6. BizEEER :
BEFECET 2 BED in vitro KU in vivo BROFERERFICE L D72,

%=1 invitrosE
SRR P w58 o
Ames #5 Salmonella typhimurium TA1535, | 250~2,000 pg/plate(®S9) b
TA1537. (BE22)
TA1538,, TA98,, TAIO0
S. typhimurium TA97, TA98. |625~5,000 png/plate=S9) =33
TA100, TA102,. TA1535 (B2 3)
S, typhimurium TA1537, 156~5,000 ng/plate@S9) | et
Escherichia coli WP2 urrA (B2 4)
FiEzesE B2 | CHL(V7Y/ Hprd (8182 5) 0.25. 0.50. 1.00 mg/mL> | &k
B (-89 ; 2h)
0.40, 0.80, 1.60 mg/ml~* Rert:
(+S9 ; 2hr)
CHO(K1-BH4/Hpri) (288 2 6) 50, 100, 250, 500, 750, | [&tk
1,000, 1,250, 1,500 pg/mL”
(-S89 : 5+19hr)
50, 100, 250. 500. 1,000, | &t
1,500, 2,000, 2,500 pg/mL*
(+89 ; 5+19hr)
CHO(AS52/ Xprd (B2 2 6) 50, 100, 250, 500. 750, | &M
1,000, 1,250, 1,500 pg/mL#
(-89 ; 5+19hr)
50. 100. 250. 500. 1,000. | &t

1,500, 2,000, 2,500 pg/mL
(+S9 ; 5+19hr)

1) 5,000pg/plate TEOAFRENRD i,
2) HERREMRAERIT ISV T 2.0g/ml T 24h LAPIT 90% OFIRFEARER E N TV 3,
3) L5mgml T 50%DMEDHEEI R T3, :
4 1,250pg/mL LI TIHE LG IREESZED b,
5) 2,000pgimL LA ETHE Ly ERAEMATED his,
6) 1,000pg/mL B THEE Ly A iEAssi b,
7} 1,500pg/mL B ETHEE Ly vilaEiEsin ohi,

EFRED LS5z, inwitro OFERIZBOTIE Ames 5

RERBBOVT IO ABEHOBEhh b 535w Lis,
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g2  invivoRE
ABRR AECHR E5E FEo
/AR < 7 2B 175, 2560, 375 mg/kg K&, | kit
E[alfgEA (BHE27)
Z v MR 50, 100, 200 mg/kg FE/B . | BiE
fEfEr 2 BFE (B2 8)

1D BHdRBE LT R AF L AT I RER,
2) MR E LT a7 R 77 2 F&ERM,

FEo@EYy | iFowmHEE RV invive /NGRS CHORERETH -,

Y FD X 52, inwtro, Iinvive DEFBOFRBRTCO-ThEEETHEZ G, ELY
v A VATEEEEEF IRV O LE I BND,

7. WEWMENEECET SHEER
(1) & FOBRMERFICH T 2R/NMREEILEE M0 © (38B29)
bt OBRNMEEOERT 5MERED 5 5, Bacteroides spp. (T & 15 ).
Bifidobacterium spp. (5 18 13 ¥0. Clostridium spp. (7T 8 ¥R, Coprococcus comes(1
). Enterococcusspp. Q& 1049, Escherichia coli (13 %), Eubacterium spp. (6 T&
10 ¥k). Fusobacterium prausnitzii (6 ¥%). Lactobacillus spp. (6 T 11 #k).
Peptostreptococcus! Peptococcus spp. (5 T& 16 #9), Veillonella parvula (1L #FRIZOUWNT
BIEShIZENY <A 2% 5 MIC IIRDE Y Thoto,

&3 MICOEN
RERAERAE (105 e TRIREE (107
CFU/spot) CFU/spot)

MICso #oH MICso #H
Bacterordes spp. 15 0.25 0.03-4 0.25 0.12-4
Bifidobacterium spp. 13 0.03 =0.016-0.25 | 0.12 =0.016-0.25
Clostridium spp. 8 1 0.12-8 2 0.25-8
FEnterococcus spp. 10 8 0.5->128 16 2->128
Fscherichia colt 13 >128 >128 >128 >128
Fubacterium spp. 10 0.25 =0.016-0.5 0.5 =0.016-4
Fusobacterium prausnitzii | 6 0.06 0.03-0.25 0.5 =0.016-4
Lactobacillus spp. 11 0.50 0.06-2 2 0.12-64
Peptococcus /| 16 0.06 =0.016-1 0.12 =0.016-2
Peptostreptococcus spp.
Coprococcus comes 1 1 2
Verllonela parvila 1 0.06 0.06
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FHEE X N Tt Bifidobacterium spp. 3 bESHERBVIEETH Y, £ 107
CFU/spot 1Z3317F % MICso {EIL 0.12 pg/mL ToH o7z,

(2) £ rOBRMERICHT IRNREEEILRE M0 @ SIE830)

EAY =L S BEOELN ) A LV DEBERRBH TH O LY w4 LV AR
X3 FIZoWT, & CORBRHIE T 2 Bifidobacterium spp. (478 1580 . Fubacterium
spp. (6 & 13 #0) I X U* Bacterordes fagilis (2 #0) 122> THIE Eh iz MIC 1 kD

D ThHol,

x4 MCOEH
[ ¥ S R (R [ ) e S G i el o
. % | MICs | MICoo |  %iFA MICs0 | MICgy #iH

Bifidobacterium 151 =0.06 | 0.13 | =0.06-025| 4.0 8.0 1.0-16.0
Spp.

Fubacteriumspp. | 13 | =0.06 2.0 =0.06-2.0 2.0 >128.0 | 1.0->128.0
Bacteroides 2| 013 0.25 0.13-0.25 4.0 32.0 | 4.0~382.0
fragilis i

EAY A AR FT Y K 105 CFU/spot (281 5 MICso Bl Bifidobacterium
spp. THL 4.0 pg/mL., Eubacterium spp. Tid 2.0 pg/ml, THY |, ¥l <A L 4nth
THhEEE - 7,

(3) FOIEXAXETAHSERIHT AR/ ETFHEILEE N0 (BE31)
2004 FIKERB LW FZ O 11 3 FiOXRERRICEBWTHEROEN L HBES I
Hr YW THIEX LY <A 252 MIC R OBY Thots,

=5 MICOEH _
63 B BARERIEEE (ug/ml)
MICso MICx el

77 LIBHEHE
Staphylococcus aureus i32 0.25 0.50 =0.06~>64.0
Staphylococcus spp. 119 0.12 0.25 =0.06

~>64.0
Streptococcus agalactiae az 0.12 >64.0 =0.06~>64.0
Streptococcus dysgalactiae 195 <0.06 40 <0.06~>64.0
Streptococcus uberis 104 0.12 8.0 =0.06~>64.0
Streptococcus spp.(other) 24 =0.06 4.0 =0.06~>64.0
Enterococcus spp. 42 8.0 64.0 0.12~>64.0
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77 AR

Fischerichia coli 147 >64.0 >64.0 >64.0
Klebsiella spp. 74 >64.0 >64.0 >64.0
Serratia spp. 23 >64.0 >64.0 >64.0
Enterobacter spp. 20 >64.0 >64.0 >64.0

va74vymf?A@ﬁ%mﬁLT@E&AEH%@&%%é&moto

(4) BEDPICAONSEES JUHERICHT 2R/MNEHEIBILEE MIC) (BES2)

AU, BRI v, OFEELRARFM THA N = A L 2R
¥ NZoWT, BEPICADNIER GF 5 W BLUWME Gt 98 oW TilE
7z 104 CFU/spot (233175 MIC {3HRDiE YD Th -7,

#6 NICOEN

B/NEEMIERE (ug/ml)
|1 R G g AV AR R
=i
Aspergillus carbonarius >1,000 >1,000
Chaetomium cochliodes >1,000 >1,000
Fusarium roseum >1,000 >1,000
Penicillium notatum >1,000 >1,000
Trichoderma virde >1,000 >1,000
LS |
Streptomyces albus >100 >1000
| Arthrobacter globiformis 1 64
Azotobacter vinelandii 4 >1,024
Bacjllus cereus 1 256
LBacillus subtilis 0.25 32
Celluomonas sp. 4 >1,024
Cytophaga johnsonae 1 512
Flavobacterium heparinium 0.13 32
Pseudomonas fluorescens >1,024 >1,024

AUy, Bl L RNREY RES, BEICHOWTHERER RS
Mol I, EICHT AR v, P ANVEFS RO MIC . AT w1 s
ATEo T,
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(6) E FOEBRMEOERIEE b itro5ER (B3 3)

v kB P & (Bacteroides spp.. Bifidobacterium spp.. Clostridium spp. .
Fubacterium spp., Fprausnitzii, Lactobacillus spp.. Peptococcus | Peptostreptococcts
spp. &t 31 EFE 39 EEREEEETE(108° CFUMLIZ /LY <A 220,38, 6 pg/ml)?
ZHIL, 12 REREESOMEOEFRICRITTRESRE I TS, D5 b,
107CFU 235 biviedn-7z, b L < Hoa B CATFRMMET Uiz 3 BHRIZ DV TIEES
ROBND BRI &N, AFEOETESV RN 10 R Th o725, 36 EikD
55 3 EHRIZHOWTIT 12 B OEEEORNC E A U < A 3 ORREERTEN 10 5282
HEFEROENTRRD LN R OEENRRE NS =DIL F prausnitzi O 2B TH-
A5, FEEOMOEK CIIEEIIRD bhiedoTz,

(6) BEREXBROTH>EEETIERW: h o BER (383 4)

VoI Rov MNERERICBITEWEHDOE- L LT, BEMEKIFRSmL
NTWBR, VoradI Rt a 7 Y s Al k- CREE SN HARERIES
OFH T v 2713 Clostrichium difficile DFEATAEENEETAH L ENL T3,

Fol(T—NT P U T UNARE —Ve AW BEERIBROTET VR E LT,
C. difficile (5x109)DFE A% 5- 5 RERICEEONEME % L THRE Uiz & 0 CIDspl!
BRHHNTND, VrayI RO Y Fefvy, Doravf i ELTwALIY)
2 DFEBRRICBWTRbDEWRESHEE R L, AT A Y DETERSIZEITS
CIDso 1X 2.6mg/kg EETH- 7, ‘

(7) £ MRS VT4 PIohFAMEYENEE (35, 35, 36)

5 ADREBMRT T 4 T oW, 4 BB, 125, 250, 500 mg)#® 1 EEGDA
YE—ANERBWNCRORE L, REFIARUERE 2 AROEFERO C difcle RO
C. difficile toxin ZF~TFERITRO L BY ThoTz, '

#£7 b IR UT 4 TIIBIT ABED SRR

50mg 125mg 250mg 500mg EERL

il % ili] % il % AT 3 %6H

C |Tox | C Tox | C Tox | C Tox |C |Tox |C [|Tox |C |Tox |€C |Tox | C Tox

05 |— |0B |01 |04 [0 |06 [— (06— (15|02 |05 [— |04]01 |05 |02

056101 j1/5 |0/2 {2/4 10/2 |36 103 [26 |12 66|14 |14 |11 (36|16 126 | 14

PL: 7Z%®R, PR: ¥A¥~=A C: C difficle, Tox : C difficile toxin

® Peptococcus | Peplostreptococcus spp.tZ-2VyTid 0, 5. 6.7 pg/mL
10 e DI R~ DRI, Clostridium difficile PSEEA T BTN BRIV ALENS,
" FIEMEDRAIEERIBAE S0%D LA HE DO LB R ‘
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TFERE N =A OEREITRITD C difficile DRI FRIREED
it &b E)ﬁ’bfﬁ?ﬁo 7175) ﬁtﬂﬁj%hﬁcottiﬁf%iﬁ & 7);120 Tu’_c;

8. kE MIBITFAHMRAIZDONT
(1) B rZEFRYaY9E FOEMEE S8B37, 38)

B A O MERIZET AERBEILRVS, FRHICETB Y ravf
BUOZFOFEERTHB I Y o F~v A2 131960 AU NT19T0ERNSIEL v MERIC
BWTHRHA L TWS,

FEER TR0 LN BWER OFEER b DIXHLERR~DOFET, 7 ) v O
HICBEE L7 TRIORBREEE L 2~20%, S 612 0.01%~10% T C difficile BEAESRE
Wt AABEEKBRBBE L TI2RERSH D, T, MOBETIHIV o Fvf T
YHEBHNIY ravd VoEREINZBEICBOT, TRER 2.6~31%, BN 0~
2.5%508 LI & INTWB, BRSBTS/, T/, 38, HhEE2EL, B
B DA H D & &b,

T O, BB YL E A AR S BEOR 10%TED bz k&R
Bo EBITENTIDH B0, AST, ALT ORI R, fvMRIRRE. BERrEkeIME &
WO TeMiEFERINT A= —~DEE, T FHT7 4 5% —, AT A4—T VAR -VzY
VREGREE DT LR SR, SRR S Tl BRI e IR AR MR TR
bzl ERHAHEHEINTWS, -, HREBHEEZHEEL. WG EEEES DA
SN ETOEREERT I ENHD LI TS,

BRI DWTTE, TR (proprietary reportshZ sl YT, 1965~T74 ’EEGDFEJO)#H*
ERAEOROBESITH LT 62 FlDTF LX—REARmd btk LT 53ERDH 5,
F. b MIBIT3Y vavl S ORERBEOEMER T, BIEEIEED b
t&?éﬁ%ﬁ%éoﬁﬁiﬁ®§<m\UVﬂvaymﬁﬁﬁﬁf%étLTwé

Fle, Vv FeAvr, Y ravA VRREER L., BALPICLRED b DA,
Vravd v oERALEEBICBWTEEREOHEIRED AT RNE ENRT
W3,

(2) FHTERIZOLT

BN A O MERRCBI BERAEIEED & ZAR0R, 2EiEE a5
RO H BEFT b b MEE EICBOTHEFERER T3,

AU <A IO T0S VAR —AD 508 37 o=y MIERMICESL. B
HEAREMEET S Z I VEHEMICER T2, ENEEnH2 ) vavf
RHERB() vaYIy, U UEwL VR LIIAERENEL S L ELLRD,
F7 ERSFREI VMO 50S T =y M EEMETARERE(I n T AT
=a—AFk, w74 FR AN NTT IR0 H B, HEOTHHRERE( 31—
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LDAFMAER 550, REMEEZLECSFRENDY 55,

m. B R ST
. SMEREEICOINT
( 1) BEREEERICONT
A ENEERIC OWTIHL, 7y PROM XBRAW= 30 BRU'3 + A Fﬁ@ﬁ%ﬁm%
EEhTwa, &HIEWC NOAEL i17 v MV 3 + A MEESHEERBR TRLN
10mglkg KE/H Th o7,

(2) SRESREBHHRIIONT

AFERAZERBRICOWVTIL, Ty FEAVE 2 HRERERE. TomE 2 EROY
WX EEV RS EE S TG,

Z v FRU= T RO THRFAEN 800 me/ke (KE/H . 1,600 mgke A8/ HOHA
BEE TORBRAERIN. WThbLESERIREIN N, ReAETHLEAREA
AR Lo, (BR1 9, 20) mb{EV NOAEL 117 v ba AV iz 2 {8
AR CE LN 100 me/ke AB/A THoTx,

7R OERBRICBWO T, 5 melke &/ B ORRAE CIREGEER, RO
BERERUBEBBENRHRED FANS L, BEICBWTIIEREDORE. HkiaHh
HE BHVE, BEE - AEORIEORL OFENESE IS, WThoREREID
BWTHEFEIEED LN -k, (8882 1)

7R3 H HBOTEDE LT OESICHT 2RZENEL . ZoEoFmE
DOFEMFMICAC2EHPE L L TARRE THEI I EBHON TS, BT vrav ol v
CROFEWENL YR Clostridium spp Al L ABRERZTLENE, ThbDT
&b AFEOFFM ADI OREILHY v NETEERBROMREERTAZ &
IBETI RN EE L BB,

(3) IS BBAEIZONT

BRI FE S AAERRBRIZ DUV TIER STy iz,

L LR h, B Y=A 3 in vitro O Ames RER, BiEZSRERHER(Hprt,
Xprd. in vivo D/MNEHERBR(=T A, T v MEROWTIUWIBWTHEETHY
BEEEIRVEELONS, £/, 00 AORBRCR O TIHIEEORASE ORI
ESNTWRWY (BEB15,. 17), bz, Vravws o rRobdtEmglzonTix
HEOR O e MEERICBT AERERH S8, BWER & L TEREORERM LN T
vy,

TRHEDT AL, EHAMEREY RNTHTH ADI OREILFIRETHH A, =
HOMBERZNI Ehh, BHEOFHBICH Iz - TUEINEZZBETHLERH B LTS
iz,
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(4) BHEFMAD 1IZDVT

Y A AT DWT B MY B DS AMESRER DS G S TVVRVAS, B RERERIC
BT A ) ravd v roRINEDEOERBEELVECEERROBERI bEEFEEREN
AMERRERNEEZZ LRI, ADI 28RETH I ENTRETHB,

BEFHFEEBC OV TR LEVAETHRYERSOEENRRED b= LE A LN
AR, 7 v NERWE 3 » ARESEREERRICEV T NOAELLO me/ke (F8E/H
Thofr, ZOHEND ADI ZFRETDHICH- T, = 10, EEZE 1012m2 e
MEFMRER L R Z LI oW T E BIZ 10 DS fRE 1,000 #EE L., 0.01 mg/kg {5/
HETAZILENBEHUTHDLEELZLND,

2. HEMRRERIZONT
(1) #HEMFH ADLIZDNT

AR E B OFMIZ OV T JECFA I X M EERIRINTEY . M5
kb ADI B L TE W {EWEBECE MNENAEICBES> 52 D RettRH 5
B FERN ADL R 5 2 & & L. T 0 ADI DR TEI iz - THIEEAHER,
BAEEON EL. © MOFEERICEET 2BERILEOT LA REHICEBR T &
ENTWD (BE39), £z, VICH OF A N7 A ZBOTHEHEEORBE O >
HELETNEELLGNDbOEERTAZEEEINTVS (B84 0), & FOBRM
EFE~DOEEE TR TE ZEMOFEBRIESFL SN TWRWIRREER T L.
INEDXICEEOMENGERBENEEZ OND BOERHWTRADFER ADI *
BRETHFER, HFAICBWTRLEYRFETHLEEILNS,

B A AT DN OFRAEMIEERIRERIC OV TR, i vitro DEIR & LT MICso,
R EAERIC BT A AIE AN S Y . in vive DHIRE LTY v ad I Ry
Hov MEKR EOHERBRIZT 2EERE. © M7 T 4 TR 5 R O#KE
(FIEIC X DlEREIERE Clostridium difficile R UM ODEZRORHERBYRH D,

MICsoidt ABPIHRIERS 2 18R T S AMETE 11 7 104 ERRIZ DV TSRO 5TV D D3,
% O TIL Bifidobacterium spp. D& bLRESEHENESVHIEETH Y, £ MICsofEIZ
0.12 pg/mL Thot- (B2 9), —F, ERFERARICBW TR b EEZ T A
¥EiX Fusobacterium prausnitzii D 2 B Th 7003, REBROMOBEE CIIEEIIR
b BT, Fi, T MICso 3% bk - 7 Bifidobacteriuni spp. 122V VT,
REREEHCHARBENIE LN o 1 BRZERE, 6ug/mL OREETOL <
A T DEME 12 Bl E COEFROETICHIEE A FEEL R ST (SR
33

BV =AYt MOE L TROLBRTWRWAS, V ra<ws v ROFEREIC
DWW Tide MER EICBWTHERRVVERERS H 5, BRICEITOESZEN., E
FITFHERE - L DIEFDEOHETT LY bERLEELREWER CH A LSRR~ DOZELHE
Z bbb, EEE(Q2~20%) CHEOTH., X 5IZ0.01%~10% TEERFERRSIN
% Clostridium difficile FEARRIC L ABENEFBRIEO N LT3R ERH S

BRB37), 7YV &l onTiE, BIRT7T—%#©-12 » A/, &5 99 &hH
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5t MEFHIEED < FUITOWTO NOEL 1 150 meg/H/E hTHY . 300 mg/B/E k
PLEDOBEEIZBO T TRRAEERIBA SR b/ bfEEIR s (BB36),
 Clostridium difficile ~OFBIZOWTUIY Vo Fw A LV REA T = A 22200
Tk MR 74 7R 2 AEFEHEBROBSEOMENELNTHEN, Erl~
AN VoA Vo EHBE LTI DENEERED LN TS, 7 vl
VERBROAERLAERT T 0 TEBR LI Clstridium difficile 1TENTREER
BDHT, SRECH L THEREEEEERD O, AU v ek
OfEE(50, 125, 250 mg/t P LR T 7 4 TEBEDO Clostridium difficile ¥R
VB2 D& L HREENCIEIEIEEED bR o 7o b DO, RHBEEO B TIHER
ERFEH LN, AERBAOREEEL N TWS Clstridium difficile toxin 5
125mg #5 6 A#(250 mg BEEEDLE 1 fiF>TRILSh T E (BE36),
LREDEY ., in vifro OFRERITEBIT S MICso b 11 B 104 ERkE AW THEEEN T
WAR, IbEEENREVHERE Th o Bifidobacterium @ MICso fEiE 0.12 pg/ml
Thol, BRHEDOI Vo F<A 020 TiL Bifidobacterium =2 T 0.03
pg/ml @ MICs B3E T3 (BE 3 8), i wvo OHARIZOWTHL, Bl <
A AT ODNTDEERT —FIF20B, 2V <A 2T 300me/ B/ FELEORE
BT TRFeRBBEERBAIBD BN TVWS, —FH., b MR 257 4 Tk 5N
BT, 7Y vFe A XD b LT U THBRNMEEN BloFEEELL
N5 Clostridium difficile DB EEE TRO LTV,
INEDIEEFREMIIEBETR L, BN A Db MR A e
DFMIZHT=oTiEe FRZ 7 4 TICBT 380 ERCET 2 RA2EHTHZ &
A5, BERERTCIIRLENTH D LHET SN,
bt MRT 7 4 TR ABEOBEICET 2 MRICEW T, By ORE L HRIEET
THAFNEEERS LN TE LT, Bl NOAEL #IET 5 Z LixT& i, L
LA, RIEAED 50 mg/t MIBWTIL, b EENHIEDOND EZL DD
FEZ AT T, 125 mg T 3/5, 250 mg T 5/5.500 mg T 3/5 C Clostridium difficile
BRHENEOIIX LT, MEETHRD LN 1/5 @ﬁﬂj e FE-THEY., FHFRIX
B Ehadodz, MERERFE T A —F—FCLEEIRD ONEholoZ ik,
LOBREEIIBITAFEITBEN LD }:%x r‘o;}'uza bt FEBRITOWTHL, BE
FE LTRIAZE 10 OANEHEINDAS, ZORBROMNRIIR O ANBOREEBE
THVRBEN THD 2 &, B NOAEL I3V T Z & BRI EE L TE
MOZEFE 10 ZEAT 5 035N L HErs vk, FEMIEE LT 6e0ke, Z2FEL
L TEAZE 10, GBI 10 OEEF 100 W4, ADI i 0.0083 mafke fKE/H & 3RE
Eha,

3. —HERRFER ADD OFEIZONT
TR T — 02 bEMND ADI EERERNT — 2 hbEINS ADI T 5
& WEMTFRT —Z D OEDNTER L D NEL D, Fe. BRAICEIT 2 ERN
BT TADI BERIZROBROSH D 1T 2 2B L (B4 1), e lU<A
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D OBERBEARETAICELTO ADL & LT, 0.008 mgkeg KE/R LRET D
ZEREYTHALELZLRD, .

4. REARBEEZEFEIZONT
PEXY, en<a O REREENMIOWVTIE, ADI & U TROBEEEA
TAHIENELEEEZ LN,
A=A 0.008 mgke (KE/H

172 Uy ASEEIC VT, SO 2 A L e > CB IS DU H Y |
ZH W TR T TH D,
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<P - REEFRERR >

ADI —BHESNE

TI=UTI) AT T5—F

ALT L n S VB A VB R T S )

AP FNHY T AT 7 HE—F

AST TANRGENET I ) b TG RT 2T
(=NF I BEASY offR 5 AT I 5—F)

AUC | IRl — IRl iR T iR

BUN | mERRER

CHL T A =— R\ A RSk

CHO Fv f ==K bR L —FREH R

Crnax e (D R BE

Hi ~2 R Yok

LDso PEEEE

[MCH | ‘FHiRmEkmEREE

MCV | PR EREE

MIC B/ N R R

NOAEL | #E=ita

NOEL | #{EH&

Ty TH IR

T R D) iR AR R
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<BE>
1 Pirlimycin MRL in bovine milk and tissues : JECFA Toxicology Dossier (Unpublished) ; 7 7
St v
2 Prescott J.F. (2000) Lincosamides, macrolides, and pleuromutiline. : Antimicrobial therapy in
veterinary medicine. Third edition. ; Prescott J.F. et. al., Editor, lowa State University Press
3 EETRIE s 77 HiRtE 2000
4 Comparative metabolism of pirlimycin hydrochloride (U-57,930E) in rats (oral gavage) and
bovine (udder infusion) (Unpublished study # 782-9760-89-001) ; 7 7 A ¥ —# #HAEHE
5 Single dose placebo-controlled tolerance and ADME study of oral pirlimycin HCL (U-57930E)
compared to oral clindamycin HCI at four dose levels (Unpublished study # 7254-83-042) ; 7 7 -
F—k S
6 Single-dose oral bioavailability comparison. of pirlimycin HCL (U-57930E) capsule formulation
and oral solution with clindamycin HCl capsules (Unpublished study # 7254-83-043) ; 7 7 A ¥"—
. HEPEEEL
7 Absorption, distribution, metabolism, and excretion of 14C-pirlimycin hydrochloride
(U-57,930E) in the lactating daily cow, Part I. Distribution and pharmacokinetics (Unpublished
study # 782-9760-88-001) ; 7 7 ¥tk HHPIEREt
8 Residue studies of 14C-pirlimycin hydrochloride (U-57,930E) in the lactating daily cow treated
twice in afl four quarters at 24-howr interval with 50 mg/quarter of pirlimycin free base
equivalents (Unpublished study # 782-9726-92-002) ; 7 7 o ¥—# #/gkt A
9 Pharmacokinetics of pirlimycin in the lactating daily cow following single dose intravenous and
intramammary of 14C-pirlimycin hydrochloride (U-57,930E) at a dose rate of 800 mg pirlimycin
free base equivalents per administration (Unpublished study # 782-9726-93-003) ; 7 7 #'—#t
PR
10  Absorption, distribution, metabolism, and excretion of 14C-pirlimycin hydrochloride
(U-57,930E) in the lactating daily cow, Part II. Metabolite profiles (Unpublished study #
782-9760-88-002) ; 7 7 ¥—ik #HAEHE
11 Absorption, distribution, metabolism, and excretion of 14C-pirlimycin hydrochloride
(U-57,930F) in the lactating daily cow, Part I Isolation and identification of excreta metabolites
(Unpublished study # 782-9760-89-004) ; 7 7 ¥ —#t &R
12 PNU-57930E @b 2 A WAHIRBNEBESICEL 28MEEHRE (Unpublished study #
1470N-06-04-274) ; 7 7 A P—L tHPvEes
13 PNU-57,930E @7y &2 AWV 2 BEENRSICE 2 2% FHERER (Unpublished study #
1470N-06-04-275) ; 7 7 A ¥ —L #P¥k
14 U-57,9308, 30-day oral toxicity test in the rat (Unpublished study # 7254-81-7263-010) ; 7 7
Y-tk
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15 13-week oral toxicity study in Sprague Dawley rats with U-57,930E (Unpublished study #
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