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RRERSAE - Aas (P93 RYVF LTI 12— M)
il RAFSRAE 35°C/62%RH 35°C/80%RH
s {747 H 3k 1] 3 [ 7101 1] 3] 7 ]10]1a4
NP RIFA4vm YT 5% (] i i e Rt e e B = ==
AR SME © 0.5% B -+t |+ |+ ] ]| ]
(RCfpi, Kett* 80°C, 50 29) | gasam= | 2.2 | 25 | 27 | 27 | 26 | 3.6 | 6.7 | 95 |10.8|11.9
RS - Edh (TS EESD)
il RAFSRAT 35°C/62%RH 35°C/80%RH
s {747 H 3k 1] 3 [ 7101 1] 3] 7 ]10]1a4
NFURIALvayT 5% i i e I e R e e B B M
B E < 0.5% BT i R B ol e e e e
(RCHscfE, Kett * 80°C. 50 29) | asimn= | 01 | 01 ] 02| 02| 03] 01]01]03]|04]05

D R ) T
o F o+
wEME - 4+

NP RIA4v v v7 5%% 35°CI62%RH KT 35C/80%RH ™ 2 /KUEDIRIE S F T Open. %)
BT L REMEOTLZBIZE L., oY TRBIZL2EESE

ZHEIC

RES X0 2

B 57 R4
FEMWEACTE, Bk +

T RRIZ K DT E b

B F TORRFERER 2TV,

TREMWEIC T R0 b

EA |4/
<AL

@

D
b

ZHIE Lz, i Open RIFTIEIANT U RI A1y 7 5%I1F 1 HZRICITERIL L, FLWIREMEDIK T Z2 7R L

7=

—Ji. st

. REERVBRREROREL
MEKIZRET 5,

- HA
iﬁ?b\%ﬂﬁ%#T(%%Rm

IZBWTIE, F~ERESMET (62%RH) TAFY RS54 vy 7 5%DFHE)
TIXER L=,

4. BRLEDIE
14.1 ZFFAHFFDOITE
BRI A A% 130
14.2 EFIBSHEDTE
it FIIRE 43

WZIRTEL, 21

TIRVIBE S Z &,

HHELRICHERT 2 2 L,




V. RANCBIT DIHH

Kooy TKEBRDRENE

B | HEREA BA GG 3H 5 H 7 H 10H | 14 H
a8 (%) 97.8 99.4 97.2 | 100.1 | 103.1 | 103.6
A7 (%) 100 102 99 102 105 106

5C |48l BOMEE | RA [ 72 ik [FZE [\7E
wk Huw [F1E [F 12 [FIZE [FIAE [F 42
pH 4.8 4.9 4.9 4.9 4.9 4.8
a8 (%) 97.8 97.1 94.3 99.8 | 96.5 94.9
A7 (%) 100 99 96 102 99 97

25C | 48 BOMEE | RA [ 72 ik [FZE [\7E
wk Huw [F1E [Fl 12 [FIZE [FIAE [F 42
pH 4.8 4.8 4.7 4.8 4.8 4.8
a8 (%) 97.8 90.7 82.9 83.0 75.5 64.7
A (%) 100 93 85 85 77 66
awc | g |eewsie| 00 we | Be | we | ok
'S Hu — — — — —
pH 4.8 4.7 4.7 4.7 4.6 4.6

8. fhFlE DEEAEIL (MEILFHEIL)
XI.2. ZDthDEEENR ] © [Q)EAHABEE M

9. A%

BHR ey 7HE7FRRXT A axeFi) kb

10.58% - 2%
(1EBANRELGRSE - AF. SMENERGRE - ARICHT HER

%4

(2)az

Off : #HRAIA YD)

L7

=y
<

Q) FHEE

%4

L7

4BRHBDHE
AT A (Hth)

i

11

A% L7

12. % Dfth

FE LA

FIERE SN DIEME

100g




V. 1BRICEEd HEH

V. AEICEY HIER

1. ShEEX LR

<H#EICHEFE>

TIORRFXFLDLICREDT FORKER. LUYHER. MRHKE. T3 (TI0n\A3F) -HEI—UX,
KiEE. Y rANYE2—R. VLIPISRE. ToTANIE—R. JAOTORE. FRETUVVTR. 41V 7
LIUHHE

< BFSE >
RUEMRERBRAE, BEMREREE. /NG - ) U/N\E%, BHEKE. HE - BEX, RHX (RHREER
xK, RMEBEREZET) . AUKEXIL, Mk, Ehtx. BRZEX. dEX. BISEX,. BIR

. SIBERIIHRICEET HEF

5. MREXIIRICEET IR
<WHEE - MREAZ. Wik (RHtBEX. RUBABRRSEZET) . AUKEXX. hEX. BIREX>
rﬁﬁé%%LEﬁ%®$%%H%§%b\Hﬁ%&%@%%@%#ﬁbkif\Kﬂ®&§ﬁ@@k%
BransHEaickE+52 L,

B
T - AL G, RMEVE S, BRI, P EJSUBISIER OV T RO O BIE AR A AT S
BRI S ORER T 5

(A3 ofer « Wik 30 4F 3 H 27 HATSAEZSE 0327 55 1 5. M 24 9 A 8 HATHAEZE 0908 54 2 5)
RERUME
()RERUREDORS

WE, PUNRICR LTI, B 7R R n TaXeF e LT 1E 3mg (Of) /kg % 1 H 2~3 [\, HKF
L CRRO&ET 5,

7p¥s. AP, RE, ERFICS CUCHEEEET 523, EIE X IIEAR 0 L Bb A EFIZIE, 1 [F] 4.5mg
(Jiffi) /kg % 1 B 3EIENEET 5,

<BE>

XI.2. ZDMOBEEEHR | © QNN FUES4>ayT5%0 1 BR5ERRKR) &1

QUAFERUVHAEDRERZE - RHL

. BERUVAEICEET 5IFE
BE STV

. ERPRRUAR
(MEBERT—21\vr—
ML
(2)RG PR ST EABR
AHN &G Uizt MEBRILIEHIZIX, B8 & FEBLT 27 UEKDE 7R R o ADOHBPHH ST,

_9_



V. BRICEd 5

D32 Bl O A B PEIC AR 50mg, 100mg, 200mg Hi[ald 5\ ik 2 38 o 5 2 Fht L=, & Ok
B R X 2EFEEIEREO T, d SR B O®EME . AST, ALT AP REMRA a0k
BEERAPN—IZA LU, BMRER, FEARE, —IERE, MEELERE, RRE. B
A 5 1 Zoer 3 2 70 & AARMEICITFFICBIX R 0N o 72 56,

BYVAERIGIEFERAER
RS BN Je A &t Eh A & U CAE 17 fEsk TRl A i L7,
1 B85 8 K581 30kg UL FO/NEICR LT 1[E 3~6mg (F1ffi) /kg % 1 H 2~4 [AD&EG L Li-, =D
AR SR RHEER 711610 5 B .1 H 6mglkg ZHla & L7z 1 H 4.5~7.5mg/kg #% 573 30 41,1 H 9mg/kg
ZHaE L7z 1 B 7.5~10.5mg #5-7% 403 ], 1 H 13.5mg/kg ZH & L7z 1 H 10.5~16.56mg/kg %57
201 I CTHY ., 1 HROLHEREGED 6~9mg/kg (57 4.5~10.5mg/kg) TRIEHIDOK 90% % L7z,
I B TOBKDER L OHIEZ RIS L E TN 91~95%, 80~90% TH-7= 7,

1 BESEE : /NERMEE O BRYE D2 < TR OMER DR AR L Z OFRERICKT 2 HIE SR E
1T time above MIC ORFFIZ X 5 life-saving # HHJE L TWD ARID Tie X 2RI THDH Z L& E L.
ARNORBRIL 1 B 3 EERGEZPOCHEM L, EOME, 1 BERERERPEFAEE GDFEIT. 1 A 3 HEE
628/665 15l 94.4%. 1 H 2 [Alf 523 29/30 1] 96.7%. 1 H 4 [RIEEH-H3 14/16 i 87.5% Th - 7=, FEHIEN %
< H BTz 11H 3melkg % F0MZ L7z 1 [EH#% 55 2.5~3.5mg/kg D#iH TI% 1 A 3 [[1# 5 373/392 51 95.2%.
1 H 2 [E#5 20/21 1 95.2% TH v | 2 BIEGOIEFAFEITD RV D00 1 A 2 BIFE L 3 EEE LiX, 121F
M CERDIR TH o7, T, BHID Tie 235K 2 K TlEH 2 b OO0, Fem iR ERGERH (Tmax) 25 2
~3.5 FFH L, RFFMMPRESHER SN D EEZ BT,

RSN R EFRAT RS2 T11 BN DWW T 1 B 2 [\ 5 & 8 [Bl 5 OB BRIEER DR, MIC BUEEKR, A%
DR, BEVEOEBIZEAEENALONT, AFOMELOH&EE LTI 1 [E 3mgkg, 1 H 2~3 [H],
NIRRT OB EIERAD 1 B i K& 400mg 8z 2o, BIH | /NERE 30kg & LC 1 [8] 4.5mg/kg,
1H3EZERETAHZELE Lz, 728, 18] 4.5mg/kg 3@ 1 [0HE 3mg/kg @ 1.5 FI2MY4T 5,

(4)FREFAYERER
1) BERETALER
EMERRHER »
KE 30kg L FO/NRIZR L TiE, 7R Rxv s PYuxtF LRI 4 vy 7% 108 3megkg (1)
Z1H2~4 S Lz, 2B, ERICSET, 10 4.5~6mgkg (i) £ THELEZY . BGHIITR
HIE LT 3~14 A& Lo, BRRRBRIC OV TG L7 R ShRHE S Th -/t 711 B0 5 B
PR AE G & LTz 692 Bl D ERIRRBR AR OB E Xk D L B Th 5,
a) FFUR 3R LIE
WAEH - MrEAK . RPkR (RPEEPAZ, RAE RG2S T) | SERE R, MRISHT 2 H 2T
95.5% (386/404 ffl) TH 7=,
b) PREREZEAE
BERESE . B RE R T 2 ARHEIL 95.0% (115/121 ) ThH o7,
c) EREMILIRMERR
RAEMER ERYE . VRAEMERREIRYYE, U o3 - U Uik, BMEIRBE IS T 2 B 4%1E 91.1%
(1021112 ) ThH 7=,

A



V. 1BRICEEd HEH

d) BESREEREE

HH ., Bl IR 2 %03 1% 80.0% (16/20 ) Toh o7,
e) EHIE

PRALEMC T 2 H 3R 1T 100% (35/35 ) Th -7z,

) AROABEINZHELCHEIZ, E7R KXY FaxtF e LT 1 3mg () /ke % 1 H 2~3 [A],
K 1M 4.5mg (Jifli) /kg % 1 H 3ERAFKLGTH D,



V. 1BRICET HIEH

R ERERRZN R
BHE (%)
B OB B [EHAES| 20 0 60 80 100
B R 25 2 4
FREBRE| 300000 | 955
N &t
B M %| 179186 | 96.2
oM s K| 6164 | 95.3
BEREZR| 4950 | 98.0
Fi %] 97/104 | 933
R &
REEBRIE | | 0 950
(BREBER-BERX)
R LIRIERE
o[ 1021112 91.1
A Bt
% 353 [100
% B E| 11 |100
& 5| 11 [100
RRMERAZ | 76/84 92.7
BB & 44 |100
DS E K| 1113 84.6
B TR’ &| 68 |[750
ERIERHBEE
.| 1620 | s0.0
/N &t
f B &| 1418 | 778
Bl & B & 22 |100
B O B 3535 100
& £t | e54/692 94.5

CCITRT B IS B E A SR B D NG
fE-EICHEEICET 3D THY. F
X 16 £ (2004 ) DA EBFLMAE
BEBFZEILOTEHYEEA,




V. 1BRICEEd HEH

2 R E A ER R R

ERENW LT, BISHMESBRE SWIIERNIHT 53T FI A4 vm v 7 5%DMRKRZARIE, SEFIEL
DY Ipiposley bany Z—jg, =r7uns d—gwER< &, 2T8WULETHY | FEEALERE L
T ORISR 2R LTz,

BHE (%)
[ [
] & |BEBIES 0 20 40 60 80 100
TROBER
| 116129 | 89.9
/N &t
BEEITFIRE | 111/124 | 89.5
REITFIBE| 55  |100
LY HER
o | 130133 | 97.7
AN &t
LB > 438 | 90/90 | 100
B & B OE| 34/36 | 94.4
SN "))
Cownmm| 7 |87
77 LIGHEENG| 246/262 93.9
TSLNAT.
HES—Z 15/15 100
X B ®| 7981 97.5
B % % 4/4 100
7arv2E| 55 |100
1XTIVIHE | 104/110 94.5
I LIEHENE| 208/217 95.9
ok
& 5| 4541479 94.8

CCITRT B IS B E A SR B D NG
fE-EICHEEICET 3D THY. F
X 16 £ (2004 ) DA EBFLMAE
BEBFZEILOTEHYEEA,

* NANTZZ—B1A, T>T7AON752—BOHEED




V. 1BRICET HIEH

EXENMEZNE
NFEURTAva YT 5%IXAMEREICR LEHRIR AR L, BISEEICR T 2EEARIL, 77 A
B T 91.8%. 77 LAEME T 90.7%. 85T 91.83% Th o7,

5 o |EEED B RE" (%)
FHIESI | o 20 40 60 80 100
TRUHER

o = | 1071122 | 877
HEETRYIRE| 102117 | 87.2

REITRIERE| 55 [100

LY HER

o x| 118123 | 95.9
LIl Bk | 85/87 | 97.7
B % B 26/29 | 80.7
zZ DD
LovsER| 77 |10

JILIGHEENE | 225/245 91.8
TIUINAT -

HE5— X 11/14 78.6
X B ®E| 8080 100

i R 18 &E 3/3  [100

TarvRE 4/4 100

ATIVIHYHE | 86/101 85.1

NI .

JI LRG| 185/204 90.7
_ ok

& =t | 410/449 91.3

*hAONTEZ—BIN, T>TANTEZ2—-B1EEE
YR E=ENREGR (ML HRD+TE) EHE CCITRT B IS B E A SR B D NG
fE-EICHEEICET 3D THY. F
X 16 £ (2004 ) DA EBFLMAE
BEBFZEILOTEHYEEA,




V. 1BRICEEd HEH

2) REMHER
M ERR L
(5)BFE - WAEAIGKER
MR L
(6):AFRHIfE
1) EABERE (—REAMERE. BEFEAMERAE. ERARBELERAT) | RERTERT -2 X—XH
. HERTRERABRONE
YL
2) RRBREHLLTERFPENOHNEBXIEERL-AE - HROME
YL
(7)Z Dfth
Pl v/



VI LRI B9 5

. EYEB(ICEAT HIER

1. FEPMICEESHHILEYMRITILEYEE
ROt 7 - ARPIAEME
R BEEOH AW OMREIINEEIRKTOETIR LRI 52 &,

2. XBER
(YERERGL - 1EFAKERE 189
PSR TH 28 7 AR R v A%, MEMREO G RILEIC L0 BEERZ 7R3, TOERAITERIC X
VR DN, ~=2 U UfiaEA (PBP) @ 1, 3IZHMMERE,
In vitro (BT % E. coli NTHJ JC-2 @ PBP (254 5 50%BHLERE (ug/mL)
PBP 1A 1Bs 2 3 4 5 6

L7HRRXTA | 04 | 06 | 15 | 03 | 152 | >100 | >100
QQEME R 1T HHARAE
1) ¥ RMHAREREICH T HEEMNE 10

YL 5 W RIS 1 R H o G21Tv, BREY 3 AF. 2[E/A, &7 Bk 0 &G L. 14 A B OELF

FEMA LI,
K. pneumoniae 2 WEARIZ X B HiNEGYEIZRT L, CPDX-PR iZWIFNoHAIZE CCL (8777 u1) |
CEX (77 Lbxv ) Ko@ENTIREZRLI,
Eifﬂéﬁgéﬁ = £ 7 B (%)t
[&U/mﬂ (MIC (ugimL)] | 50 100
ar k@—J |0
100
CPDX—PR |iiiiifiiiiirimsssisrisimessesrasinineasrarinininesiinio0
(0.05) 50
K.pneumoniae
1204
(5.0X10%) CEX
(1.56)
g)’| %
COL  [iiiiisiiiiiziniaiscicisinbon
(0.39) 20
3> ka-u|o
%
OPOX—PR [T T
(0.10) 50|
K.pneumoniae
2785 0 *
(5.0X10%) CEX 0 %
(3.13) 0 %
30
coL  [ifitiniiitiiiady k
(0.78) 0 *
@ . 2mg/mouse . Tmg/mouse I:l . 0.5mg/mouse
T B%%1488 % 1 P<0.05 (CPDX-PR&f & ) LbEs)



VI. RT3 2 A

2) MSSA ¥ RIREENREEE X T HAHFUME 1V
MSSA (A F U V@M S. aureus) 15 8k (= U F—EpEA 12 &, FEEA 3K ZH\W i~ T X
PENEYYEIZxH T %5 CPDX-PR, CCL, AMPC (7 &X'V kKfi¥) OIRENF (RYER% & 4 B
BICROHEEG L, 5 HEOEFRI V) st L7z, CPDX-PR 1&~X=V F—EEAK, FEEAK
%[> 7 EDso fHIX 10mgkg mif%IZH 5725, CCL., AMPC [XPEAMETIE EDso IEOIX S D E A KE L
100mg/kg LA EDOMMMHEZRTH Db b o7z,

=100 H 134
[ ]
° L4 °
(Y :
... [ ] R .
_ S o e NZVUF-t EEK
S sl o0 O RZIUF—t FEEH
E :
3 ) °
a :
[ ]
[ ]
[e]
= 1 o) ®
| | |

CPDX-PR CCL AMPC



VI S HERIC B9 5 IHH

3) BEZMEDEHER U MIC23810~14)

L > Y IR *
100

2 O Lo o LETT o SPL SPICLRLNE L SR DPPTR s S e

"

2

7 TIZYNAZ - HEZT—1)R
Yronve—g
Hee T KOBE*

. MIC (ug/ml) | o 0.1 |0.2(0.39/0.78|1.56|3.13|6.25|12.5| 25 | 50 | 100 [100<
w7 R ERE 730 4| 330| 312| 41| 14| 10, 6| 8| 5
Voo RO OR Y 832| 705 56| 28| 22| 11 5 2 0 1 2
M % B 285| 246| 23 8 5 1 0 2
77V;;;;UX 134| 14| 4| 9| 22| 31| 10| 37| 7
K 5 [ 1077| 25| 76| 391| 387| 135| 26| 10| 10| 5| 4| 1| 3| 4
VA - 618| 95| 257| 164| 48| 23| 21| 4| 1 1l 1| 1| o] 2
ZAR=2 N 7 A 514| 229| 148| 53| 31| 14| 6| 10| 5| 6| 7| 1 1] 3
vhanRsE—g 174 1| 0| 15| 5| 27| 57| 27| 5| 2| 2| 3| 2| 28
TN H— R 234| 5| 4| 10| 45| 47| 45| 16| 8| 9| 3| 6| 4| 32
A TN PHE 274| 141| 93| 12 7 8 1 1 2 3 5 1
ATV MR AT R U ERE (106CFU/mL)
** fig BR i & bR <

(fEPERD)

CCITRY BRAEIS R E R R DO E G
fE-EICEEICET L0 THY. F
FX 16 £ (2004 ) O E FE B S
BEBRFEZELOTEHYEE A,

4) H{KBHEHE & OB AER (in vitro) 19
7R RE T MIRGREICK LT, MiF - iRk OAmERE, £, BT RUBREKOKRGEICR L
Tk, v~ U AR~ 77—V L WAMEEIER 27~ LT,
(B)EFAHKIRRER - AR
MERR L



VIL_ EYEhfelc B9 5 HH

VIl. EYEREICET 5EHE

1. P REOHD
(NAERLADGOFRE
JRYLEBAL, B R DIRZMEIC LY B D,
( VI2.2)EMNZEEMITHHABREE KO [VIL5.(5)Z DDA~ DBZITHE] SH)
(Q)EGRABR CHRE SN-MPRE
MmFFIRE 1529
15 AR O/NRIZE 7R Ry A FadxtF /L K74 1 v~ 3mglkg, 6mgkg #B%ZHEERROKE LT
L&D TR R b (BUETEVEIR) O 5 i % o B 18 5% 3~4 Refil T 5, 3mglkg #5- Tl 2ug/mL
A%, 6mg/kg TIE 4ug/mL Rz DIRE 4 7~ L, dose response 73588 HAL T 5,

(pg/mL)
3mg/kg ZCHERE —e—
(n=18)
B %
(h=21)
6mg/kg ZEHERF —o—
40 | (n=11)

B %
(n=14)
mean=SE

3.0

2.0

MW RGBSR

1.0

1 1
4.0 6.0 8.0 (hr)
e &l

ROKESR (ERKRS) OmEHRE

1 1 1
0510 20

Be b | BeG-REH | 14| t12 (hr) | Cmax (ug/mL)| Tmax (hr) |[AUC(ug - hr/mL)
ZEHERE | 18 | 2.1£0.2 | 2.12+0.18 |2.14+0.28 9.22+0.80

3mg/kg
A % |21 [2.0+0.1| 1.77+0.07 |3.29+0.27 9.35+0.50
ZefEHE | 11 | 2.2+0.2 | 4.55+0.40 [2.09+0.21| 19.42+1.49
6mg/kg
A % | 14 |2.1£0.1| 4.32+0.36 |2.79+t0.30| 21.87+1.58

(mean=*SE)

(3)p st
KR L



VIL_EYyihieIZ B4 5 I H

AHBE -HHREDEE
BREORET VIA.QKABR CHZESN-IFEE | 2R

2. EMRERM/INTA—4
@) iwap=S
AU EE R L
(2) IR U338 FEE 3E K
Ka=0.89+0.04hr! (mean*=SE, n=16)
(fdtFERk A 100mg)
QY HEKEEEM
Ke=0.36+0.01hr! (mean*SE, n=16)
(fEEERR A 100mg) (FENEEL
@GHoIVT7IUR
<HNBEAT—%2>
27T 5 A 9.88+0.39L/hr
(B N ICE 7R RE v Ak LT 100mg & 2280 1 [mIFRIRNEE) 29
By mEE
<HNBEAT—%2>
32.3+1.6L
(R AICE 7R R & LT 100mg Z 22 fFE 1 [mEF RN BEG) 29
(6)Z Dfth
BCNEE R L

3. BER (KEal—tay) @i
()BT ik
R L
(2)85 A— S EHER
R L

4. % Ux
<EFIDT—4%>
W%, B LRI EN 5D,
<#MmT—4%>
R AR B O SR B
TR RF VL T T IR %, BEREOIEFERNT= X7 Z —BIZ LV ESCHITIKR SRS, &
TR RFTL (R-3763) & LTI ENIBEHITHAT D, MK, RIZITEZ7HR RF L T axeF udd;
FEL72V, RO E TR KX A T rXeF VEBERNMEIC L > TRE# - oS, BE7R RF 250
IERE O R-1073 X° R-5002 5 & L CHEFICHRE SIS 29, Zod6, B FORFPERBHITE 7R FF T LA TH
V. R-5002 58D 1%L F TR SIS (BEAD 9,



VIL_ EYEhfelc B9 5 HH

5.

AR e
CPDX-PR
FEaRM
@ IXF7—%
CPDX-PR[> CPDX-PR [y 7# K4y 4L
l R-4060 >R-1073 —
t71’ ?‘* vh o
\ H-slooz ---------
#
BTREFSL
R-1073
R-5002
CHs CHs
CO%CHHOOCC'_‘OOCH (CHa)e COOCHOCOOCH(CH )
H=N 2 3 H=N H=0
Elecom 1 Plecon 1J°
G-CON G-CON
NOGH NOCHs
CPDX PR R- 4?60 <A217$)
CHOCH:  HaN O ocHs
"ML con ﬁ e m
NocHs H He Mochs M H S

EIRKEDL \ / R-1073 (AZp8Ee)
HeN
Rl
N—-G-CONH-CH:OH

NOCHs
R-5002

* CPDX-PR& % \\I$R-4060
R-COO- CHOCOOCH CHs)

/ \\\

R-COOH CH:CHO (oo CHOH
€7 KRKRES L
(ém ViER- 1073) CHl COOH CH COCH:s
CO:
HERHEE

<HEAT—%2>
M)A AT _A T YT 4 2 50% (§EA)
(BERERR ANICE 7R R A8 LT 100mg A 22 HE 1 A% 1 #5) 29

oo
(1) 5% — i B P9 @ il 14
<#BMT—42 (Svbk) >
14C-CPDX-PR13mg/kg % 7 v MIEO#H L7z & & Ofm L 8.07ug/mL ThH 7=,
ANV I E— 7 ETH 0.18uglg & T Th -7 25,
(2)Mi% — B BE AP @@ 1
<#T—%2 (Svhk) >
R 18 HH 7 > FIZ ¥C-CPDX-PR (7R K& AL LT 10mgkg) ZfO#EE LI-RR, &5% 2 KR
ZRITHAMRE LU A (g, B, O, Ml I, W>iwfﬂ%ﬂ%mﬁ$%§5ﬂm@mLCt7ﬁ
R LHE) D 1~5%Th o7, FE5H% 48 FITIZ MR KOG Rk & b 5% 2 R ORED 27%
LU, &2 WITRHRLLT & 72 o7z 20,
QR)ET~DBBITH
M ERR L
G EER~DBITHE
M ERR L



VIL_EYyihieIZ B4 5 I H

(5)Z DI DIABA~DFEBITHE
<#BMT—42 (Svybk) >
14C-CPDX-PR13mg/kg % 7 v MIFR OG-0 RN X, L& TR G 30 oth. TS O
T E 1 RRHZRICE— 27 fEiIcE Lz, B, i, i, MoRENE <, 24 FFM#IZITIE— 27 KD 1%FEE

WCETRTF L 29,
14C-CPDX-PR13mg/kg A% E5#ZD S v MABRNIEE (n=4)
@ @ #E (ug/mLorg) @
0.5hr 1hr P 2hr 4hr 6hr 10hr 24hr 48hr

M W% | 3.90+0.68 | 4.08+0.87 | 3.29+0.47 | 1.47%+0.24 |0.62%+0.25| 0.07+0.01 |0.07%0.02|0.01=0.00
M 4| 7.40%£1.36 | 8.07£2.49 | 593092 | 2.78+0.45 [1.14%+0.41| 0.10£0.01 |0.07+0.01 |0.02+0.01

i 0.18+0.04 | 0.14*0.03 | 0.10+0.01 | 0.05+0.01 |0.03£0.01| 0.02*0.01 <0.01 <0.01
iR Ek | 1.05+024 | 0.80+0.11 | 0.66+0.11 | 0.46+0.14 [0.32+0.17| 0.09+0.02 | 0.04+0.01 | 0.02+0.01
WE R | 1.75£0.36 | 1.80%£0.40 | 1.57%+0.49 | 0.71%£0.14 |0.54+0.22| 0.06=0.01 |0.04=0.01 <0.01
FOBk R | 2.21%+0.43 | 1.82+0.33 | 1.50+0.22 | 0.66%+0.07 |0.64%0.16 | 0.28+0.06 |0.10+0.03 | 0.08=0.05
& | 1.01+0.18 | 1.21+0.30 | 0.88+0.16 | 0.43+0.05 |0.18+0.07 | 0.04+0.00 |0.03+0.01|0.01+0.00
Mg MR | 0.48+0.09 | 0.56+0.15 | 0.48+0.07 | 0.22%+0.03 |0.13%0.04| 0.09+0.05 |0.03%0.01|0.02%0.00

fii 1.92+0.36 | 2.39%£0.77 | 2.02%+0.38 | 0.92%0.08 |0.38%0.12| 0.09%0.02 | 0.05=0.01 | 0.04=0.00
B M | 4.30+0.86 | 4.31+1.42 | 2.46+0.39 | 1.54%+0.22 |0.71%0.15| 0.23%+0.03 |0.12%+0.02|0.06=0.00
e & | 0.91%0.17 | 1.25+0.34 | 0.98+0.05 | 0.42%+0.04 |0.41%0.17| 0.05+0.01 |0.03%=0.01 <0.01
o W& | 0.62+0.11 | 0.50+0.11 | 0.39+0.04 | 0.21+0.04 |0.16+0.05| 0.05+0.01 |0.03+0.01|0.01+0.00

H 60.57+5.47 |26.28+3.77| 16.12+£5.20 | 4.83=1.07 |1.38%0.47| 0.29%0.04 |0.13%0.06 | 0.03=0.01
AN B [116.98£21.40 | 59.63+6.63 | 40.434.67 | 15.41£6.84 | 2.56%+1.79 | 0.15+0.03 |0.11%+0.06 <0.01
+_$585 | 150.56£17.76 | 75.65+8.72 | 59.85+31.39 | 23.45+11.47 | 2.90+1.91 | 0.18+0.06 |0.09%0.05 | 0.01=0.00
K | 4124290 | 1.51+0.51 | 0.88+0.15 | 1.34+0.81 [2.92+1.51| 2.00+0.31 |0.19+0.03|0.06+0.02
S M| 1.69%0.47 | 2.13+0.05 | 2.04*0.76 | 5.43+1.96 |5.95+1.01|10.81+6.60|0.85+0.26 | 0.24+0.10
g () | 9.09£1.39 | 9.86£2.05 | 8.08+1.29 | 4.25+0.86 |1.83+0.88| 0.33%£0.04 |0.17=0.04 | 0.08+0.01
g (/2) | 9.50+1.53 |10.21+2.31| 8.02+1.04 | 4.63+1.04 [1.77+0.83| 0.32+0.04 |0.19+0.04 | 0.08+0.00
Bl % | 1.77+0.35 | 1.45%+0.30 | 0.95+0.12 | 0.71%+0.11 |0.58+0.16| 0.43+0.03 |0.16%0.05|0.08=0.03
BEfsR; | 0.62+£0.10 | 0.73+0.22 | 0.57+0.11 | 0.27+0.03 |0.15+0.05| 0.08+0.05 <0.01 <0.01
FEEL (F5) | 0.44%0.08 | 0.79+0.16 | 0.64*0.10 | 0.37+0.11 |0.15+0.06 | 0.05+0.01 [0.01+0.00 <0.01
S (£) | 0.47£0.10 | 0.69+0.19 | 0.63£0.10 | 0.28%+0.04 |0.17%+0.04 | 0.03£0.00 |[0.01£0.00 <0.01
& K 5 | 0.84%£0.15 | 0.76%+0.24 | 0.75+0.19 | 0.36+0.07 [0.18+0.10| 0.08+0.01 |0.02+0.01 <0.01
JooRgi | 1.72£0.16 | 0.96+0.14 | 1.01£0.09 | 0.45+0.10 |0.34%0.14 | 0.18+0.05 |0.14%0.05 | 0.04*0.02
a) FEITE 7R R¥ v AHEE (mean=SE) b) n=3
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B BERE T B D R R

<@ZHlDT—%>

ERERTE B 1T 200mg (BEA]) &% 30 MR N#EL Lz ( [I10BENEREHIT 2E8EF <&KEH
DT—E> )

PRV R | R R RE R E B B (Cer=54+5mL/min, n=7) TIX4~6 BT —27 2R L, 12 B £
TORFEILRT 33.8+3.8% Th oz, F-PHEEHREREERER (Cor=36mL/min, n=2) T/X 8~
12 B CE— 27 2R L, 12 FEM & TORFEINERIT 17.5% TH D . BEHEREOIK F ISR IR o~ O PR R IE

RO BTz 27,
FRFBE  FRPEIRER
---0--- Cocr IE%® (n=36)
(pg/mL) 1] —o— Ccr 54E5mlL/min (n=7)

—e— Ccr 36mL/min (n=2)

(%)
- T - 40
K X |
h 200+ FR
L :
% Hao 7
§ 2 R cl
s
E T 120 =
B 100F p g %

: §/H.Z/* 47 A ],

0~2 2~4 4~6 6~8  8~12
B & (hr)

BT REIC 200mg BERBRERORDP+ IR KL ARERUORPEYRE

8. 5 YRK—5—HT 51
LRk L

9. BNZHFICKDIBRER
(DEEREET
<HNBEAT—2>
TR RFTLLLT200mg ZfEAHKE LI L &, BHTRTICZ5.74E3.1%EINEND L HE SN TND 28,
(2)M & EH
<HNBEAT—2>
2.86+0.25 R OFEHTIC LV 22.4+129%FRESND 29, £/, E7HRRF T AL LT 200mg ZFEAHKE
#%. 6EERIE D 4 BB+ 5 2 L1k v, AUC 2 43% 32 L ST 5 30,
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B AEREE R O ME PR E 27
BREERRRERE R (TH]) MO EEEHKREREERE Q46 I 7R ¥ A T aXF L 200mg &
B 30 /TR MG Uiz & & | BHEREDIK FIZEY, Crax DHENN, Tmax DIEE . AUCo-12 DHIINDFED BTz,
--0-- Ccr IE® (n=36)

—o— Ccr 54x5mbU/min (n=7)
5| —e— Ccr 36mL/min (n=2)

(pg/mL)

T AN e P AN 8 =
w

B (hr)
%)
Belixt % gﬂ (m(i?/]ill;n) (,uig];r:ll) 'fhm;; (Ef) (,ugA Ulr?rO/ Il'jL)
it B AL A | 36 — 2.96+0.11 3.2+0.1 2.1+0.1 |15.51%+0.55
R pEE | 7| b4*5  |3.92+0.28 | 3.7£0.3 3.6£0.4" [28.34+2.16™
HEEREE | 2 36 4.81 7 3.4 34.03
) ZVT7F=v 7 UT IR **P<0.01 (fEEERLA & DL, Student’s t-test) (mean+SE)

BHAEEREEEEIC 200mg BREEROMEBERRE

1. Z Dt
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vav g, TTF7 4 7% — (MEET, AR, ONRFER, WE, OFW, FE, Hig, 3T,
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VI 24t (A EoEES) (B4 AIEA
ERAEERREEERVEBEEREREERE -8
BMERRBKRR—E
FRIREZ %Efgfﬁﬁwg w =
= R H18 HA» L
» W [%‘U@H%E ]

O & M OB O 17 616 633

@#H & E B K 742 4,182 4,924

@ &I {E H % Bl E B £k 50 31 81

@ ® 1EH % B K 64 35 99
Bl /E A % B OE B % o o o
(@~ @x100) 6.74% 0.74% 1.65%
BIVEH oo fEE HKFRIRZ RGO Rt -

(AT ARG om# |[PERis T
(RFE-RIEMNEBBEEF) | (2 027)] | (4 (010)) |6 (0.12)]
5% 2 2 (0.27) 3 (0.07) 5 (0.10)
N R 0 1 (0.02) 1 (0.02)
CEH & EZF ] |15 202)]| (2 (048)] |35 (0.71) ]
T | 10 (1.35) 19 (0.45) 29 (0.59)
L/ i 2 (0.27 0 2 (0.04)
TH - U 0.13) 0 1 (0.02)
ik i 2 (0.27 1 (0.02) 3 (0.06)
J1E b 1 (0.02) 1 (0.02
(FFfig - BEREZ) (14 (189 1| (5 (0.12)]1 | (19 (0.39) ]
% 6 B F 0 1 (0.02) 1 (0.02
AST(GOT) & 14 (1.89) 4 (0.10) 18 (0.37)
ALT(GPT) L5 13 (1.75) 2 (0.05) 15 (0.30)
(R#E-FEEF] [(O0 J |01 (0.02)) |1 (0.02))
AL-P F & 0 1 (0.02) 1 (0.02)
(Bmk - EAREE) | (14 (1.89) 1| (1 (0.02)] |15 (0.30) ]
i W OBk o % 14 (1.89) 0 14 (0.28)
[T SR - 0 1 (0.02) 1 (0.02)
(MR - HiEmEE) | (5 (0.67) ] 1 (0.02) (6 (0.12)1]
0/~ WO % 4 (0.54) 0 4 (0.08)
7 nheve” VG ER 1 (0.13) 0 1 (0.02)
111 N T - A 0 1 (0.02) 1 (0.02)




VI Zzs4efh (B EoiEEss) (CBId 5HA

EHRE. GHHE. EEERVFHOAEFERANOBERATERE

. glE R 3 B H B
e % ey 0
el wlIE S| SiE 515K —— ;ﬁ(gﬂ)fr (951/%%&%)
T 5 2,282 16 19 0.70 (0.7£0.3)
28 1,900 15 16 0.79 (0.8+0.4)
A 4 AR 9 — — — —
1 H~12 % H 308 6 6 1.94 (1.9%+1.5)
Fffni 1 1 7% ~6 ik 3,095 24 27 0.78 (0.8%+0.3)
7~ 14 5% 693 1 2 0.14 (0.1+0.3)
15 7% ~90 5% 77 - - - —
HAE%R~3 % A 42 — — — —
4 5 H~6 %A 63 3 3 4.76 (4.8%+5.3)
7THnH~9 %A 123 2 2 1.63 (1.6+2.2)
10 » H~12 » A 89 1 1 1.12 (1.1+2.2)
] 2 1% ~2 ik 1,043 15 17 1.44 *(1.4£0.7)
3 k~5 I 1,657 7 8 0.42 (0.4+0.3)
6 E~11 % 1,050 3 4 0.29 *(0.3%0.3)
12 WE~16 7% 48 — — — —
17 7% ~90 5% 67 - - - —
N 248 2 2 0.81 (0.8+1.1)
ABE - 41k ghk 3,831 26 29 0.68 (0.740.3)
Ak 103 3 4 2.9 (2.9+3.2)
B 1,439 2 2 0.14 *(0.11+0.2)
& OE HHEEE 2,600 26 30 1.00 * (1.0%0.4)
HIE 143 3 3 2.10 (2.1+2.3)
I e R YL E 2,513 20 23 0.80 (0.84+0.3)
PRI SR E 202 2 3 0.99 (1.0£1.4)
HRAEVE L IBVETR 2 429 - - - —
i H SR e e e 451 4 4 0.89 (0.9%0.9)
FEHTEL 122 — — — —
GRS 2R SMES 134 1 1 0.74 (0.7+1.5)
A RRIYE 331 4 4 1.21 (1.2+1.2)
i 3,950 27 31 0.68 (0.7£0.3)
ith @i& i B (E7x1%R) 10 1 1 10.0 (10.0+18.6)
BE 1% JFE H (=T V%) 5 — — — —
H (Zofh) 217 3 3 1.38 (1.4+1.6)
6mg/kg A 486 2 2 0.41 (0.4+0.6)
. 6mg/kg~9mg/kg 1,681 15 16 0.89 (0.9+0.4)
?ﬁ q E:if 9.1mg/kg~13.5mg/kg | 1,668 10 11 0.60 (0.6+0.4)
13.6mg/kg~ 307 4 6 1.30 (1.3+1.3)
] 40 — — — —
XAEEAE (A) oH — Y mEARL



VI 2zttt (B EokEgss) (CBd5HA

glOE R % B T
e & ) /%, N 2 o)
BE B ROER I %k —— ;ﬁ(gj)}: (951/%@&%)
1H~3H 4,182 15 17 0.36 (0.4+0.2)
4 A~6H 3,925 9 10 0.23 (0.2+0.1)
7H~9H 2,232 4 4 0.18 (0.2+0.2)
AR 10 H~12 H 924 1 1 | on (0.1+0.2)
if Hi; ng 13 H~15 H 351 1 1 0.29 (0.3%0.6)
16 H~18 H 164 — — — —
19 H~21 H 109 — — — —
22 A~ 81 1 2 1.24 (1.2+2.4)
JHE 903 4 5 0.44 (0.4+0.4)
H 3,279 27 30 0.82 (0.8%0.3)
T E B 154 3 4 1.94 (1.9+2.2)
b ZEFEA 16 - - — —
3 P 551 HRX AR R FH 3R 1,094 7 8 0.64 (0.6+0.5)
HDONR) TEBR A 3K 43 — — - -
I 2 K 1,757 21 21 1.20 (1.2+0.5)
s E 3 422 9 12 2.13 (2.1+1.4)
RETHEE IR 29 — - - -
Z DA 2,104 21 22 1.00 (1.0£0.4)
JHE 3,914 24 27 0.61 (0.6+0.2)
H 268 7 8 2.61 (2.6+1.9)
i . 2 — — — —
FAi 10 - — — —
R SEiile (6 S 3 — — — —
HEDOHNH) AR 6 2 3 [83.33 | (33.3+37.7)
FLF— 103 1 1 0.97 (1.0£1.9)
R T —T VL& 3 — - - -
Vet 27 — — — —
Z DAl 121 4 4 3.31 (3.3+3.2)
fig 3,743 29 32 0.78 (0.8%+0.3)
H 439 2 3 0.46 (0.5+0.6)
JiF B 13 — — — —
SRR B 22 1 2 | 454 (4.5+8.7)
é.‘éFﬁE I 21 — - - -
5 DINER) ol 15 - - - -
i 6 84 — — — —
BEdin 17 - — — —
Z DA 323 2 3 0.62 (0.6+0.8)
M 4,042 29 32 0.72 (0.7£0.3)
o A 18 41 2 3 4.88 (4.9+6.6)
T D P b 99 - - - -
0.8kg~10kg 597 10 12 1.68 | %(0.65*=2.70)
11kg~20kg 2,543 21 23 2.83 (0.47+1.18)
k= 21kg~30kg 781 - - - *(0.0£0.38)
31kg~85kg 221 - — — (0.0+1.36)
ARFCH 40 — — — (0.0£7.5)
XAEEAE (A) 0H — M EARL
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12. BRBERSRCRES S

121 FAF—TRIEEBRAFT 47 VI, 72— U 2V RIEIC & D RAERE CIX IS 2T 5 2 &
BbHOTEET S L,

122 HBE/ — AARBIBIEE 295 2 L BB DO TEET 52 L,

10.BEKRE
FEEN TR

MBERLDIE

14. ERAELDIE
141 RAGARBDZE

BRI AR LA (T PSR AF L 2 BREILAINICAE 32 Z &,
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IX. JERRAREAER(CRE4 5T H

IX. JEERPREERICRI I S 1HA

1. FREHER

(1) EIEHER
[VI.ZE#HZIR (Y BIEH | 21
Q)R 2R EHAER

~UA, Ty b BAEY M UYF R KOS X2 O TIHARRER, PP - TEBRE R,

T, B R WIRE R, MK O OMIZ KX 582 M Lz,
CPDX-PRZ7 v MI&T % 2,000mg/kg + “FEIGNHEEIC L0 Byl 2, = L CRIER D HEGIZLY
(REDHEA, Na' « Cl OHRiEA . K OPetEhn, RIREEOKM) 2R Lo
F T, ZOMORBRITx LTI EE RIT S R0 o7,

Wb IR A R (DR T s

ERELD TN

- ELZ/E a2 Beh & s %
FBRIE y . Al N
SR (R PERL B0 | B | (mg Hfii/kg) BRI (3 1)
a) — kAT E ~ 7 A po |25, 100, 500, 4000mg/kg £ T |Irwin ¥
(ddY, % n=5) 1000, 2000, 4000 |F#872 L
vk po 25, 100, 500, 4000mg/kg T Al E
(SD, 1, n=5) 1000, 2000, 4000 (#2872 L
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(CEFPODOXIME
PROXETIL- Cefpodoxime proxetil is indicated for the treatment of patients with mild to
cefpodoxime proxetil moderate infections caused by susceptible strains of the designated

granule, for suspension, | microorganisms in the conditions listed below.

NorthStar Rx LLC,

2018 £ 10 H) Recommended dosages, durations of therapy, and applicable patient

populations vary among these infections. Please see DOSAGE AND
ADMINISTRATION for specific recommendations.

Acute otitis media caused by Streptococcus pneumoniae (excluding
penicillin-resistant strains), Streptococcus pyogenes, Haemophilus influenzae
(including beta-lactamase-producing strains), or Moraxella (Branhamella)
catarrhalis (including beta-lactamase-producing strains).

Pharyngitis and/or tonsillitis caused by Streptococcus pyogenes.

NOTE: Only penicillin by the intramuscular route of administration has been
shown to be effective in the prophylaxis of rheumatic fever. Cefpodoxime
proxetil is generally effective in the eradication of streptococci from the
oropharynx. However, data establishing the efficacy of cefpodoxime proxetil
for the prophylaxis of subsequent rheumatic fever are not available.

Community-acquired pneumonia caused by S. pneumoniae or H. Influenzae
(including beta-lactamaseproducing strains).

Acute bacterial exacerbation of chronic bronchitis caused by S. pneumoniae,
H. influenzae (non-beta-lactamase-producing strains only), or M. catarrhalis.
Data are insufficient at this time to establish efficacy in patients with acute
bacterial exacerbations of chronic bronchitis caused by beta-lactamase-
producing strains of H. influenzae.

Acute, uncomplicated urethral and cervical gonorrhea caused by Neisseria
gonorrhoeae (including penicillinase-producing strains).

Acute, uncomplicated ano-rectal infections in women due to Neisseria
gonorrhoeae (including penicillinase-producing strains).




XII. ZEEE

NOTE: The efficacy of cefpodoxime in treating male patients with rectal
infections caused by V. gonorrhoeae has not been established. Data do not
support the use of cefpodoxime proxetil in the treatment of pharyngeal
infections due to N. gonorrhoeae in men or women.

Uncomplicated skin and skin structure infections caused by Staphylococcus
aureus (including penicillinase-producing strains) or Streptococcus pyogenes.
Abscesses should be surgically drained as clinically indicated.

NOTE: In clinical trials, successful treatment of uncomplicated skin and skin
structure infections was dose-related. The effective therapeutic dose for skin
infections was higher than those used in other recommended indications. (See

DOSAGE AND ADMINISTRATION.)

Acute maxillary sinusitis caused by Haemophilus influenzae (including
beta-lactamase-producing strains), Streptococcus pneumoniae, and Moraxella
catarrhalis.

Uncomplicated urinary tract infections (cystitis) caused by Escherichia coli,
Klebsiella pneumoniae, Proteus mirabilis, or Staphylococcus saprophyticus.

NOTE: In considering the use of cefpodoxime proxetil in the treatment of
cystitis, cefpodoxime proxetil’s lower bacterial eradication rates should be
weighed against the increased eradication rates and different safety profiles
of some other classes of approved agents. (See CLINICAL STUDIES section.)

Appropriate specimens for bacteriological examination should be obtained in
order to isolate and identify causative organisms and to determine their
susceptibility to cefpodoxime. Therapy may be instituted while awaiting the
results of these studies. Once these results become available, antimicrobial
therapy should be adjusted accordingly.

To reduce the development of drug-resistant bacteria and maintain the
effectiveness of cefpodoxime proxetil and other antibacterial drugs,
cefpodoxime proxetil should be used only to treat or prevent infections that
are proven or strongly suspected to be caused by susceptible bacteria. When
culture and susceptibility information are available, they should be
considered in selecting or modifying antibacterial therapy. In the absence of
such data, local epidemiology and susceptibility patterns may contribute to
the empiric selection of therapy.

DOSAGE AND ADMINISTRATION
(See INDICATIONS AND USAGE for indicated pathogens.)

Cefpodoxime proxetil for oral suspension may be given without regard to food.
The recommended dosages, durations of treatment, and applicable patient
populations are as described in the following chart:
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Adults and Adolescents (age 12 years and older):

Type of Infection Total Dose Frequency | Duration
Daily Dose
Pharyngitis and/or tonsillitis 200mg |100mg Q 12 hours| 5 to 10 days

Acute community-acquired pneumonia 400mg |200mg Q 12 hours 14 days

Uncomplicated gonorrhea (men and 200mg single dose
women) and rectal gonococcal
infections (women)

Skin and skin structure 800mg |400mg Q 12 hours| 7 to 14 days
Acute maxillary sinusitis 400mg |200mg Q 12 hours 10 days

Uncomplicated urinary tract infection 200mg |100mg Q 12 hours 7 days

Infants and Pediatric Patients (age 2 months through 12 years):

Type of Infection Total Daily Dose Dose Frequency Duration
Acute otitis media 10 mg/kg/day 5mgkgQ12h 5 days
(Max 400 mg/day) | (Max 200 mg/dose)
Pharyngitis and/or 10 mg/kg/day 5 mg/kg/dose Q 12 h |5 to 10 days
tonsillitis (Max 200 mg/day) | (Max 100 mg/dose)
Acute maxillary sinusitis 10 mg/kg/day 5 mg/kg Q 12 hours 10 days
(Max 400 mg/day) | (Max 200 mg/dose)

Patients with Renal Dysfunction:

For patients with severe renal impairment (<30 mL/min creatinine
clearance), the dosing intervals should be increased to Q 24 hours. In patients
maintained on hemodialysis, the dose frequency should be 3 times/week after
hemodialysis.

When only the serum creatinine level is available, the following formula
(based on sex, weight, and age of the patient) may be used to estimate
creatinine clearance (mL/min). For this estimate to be valid, the serum
creatinine level should represent a steady state of renal function.

Males: Weight (kg) x (140 - age)
(mL/min) 72 x serum creatinine (mg/100 mL)
Females:

(mL/min) 0.85 x above value

Patients with Cirrhosis:

Cefpodoxime pharmacokinetics in cirrhotic patients (with or without ascites)
are similar to those in healthy subjects. Dose adjustment is not necessary in
this population.

Directions for use:

Before reconstitution, remove the desiccant capsule by pulling out two small
rings, then discard.
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Preparation of Suspension:

Constitution Directions for Oral Suspension

Constituted Final Directions
Volume Concentrations
50 mL 50 mg per 5 mL. | Suspend in a total of 31 mL of distilled water.

Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

100 mL 50 mg per 5 mL. | Suspend in a total of 57 mL of distilled water.
Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

50 mL 100 mg per 5 mL | Suspend in a total of 30 mL of distilled water.
Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

100 mL 100 mg per 5 mL | Suspend in a total of 57 mL of distilled water.
Method: First, shake the bottle to loosen
granules. Then add the water in two
approximately equal portions, shaking vigorously
after each aliquot of water.

After mixing, the suspension should be stored in a refrigerator, 2° to 8°C(36°
to 46°F). Shake well before using. Keep container tightly closed. The mixture
may be used for 14 days. Discard unused portion after 14 days.

AIRITB T DAKI ORI E, FELOHEIU TO LB Th b, ERNOKTRBNE OHFE CAH % H4
5 &,
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WEIRICRE Y SiBSMERR (FDA 57%8)

S3 ¥R 2E O
FDA:Pregnancy Category | B 1.Animal reproduction studies have failed
(CEFPODOXIME to demonstrate a risk to the fetus and

. there are no adequate and
PROXETIL-cefpodoxime well-controlled studies in pregnant
proxetil granule, for suspension, women

NorthStar Rx LLC, 2018 4% 10 H) | 2.Animal reproduction studies have
shown an adverse effect (other than
decrease in fertility), but adequate and
well-controlled studies in pregnant
women have failed to demonstrate a
risk to the fetus during the first
trimester of pregnancy (and there is no
evidence of a risk in later trimesters)

bEIR. BRIFGFICET HECHE

cefpodoxime proxetil
granule, for suspension,
NorthStar Rx LLC, 2018
10 H)

Hi LA
KIE OBAS FH PRECAUTIONS
(CEFPODOXIME
PROXETIL- Pregnancy

Teratogenic Effects:

Cefpodoxime proxetil was neither teratogenic nor embryocidal when
administered to rats during organogenesis at doses up to 100 mg/kg/day (2
times the human dose based on mg/m?) or to rabbits at doses up to 30
mg/kg/day (1 to 2 times the human dose based on mg/m?2).

There are, however, no adequate and well-controlled studies of cefpodoxime
proxetil use in pregnant women. Because animal reproduction studies are
not always predictive of human response, this drug should be used during
pregnancy only if clearly needed.

Labor and Delivery:

Cefpodoxime proxetil has not been studied for use during labor and delivery.
Treatment should only be given if clearly needed.

Nursing Mothers:

Cefpodoxime is excreted in human milk. In a study of 3 lactating women,
levels of cefpodoxime in human milk were 0%, 2% and 6% of concomitant
serum levels at 4 hours following a 200 mg oral dose of cefpodoxime proxetil.
At 6 hours post-dosing, levels were 0%, 9% and 16% of concomitant serum
levels. Because of the potential for serious reactions in nursing infants, a
decision should be made whether to discontinue nursing or to discontinue the
drug, taking into account the importance of the drug to the mother.

BB, REICBIFAIAFOMEH FoFEEICIE. 19501EE) .« (9.6 B3R OHEOTHIT RV,
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(CEFPODOXIME

PROXETIL- Pediatric Use:

cefpodoxime proxetil

granule, for suspension, | Safety and efficacy in infants less than 2 months of age have not been
NorthStar Rx LLC, 2018 | established.

10 H)
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i) /kg % 1 B 3 EE OG5,

NFU R348y 75%0D 1 BR5ERRR

NP RIA4vry T 5% 1 HEERE
. SR SR TE A
(kg) [3mg (i) /kg/lA]*] [4.5mg (Jiffi) /kg/lA1*]
2 [\l A 3 [al/A 3 [ml/F
I A& paLiii = Jii J &
24mg (F74fh) 0.48¢g 36mg (771ff) 0.72¢g 54mg (F1ff) 1.08g

36 0.72 54 1.08 81 1.62
8 48 0.96 72 1.44 108 2.16
10 60 1.20 90 1.80 135 2.70
12 72 1.44 108 2.16 162 3.24
14 84 1.68 126 2.52 189 3.78
16 96 1.92 144 2.88 216 4.32
18 108 2.16 162 3.24 243 4.86
20 120 2.40 180 3.60 270 5.40
22 132 2.64 198 3.96 297 5.94
24 144 2.88 - — 324 6.48
26 156 3.12 — — 351 7.02
28 168 3.36 — — 378 7.56
30 180 3.60 - — — -
32 192 3.84 — — — —

¥ TR R LA TuXxkeFLe LT

¥, N UBE 100mg DA E [E 7R KRR L FaxteFLe L TRFE O
4 200mg (Jifl) /B, BEIEXIIEA+ EBbi s 54 400mg (Iff) /H] %
B RWEY) THEELSTEEN,
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(3) ER & FBR A&

EfH & DERE ZILRER

1)HBREH
NPV RIAvay T 5% 28 (BE7RKRXT A FuxtvTF /L 100mg Hifi) 12k LT, EEELZ T
MELA L. 25°CHIXHBE 75% D4efF T CIRIFRRFABR Z M L7z, QEBEIZ/ 7V R =F L7 Ix
— ME (=) IZL 2050 & OSSO OEEETITo 71,
Bl sUIEAE#, 1, 3, 7, 10, KOV14 AR E L, HA & LTOMIANL (B, WEE) KOE 7KK
Fh Tkt FLoGeeflE L,

2)BRIER
3l s 2V I EEEEIZB W TR, 2T ORIEAR CTHEL LIS G ZITERD Do 7223, 43aldn Tk,
T RYNLVEY, BT oI EERSEAIE OREG T, AFIHROIMEIZL, FrREMEDIR T, FERE %
DB ST,
BRIZOWTIE, Bt~ 2o UL, REBAKFZEFT RV DULA EXZ AV UBEORSETIEANEMTI4 HAILE
BEORTHRRD NN, FOMOIEK L OEAIZENTEINTNORET THIZIELETH T,

NFLH
AH &AM DIEAN OFLA % OB I, B E OIS O & 2 \WIEBHBEOm W EIE S T2 2 L SN E
ThdLEZRbN, £z, WAMEOIEA, B2 ITHBARLZN S 2 E L H K L OB GRS & DLAFIC
FVEEKTRBDONIZOTERLZET 20, WIS XBHEEZBIET 2 2 &L TR TE 5 & lbh
770

(RPN
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BERH & DEREELHER (25°C MBREE 75%) (A FEAA T GHBRFERFFO b D)

B & e sEn SERIIN/E Hag
(B&®E A% 2¢cx958) | ®E | 1HE | 3RE | 7HE |10BE |(14HE | 1HE | 3HE | 7HE |10HE |148H
5D - - - - - - - - + *
NFURSAoayTEE — _ _ _ _ _ + + + + +
(2.0g) =
EE%) 99.2 100.8 97.8 94.4
FRILRL B mENE — — — — — =+ =+ =+ =+ =+
(15g) EE(%) 100.4 100.7 97.2 96.0
fREL, fEEH =X - — - - — - - - - -
FREYL aEE — — — — — + + + + +
(15g) EE(%) 99.3 101.4 96.1 93.2
FARYURSqLOyT | RBE - ~ - - - + + + + +
(2.0g) EE(%) 96.7 99.6 96.4 95.9
DOBOTAUE 1% =5 - - - - - - - - - -
(100fE#%) ENE - - - - - + + + * *
(2.0g) EE(%) 101.7 1015 100.1 95.0
MERSIUH| =2E: - - - — - - - - - -
ARS— L REE - - - - - + + + +
0.1g) EE(%) 102.3 102.3 100.7 97.2
NTIFA% e S e e e e e e 20 L
BN - — - - — + + + +
(0.4¢) =
EE%) 102.3 102.9 100.2 96.6
- | | | | o &6
STRA—E ik ifcd - - - - - + + * + +
(0.5¢) EE(%) 104.3 102.7 101.7 97.5
3R ESZINN mE | - - - - - + + * + +
0.7g) EE(%) 102.3 102.3 97.4 86.3
Ve — — — — — — — — — —
REAKFES YD L e - - - — " " " " -
(2.5g) =
EE%) 1040 101.8 96.5 86.5
S-Mik mENE — — — — — =+ =+ =+ =+ +
(1.3g) EE(%) 100.0 100.0 98.7 93.6
] : not tested [EE] — : &<EiLAL, (Rl — @< EfiL, (& 8] BItaBE%E 100 £L1=%
+  EEICEIDTHEELSDY. +  RBEET. ©OERIE. []osmt
+ : BEAACBRALTILESY. + . REEET. B, [] 90~95
O :BiAHY +  R—Z MK, [ EEYS
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BERH & DEREELHER (25°C MBREE 75%) (A FEAA T GHBRFERFFO b D)

B & e sEn SERIIN Hag
(B&®E A% 2¢cx958) | ®E | 1HE | 3RE | 7HE |10BE |(14HE | 1HE | 3HE | 7HE |10HE |148H
SHIEME B A EH - - - - - - - - - -
7IVISP | — | — | - | - | - | = | = | = | = | +
(0.5g)
EE(%) 99.9 99.3 96.7 95.6
FEYILEY TETE - - - - - - - — - -
(0.5g) E2(%) 102.7 101.7 103.9 101.1
é;n — —_ —_ —_ — —_ —_ —_ J— —
EAAsy e | — | - | — | — | - | = | = | £ | = | +
(2.0g)
EE(%) 100.2 100.0 994 97.6
. =k - — - - — - - — - -
EA 7Ly — — — — — — — — - - —
(3.0g)
EE(%) 99.6 99.3 98.4 97.8
EAASL mEtE - - - - - + + + + +
(1.0g) E2(%) 994 98.7 934 84.6
1% FAPLEAA AENTE - — - - ~ - & G & +
(3.0g) E2(%) 97.8 994 93.8 93.0
HICSR R EAER R - - - - - - - — - —
T RS MR ENE - - - - - - + + + +
(0.75g) E2(%) 100.8 95.1 97.5 94.2
L] : not tested [®EH] — : £<TfLHL. (Rl — @< EiL, [&8] BARESE 100 £ELT-%
+  RRICEBDTHRELHY. +  RBMIET. ©rEL. [[]osmt
+ : ESHCBRALIEHY. + . REEET. B, [ ] 90~95
O : BakY + o R—Z R, [ RES
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HH & DEESELHER

1) EBREH
NFEURTA vy T 5% 2g (BE7AR KX A 7 axtF /L 100mg 711li) % 3.3mL D /KIE/K T S+ 72
W (% 4mL) 12X LT, FERFBIORLEZK - ey 7HIO 1 EAELZEA Lz, BA%IE 5C, 25 CIThE
L7,
BIERRIIRAER, 3. 7. 10 XKW 14 AR E L, HA L LTAMBIZE (AFR. HosdE) . pH, E7&R R
Fh FuxdteFALoEREHE L,

2R
5C. 25CHR1F T C pH, AMBlE LICKREREBITHE D b oTe, LnL, "X MV rimy 7 7ANX
Vyrvuay 7 (FFA] 28T) ROAYarvay 7L OBGICE W CIRER - ORE, ik, 2BENS.
Flo, TAXRY vomry 7 LEORAET25C, 7THE XY ZFUbrglgsiiz,

)FELH
AFlE D> a Y THIEOEGIZ LD SN EORREFECPBIEZ STz, BOWRE 5 TH—R0 iR E 725
TeORA ERICREIE RN EEZ 2 bhD, LirL, BECALEEZRWE I HONTUDARRE > O FHE
RTAHMLEND D EEbND, GEICOWVWTITITEA EBLITERD LN o7,

(FENE R
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RENEDEREECHARE EEEALITRARBEIFOD D) (NFr RIS vm o7 5%, BTG AT
L. 2 WRLNICER TS, )

B&E 5°C 25°C
RAEH | A#elc| RBRER
WTEE E#% | 3HB | 7HE |10BEB |14BB | E% | 3HEB | 7HE |10BE8 |14BE
pH 475 483 481 477 484 475 483 475 473 483
NFURSA 5V wE | B | O o) O | ®8 | u | O o) o)
ooy Bk
KSR BoEE| — 4 4 14 14 — 4 10 8 8
E2(%) 100.0 — 98.3 — 99.1 100.0 — 100..0 — 100.1
pH 431 4.30 434 428 441 4.31 4.29 4.26 4.30 4.42
wy 8 w8 | O o) o) O | #8% | O o) o) o)
BEoME| — - - - - - - - — -
Rog—)L a0 | — - - - - - - - - -
sl pH 4.66 468 473 468 478 4.66 4.67 4.69 4.64 475
ma |SVE wB | mK | O o) O | ®8 | & | O o) o)
40mL | BAEE — 10 10 17 13 — 10 10 10 9
EE(%) 100.0 — 98.9 — 101.3 100.0 — 98.2 — 102.8
pH 3.65 3.76 3.73 3.70 3.76 3.65 3.74 3.66 3.68 3.77
wy B @@ | O o) o) O | =@ | O o) o) o)
BomE| — - - — - - — — — —
RRkYY E2(%) — — — — — — — — — —
=i pH 4.26 428 433 4.29 4.36 4.26 434 425 422 435
ma | BB BEom Ak | O O | ®8& |tom #xg | O o)
5.0mL | BARHE — 4 4 7 8 — 2 6 5 5
a=(%) | 100.0 — 103.5 — 102.8 100.0 — 102.0 — 103.7
pH 479 485 484 479 483 479 4.86 479 478 4.85
w2 8 | O o) o) O | ®8% | O o) o) o)
BomE| — — — — — — — — — —
FAAYY AE%) | — - - - - - - — - -
oy’ pH 476 4.80 481 478 4.88 476 478 475 473 4.80
Ema |98 BB |BEow O o) O | ®5 |[3to8 O |[#utk| O
somL | BRI X PP PP 8 8 ¥ P P - -
&2(%) | 1000 — 100.7 — 98.1 100.0 — 93.5 — 97.9
pH 473 481 477 473 4.80 473 478 4.70 4.7 478
wy 8 w8 | O o) o) O | #8% | O o) o) o)
. BEoME| — - - - - - - - — -
FARYY ~
: BE%) | — - - - - - - - — -
~/_El‘y7° pH 476 | 482 | 483 | 478 | 487 | 476 | 480 | 476 | 472 | 482
FERAIA ma | MR BB |Beam O | WB | O | %8 |mes# suk| O | O
20mL | BBl X XX XX — — X XX — — —
EE(%) 100.0 — 102.2 — 1024 100.0 — 94.7 — 92.5
[RIO - BIOREICLLT (Ao ONONT : BHET 5 CILRERERERK a8 | sk
Ll — . (BB, BR. L) BoEERBREFLoTOAL, [ ] %0~95
—  not tested X AMbA  XOK : BHIEEORYELTIEBSRFA. BMEESTHE | EY
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BHEEDEREEEIERR (HAEAL TEGRRERFOL D) (NF U RI4vm 7 5%, ERIICHRE AT
ICERAE L. 2 RIS T S0,)
EEE | 5°C 25°C
RAEH | AH2ec| HEBRER
WTEE E#% | 3HB | 7HE |10BEB |14BB | E% | 3HEB | 7HE |10BE8 |14BE
pH 3.98 4.07 3.91 3.97 3.98 3.98 4.01 3.94 3.85 3.98
wy | & | O o) o) O | w@& | O o) o) o)
BomE| — — — — — — — — — —
Asay BE%) | — - - - - - - — — -
oy’ pH 4.67 476 475 4.69 478 4.67 478 4.7 4.66 476
ma | BB |BEo®| O | mB | O | BB |Beo® O | mB | O
6.0mL | EAEE — 16 8 11 14 — 10 6 5 10
&2(%) | 1000 — 99.2 — 975 100.0 — 943 — 92.7
pH 3.77 3.61 3.67 3.53 3.97 3.77 3.56 3.67 3.73 3.98
wy 8 @@ | O o) o) O | #w# | O o) o) o)
BEoME| — - - - - - - - — -
RYFHF BE%) | — - - - - - - - — -
sl pH 473 478 479 476 487 473 477 474 473 4.84
ma |SVE wB | mK | O o) O | ®8 | & | O o) o)
100mL | BOEE| — 15 15 4 6 - 7 7 4 6
EE(%) 100.0 — 101.0 — 98.5 100.0 — 93.0 — 91.3
pH 243 2.51 247 2.45 2.55 243 2.56 2.56 244 2.55
wy B @@ | O o) o) O | =@ | O o) o) o)
BomE| — - - — - - — — — —
TYRSY E2(%) — — — — — - - — - —
=i pH 423 427 428 431 434 423 425 424 422 432
ma |SE BB | MK | O o) O | ®8 | s | O o) o)
100mL | BB — 7 7 5 3 - 10 5 3 6
a=(%) | 100.0 — 101.3 — 98.2 100.0 — 98.2 — 93.8
[RIO - BIOREICLLT (Aol ONONT : BHET 5 CIIRERERERK a8 | sk
L — . (BB, BR. S BLBEERBREFLSoTLAL, [ 90~95
— : not tested X EMbR XX BESEEIOBRYELTIEESERE. BUOMRES THE | BES
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