+
12 (igjgg;Z;gg) 1860012200 | 66102340 | 63001710
+
24 (gg;ggg) 18901800 42090 6502340
+
36 (ﬁg;ig) 450330 20030 260780
+
I (1(1)8123) 16040 10020 12030
-+
60 (gg_";ig) 12050 8020 9030
+
7 (23138) 80330 6020 70-£30
3010
: +30 5010 +
8 (30£10) () 80L3 0 70220
20+10
5 02 - +
% (20£10) (%) 5020 4010 4020
) BIESRHEIRRCOpbILE, EREFS0pph)EN T Tl b0,

® EFICBOT, WA 20 BEIC 1 9% A Y S0mg % 4 5B4ATI 2 4RERET

2EHRE T DRBRAER SN, BRIREE, 12 B0 120 TS © 12 Bl x
LT, BN A VU BER S AT e AR L VBIE U, PRI 48

FER & CORREZ LU TITRT,

WEHAR (B | e Y = VR (ppb)
12 80001900
24 630::190
36 13030
48 8020
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(4) £¢0
RESMNENCRIT DRI, BN ORISR 2R ABEE 15T 5 b ik
DEBYTHD,

g , . o PREEHAR VN e R
R | BEHFEROHE (1) G 2) oob)
e 28 (24 FEERE) 78 EEIR(25ppb)Aeis
8[E (24 BERIEINE) 21 H EEIRIS5ppb)klis
o 208 (24 FHEIREIRE) 7H FEEFRI(2Sppb)sit
8E! (24 HEiREIRE) 21 B EEIRA(25ppb)it
FEI 2\ (24 BRI 7H 610190
8E (24 BFEIRIE) 21 A 16581
R 2181 (24 FEEIRRR) 7 H 6010
i 8 (24 BERARNE) 21 A & B IR U25ppo) R
_ 150+120 (3LE)
ﬁﬁﬁyfﬁﬁa\ 28 (24 BRI 7H 20~30 (ME)
) 8IE (24 BEERINE) 21 B | BEBRRQSppbRE (L5
3 2[E (24 FEREIER) 36 BH] 220230
3 8IE (24 EERIEIE) 96 B5H 5020

X BRRICHEhESTho T, B, J5h FEROBIZIR -2

E1) KE 27¥, Fl==a—P—5 0 RO 24 BRI 2E, EUCI: 24 5
FRET8ME, A& b 18ELEI A=l LT 50mg,

HE2) KETIIHF : 9 BRUSEL 36 B, 774 Cid4 : 14 HRUST, : 48 B9,
Sa—P—T Y FTS  10 BRUYE : 60 B, EUTII4 : 23 B, 4, .
5H

3. VS —RERE (ADI) 7Hf
BMBEERE (FR1 5FEHEFE489) E24488 108 1 SORFICE S
¥l 641 2 4 3 BT EEBBERARE DB B LY, ARRLEELEE
RHTERERDICNY v VAURD BEEESETHHC VT, UTFD LBy
T3, '

BN DA AT TIHBERERER AMERBRSERE S TRV S, b MR
BITD ) av A VR EOE AR R ORGSR DR b BESIEZE A
BEREDVWEEZ BN, ADI ZRET B ENTRETHS,

EEFAFEC OV TR BBV AR CHRIEREOEERRD bNA LS 2 biLs
HRIE, Jy MERVE 3 5 AREAMEMSRRICI T NOAEL 10mg/kg £E/R T
BHole, TOMBHD ADI EBRET BITHIcoTE, T2 10, BHSE 10 120 ClEt
BUHRBRER 2 LIToNTE BT 10 DRA1EE 1000 2EE L. 001 mg/kg {FE/H &
THZENEETHDEEL BB,

EREDEY ., BHEFNT—F 5 5i3 ADLIZ 0.01mgke (KE/H L RESH S,

—7, WEEFREEIOWTL, & MRS U7 4 TICki AR NIERIC B B e,
EHRATHI LN, BRRATRELEY THD L EShE, ARRICBNTIL B
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DHZE & AR CHEMFINEBEEIB LN TR LT, BfE/ NOEL 23645 - L1k
TERY, LLARL, RIEAED 50mg/'t MIBWTL, RLEEESHRED LN
% EEZ BN SHRERRIZEY YT, 125mg T 3/5,250mg T 5/5, 500mg C 3/5 ¢ Clostridium
difficile PMRH ST DT LT BREE T HERD B 1/5 DRHERIC E EEoTRY,
BRIBHINED o, WAL T A —FEIC LR b ot 2 & ks
b, ZORGEITBITIHEITBENLbOEELZ NS, MBIV
RafRE UCEAZE 10 OHSEA S A0, & ORBOSEIIEbh - AR R
HETHY RERTHD Z & BIRER NOEL IZE 0N TU VRN T & B Raraic ZB L GE
IMOFEERE 10 BT 2 OREN LW Sz, KEMEL LT 60kg, 20Tl
LTREAZ 10, 18010 DEFT 100 2V ViZBA, ADI i 0.0083mgke (KE/B L RES
B,

HIEFRT— 2 D HED D ADI & BEENT — & I HED LB ADL 2 HBr 3 &
BEWFERT —Z PDEINIER L VNS 2D, T, BEAITRT 5 ERAET
TADHEIEENTR BERDH S 1MTCRTIEREBEL, A v, LD EwEs
RETDITELTD ADI & LT, 0.008mg kg FE /B LERETS I L 58S TH5
EEZ BN,

A=A 0.008mgke (KE/B

4. #EHECET HERRAR

YA AT KE, EUS GO ERAERIN NG, -, &
BEECONWTHE, KE, ¥, EU, =a—P—5 2 FEIBWCUTO LBy
ESNTNB, |

238, WAL L 642 BICBHE SN 6 2[E FAO/WHO AFRARRIMEMsas:
(ECFANCBWT, v =4 L OFHERToN, BEAEOEREHMEE ST
BY., 3—=F v 7 ARBLEEDAERGIE(CCRVDR)ICHT, BEEREONE
IZOWT, BERET (A7 v 7°5) MThhTna,

ESHERFICRIT S REAER BRI

: B {7 (ppm)
sobay | KB | 23| BU | R o) (%)(g ey
R (R 0.3 0.3 0.1] 0.05 _ 0.1 0.2
FERG (4F) 01| 0.05 0.1 0. 08
i (40 0.5 0.5 1 0.5 1 0.6
g (4 0.4 0.1 0.4 0.3

BHET (4 ' 0. 08
2 () 0.4 0.4 (1) 0.1 0.1 0.1 0.3 x2)

(E1) BUFEIERESLTL Va0,
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(E2) LS okEEmgE R, 0. 4ppm,

5. BREEEE
(1) BEOFERER . tr <l

(2) BRBEEE &)
BREEHEE (&) BUTOLBY ChA,

O 4OFFA, IBIA. FERUOBEICOWTIL, JECFA OIRELEE X . BT
BEL, ThEFhERELTWA,

@ FOEFFFICOVTE, AEIE—RRICER L ShenZ L b/NBOERE =
EEE U BREE RARY BEERIERE 1RF Hﬁz‘»%:mxl: EEZ BN
BT M6 04ppm & LT3,

@ FLZDVWTEL, JECFA 1TV T Olppm BBESITVAR, ZoEERF—X
FOAMGEEERREBERICHE LRVAFOEN Y <A L UREDR 0.13ppm 5
Th-oter & &E %, HPLC/TSPMS IEOEERIRFEGGOpgkg)D 2fEDEE L
bOTHY | EORFNTOVTiE, CCRVDF IRV THRRF THBEZ L, Fix,
B OWREN 03ppm THHZ L BHE 2, BEERPHELT 03ppm & LT

VB,
Bhr CiEEhi) Z& (ppm)
e (4 0.1
Fels (4R 0.1
g P 1
EE ) 0. 4
BREGS ) ¥ 0.4
2 0.3
KERICHEN DT TH-> T, A, I8, RO
ook
(3) ADIk

BEBICBOWTESEE (B OLBRECAEREE L RELRES. EEES
PERRICESEREAND, 1 AEEVERTAAFOE ERREAERE (TM
D 1)) MAD 1IZx3 AL, BUTDEEy Tha,

TMDI/ADI (%)
ERF 10.6
WNE (1~65%) 47.6
YR 12,9
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RO ERTFHOEREDHER

s | SREROERR | ELYTSDUEE

&5 5%{(@}\)(%) (@ AE) EIE (1 )

(B) (A) x (B)

EEEE_ Ei; gi 1971 1.97
K& (4k) 1 0.12 0.12
SR, 0.4 0.40 0.16
BRES ) 0.4 0.42 0.17
Z. 0.3 142.70 4281
& 4524
AD I (%) 10.6

(4) AZEIOWTIE, 1 648 AILAR LI-RRTITEE T 2, SyymER
SRR OERHIMOTREEE B2RE) IKEEN WAL, BEEEZIETS
e, BEEE &) 1LHKT 2,
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&%)

¥R 164128 3 B

ER174 2 A 3 B
k174 2 H22H

YEt1 74 3 B 2 H

FRE174 3 B10H

CHETCORE

TR

HEDOREIZ- DV THER

EREITRT AR

iR ST

OILH - AR AREENHARIE . B REELES

[Z&]
A

O #E
Hk
REF

/IR
P
TH
E2H
i
K&
s
i)

O: ¥

il
=
A
R

HEF
PRIZ
IEFN
£
IER
e
B
1553
155

FOTHRERE R SR R BT el s

B ERR SR e YRR v 5 — R
BN R R A TR et R BT ge e & —

- EEER

AAAFERFRBAESSL b LLESEER
FATTE N R PR LR

AN RHOKEE IR SR B 1 - & — SRR
FAR TRFRFIEES R

R TR AR R R L e g
EFRRFI AT L B s

ESLEH R A AT ST AR

AR R R S R R R B B By i
WSATBIENESLRER - S AR
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- BEEGBREPOESE - REEAESRSLARHCIIBEE
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AT AT
BRA P8 Y {E % (ppm)

P (4) 0.1
FeRs (&) 0.1
JiFhi (4) 1

g (4F) 0.4
B RS (4) % 0.4
2R 0.3
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